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Phian 2. YEU CAU VE KY THUAT
Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuit

1.1. Gidi thi¢u chung vé dy an/dy todn mua siam, géi thiu

- Chu dau tu: Truong ST quan Luc quén 1;

- Tén goi thau: Goi thau s6 03: Mua sim trang thiét bi, dung cu y té bao
dam kham bénh, chita bénh bao hiém y té quan nhan;

- Dy toan: Mua sim trang thiét bi, dungcuy té bao dam kham bénh, chita
bénh bao hiém y té quan nhan;

- Hinh thirc lya chon nha thau: Pau thau rong rii trong nudc, qua mang.

- Phuong thtrc lya chon nha thau: Mot giai doan, mot tui hd so.

- Thoi gian t6 chire lya chon nha thau: 45 ngay;

- Thot gian bat dau t6 chire lya chon nha thau: Quy II nam 2026;

- Thoi gian thyuc hién hop dong: 60 ngay ké tir ngay hop dong c¢o hiéu luc.

- Ngudn vén: Ngan sach BHYT;

- Loai hop d6ng: Tron goi.

- Tty chon mua thém: Khong dé xuét

- bia diém thuc hién: Truong ST quan Luc quén 1

1.2. Yéu cdu vé ky thugt

a) Yéu cdu ky thudt chung:

- Hang ho4a méi 100%, phai dugc Iuu hanh hop phép tai Viét Nam;

- Thoi gian bao hanh dbi v6i toan bd hang hoéa: tdi thiéu 12 thang

- Cac hang hoéa 1a Trang thiét bi y té phai c6 Gidy phép luu hanh, gidy phép

nhap khau (hodc cac tai li€u co gia tri twong duong) d6i v6i cac mat hang trong
dién phai cap phép quy dinh theo phap luat hién hanh.

- Hang hoa san Xuat tai Vi€t Nam phai Cong bd du diéu kién san xuat doi
vOi trang thiét bi y té san xuét trong nuoc cua Hang san xut trén cong thong tin
dién tor cua BO Y té; va Hang san xudt phai dat tiéu chuan ISO 13485. (Nha thau
cung cap Van ban cong bo du diéu kién san xudt; Thong tin (hoac Phleu z‘zep
nhdn) Ho so cong bé du diéu kién san xudt trang thiét bi y té do S6 Y té c6 tham

quyén cdp)
- Nha thau phai cung cap Catalog hodc cac tai liéu ky thuét cua nha san Xuat

c6 cac thong sb ki thuét ctua san pham dé chimg minh dap Gmg yéu cau k¥ thuat
cua E-HSMT.
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- Néu tai liéu k¥ thuat hang hoa du thau do nha san xuat phat hanh 13 tiéng
Anh thi phai kém theo ban dich tiéng Viét. Nha thau phai dam bao tinh trung thuc
va chiu trach nhiém vé ndi dung giita ban dich va ban chinh. Trong truong hop
bén moi thau nghi ngd cd sy khai khac giira ban dich va ban chinh thi bén moi
thau s& danh gia tiéu chudn k¥ thuat thiét bi du thau dya vao ban chinh.

b) Yéu cdu ky thudt cu thé:

- Noi dung m6 ta hang hoa quy dinh tai Chwong V chi nhim muc dich mo ta
va khong nham muc dich han ché nha thau.

- Bét ky thuong hiéu, ma hiéu, danh tir riéng (néu c0) trong bang yéu cau k¥
thuat chi mang tinh chat minh hoa cho céc tiéu chuan chat luong, tinh nang ky
thuat kho moé ta, nha thau c6 thé lya chon dy thau hang hoa co nguodn goc, Xuat
xtr, nha san xuat, thuong hiéu, ma hiéu phu hop véi diéu kién cung cip nhung
phai dam bao yéu cau tiéu chuan k¥ thuat, dic tinh k¥ thuat, tinh ning sir dung
“twong duong” hodc “vu viét” hon han so voi yéu cau téi thiéu. Tuong duong quy
dinh trong yéu cau k¥ thuat dugc hiéu la:

+ Chirg nhan tiéu chuan: Tuong duwong vé hé thong quan 1y chat luong.

+ Vit liéu, thanh phan: Tuong duong vé tinh chat; thudc tinh, cong ning.

+ Ham luong, nong d9, tinh chat: Tuong duong vé cong ning st dung.

+ Tuong duong vé dic tinh k¥ thuat, tinh ning st dung, thiét ké cong nghé,
tiéu chudn céng nghé.

Hang hoa phai dap tmg cac yéu cau vé cAu hinh, dic tinh, thong s6 k¥ thuat
va cac yéu cau khac nhu quy dinh dudi ddy va 1a mic yéu cau téi thiéu phai dat
hoac chap nhan duoc:

STT TEN HANG HOA VA THONG SO KY THUAT

MAY PIEN TIM (6 KENH)

1.Yéu ciu chung

- Nam san xut: 2025 tro di;

- Chét luong may: Méi 100%;

- C6 ity quyén cua nha san xuat hodc dai Iy phan phéi cua nha san xuat.
- Pat tiéu chuan quan 1y chat luong: ISO 9001 hodc ISO 13485;
1 | -Nguén dién: 220V/50Hz;

- Moi trudong hoat dong:

+ Nhiét d6 tbi da > 40°C;

+ Do am t6i da > 95%;

- Xuat xtr: G7

2. Yéu cau cau hinh cung cip

- May chinh: 01 bo;
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- Day dién tim: 01chiéc;

- Day ngudn: 01chiéc;

- Pién cuc nguc: 06 qua;

- Pién cuc kep chi: 04 chiéc;

- Ac quy: Olchiéc;

- Gidy in: 01 tap;

- Xe day may: 01 chiéc;

- Tai liu hudng dan st dung tiéng Anh va tiéng Viét: 01 bo.
3.Thong s6 k§y thuat

3.1 Thu nhén tin hi€u dién tim

- Mach dau vao duoc bao vé chéng sbc dién.

- D0 nhay tiéu chuan: 10 mm/mV +2%;

- Tré khang dau vao: > 50 MQ tai 0.67 Hz;

- Hé s6 loc nhidu déng pha: > 105 dB;

- Pién ap chdéng phan cyuc: £550 mV;

- Tan sb dap ung: 0.05 Hz dén 150 Hz (+0.4dB/ -3 dB);

- Nhiéu trong: <20uVp-v;

-Dai dém nhip tim: 30-300 nhip/ phut, P96 chinh xac: +£10%;
- Téc @6 14y mau: 16.000 mau/gidy/kénh;

3.2 Xur 1y dir li¢u song

- DPao trinh dién tim: 12 dao trinh;

- Do nhay: 5, 10, 20 mm/mV;

- Téc @6 14y mau: 500 mau/giay;

- B6 loc nhiéu xoay chiéu: 50/60 Hz;

- Hang sb thoi gian: >3.2 gidy;

-B6 loc cao tan: 75, 100, 150 Hz;

- B¢ loc nhiéu dién co: 25/ 35 Hz;

- ién thé phat hién nhé nhit: <20 uVp-v;

- B loc chdng troi duong nén: yéu 0.1 Hz (-20dB), manh 0.1 Hz (-34dB);
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- C6 chiric nang phat hién may tao nhip;

- Bo chuyén d6i A/D: 24bit;

3.3 Hién thi

- Man hinh mau tinh thé 16ng.

- Kich thudc: 8inch;

- Do phan giai: 800 x 480 diém;

- Hién thj dit liéu: 12 dao trinh séng dién tim, thong tin bénh nhan, cai dit ché do
ghi, ché d6 hoat dong, nhip tim, danh ddu déng bd QRS, thong bao 16i, tudt dién
cuc va do nhiéu;

3.4 Ghi

- Phuong phap: dau in nhiét;

- Mat d6 in: 200 dpi;

- Khoé giay: 110 mm, dai 30m d6i véi gidy gap Z;

-S6 kénh ghi: 3, 3+nhip, 6;

- Téc @6 gidy: 5, 10, 12.5, 25, 50 mm/gidy;

- Do chinh xac toc do ghi: <+5%;

- Dir li¢u ghi: Song dién tim, nhip tim, tén dao trinh, phién ban, ngay va gio, toe
do giéy, do nhay, cai dat bo loc, thong tin bénh nhan, thong tin phép do, danh
dAu;

3.5 Phan tich dién tim

- Ap dung cho bénh nhan: tré so sinh, tré em, nguoi 16n;

- Muc phat hi¢n: xép xi 200 phat hi¢n;

- Muc dénh gia: 5 danh gia;

3.6 Luu trix

- B) nhé trong luu trir téi 800 file ECG.

3.7 Nguén dién, AC va DC

- AC: 220 V/ 50 Hz;

-DC: 4c quy c6 thoi gian hoat dong hon 150 phit; thoi gian sac: 3 tiéng;

3.8 An toan
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TEN HANG HOA VA THONG SO KY THUAT

Phu hop véi tiéu chuan IEC.

MAY PO HUYET AP TU PONG
1. Yéu cau chung.
- Nam san xuét: 2025 tro di;
- Chét lugng may: Mé&i 100%;
- Xuét xt: Thudc cac nude G20;
- Nha san xuét phai c6 chimg chi ISO 13485 hoic twong duong.
- C6 uy quyén ctia nha san xuét hodc dai Iy phan phdi ctia nha san xuat.
- Ngudn dién: AC 110/220V, 50/60Hz;
- Cong suat tiéu thu: 30VA;
- Dai nhiét do van hanh: +10°C dén +40°C;
- D0 am van hanh: <95%;
- Dai nhiét d6 bao quan: +5°C dén +50°C;
- Do 4m bao quan: <95%;
2. Thong s6 k¥ thuit chi tiét.
o Chitrc nang do luong.
= Thong s chi tiét:
- Phuong phap do: Dao dong hoc (Oscillometric method);
- Dai do huyét ap: 30 — 300 mmHg;
- DO chinh x4c: £2 mmHg;
- Dai do nhip tim: 30 — 200 lan/pht;
- DO chinh x4c nhip tim: +3%;
o Hé thdng diéu khién.
= Thong s chi tiét:
- Heé théng bom khi: Tu dong diéu chinh ap suit bang vi diéu khién;
- Hé théng xa khi: Xa khi ty dong;
- Churc nang khan cép: Dimng may ngay lap tirc bang vi xu 1y;
- HO tro giong ndi: Thong bao két qua va canh bao 161 bang giong noi;

o Hé thdng hién thi & in an.
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= Thong s6 chi tiét:
- Man hinh: LCD hoac FN;
- May in: May in nhiét tbc d6 cao (Auto Cut — tiry chon);
- Két ndi may tinh: RS232 (tuy chon);

MAY PO HUYET AP PIEN TU BAP TAY
1. Yéu ciu chung.
- Nam san xuat: 2025 tro di;
- Chat luong may: Méi 100%;
- Xuit xt: Thudc cac nude G20;
- C6 iy quyén cta nha san xuat hodc dai 1y phan phdi ctia nha san xuét.
2. Thong s6 ky thuat
- Loai may: Po huyét ap bap tay;
- Man hinh hién thi: LCD;
- Do nhip tim: Co;
- Dai do: Huyét ap (0 ~ 295mmHg), Nhip tim (40 ~ 199 nhip/pht);
- D¢ chinh xac: Huyét 4p (+ 3mmHg), Nhip tim (+ 5%);
- Nguyén 1y do: Dao dong ké;
- Cong sac: DC 5V USB

MAY XET NGHIEM NUOC TIEU BAN TU PONG
YEU CAU CHUNG

Thiét bi mé&i 100%, sdn xuat nim 2025 tro vé sau
Dat tiéu chuin chat lugng ISO 13485

Yéu cu xuat xir: Nhom cac nude G7

CAU HINH:

- M4y chinh kem bd phu kién tiéu chuan : 01 cai
- Que thu: 01 hop

- Gi'ély in nhiét: 01 cudn

- M4y in tich hop: 01 chiéc

- Cap RS232: 01 chiéc
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- Cau chi: 01 chiéc

- Huéng dan st dung tiéng Anh va tiéng Viét: 01 bd

THONG SO KY THUAT:

- C6 tbi thiéu cac thong s6 do: Calcium(CA), Glucose(GLU), Creatinine(CRE),
Specific Gravity(SG), pH, Urobilinogen(URO), Leukocytes(LEU), Ascorbic
Acid(ASC), Bilirubin(BIL), Ketone(KET), Blood(BLO), Protein(PRO),
Nitrite(NIT), Microalbumin(ALB)

- C6 thong s6 ACR (ty sb Albumin/Creatinine Ratio) giup danh gia sém ton
thuong than trong tiéu duong hodc ting huyét 4p

- Thoi gian doc & ché d6 cong suit cao: <7 gidy

- C6 kha nang tu gom lai que da qua su dung

- HO tro 1én t6i >14 thong sd trong 1 que thir

- Cong suit do: >500 test/gio

- B6 nhé: >2000 két qua

- Thot gian u que thir: <1 phut

- C6 t6i thiéu cac budc song do: 470nm, 525nm va 625 nm

- Man hinh: >5,5 inch LCD cam trng cham

- My in: dang may in nhiét tich hop hodc tuong duong

- C6 tdi thiéu cac cong két ndi: c6 RS232 va 2 cong USB

- Tuong thich: LIS, HIS

- Phan tan anh sang: < 1%

-bolaplaiCV < 1%

- Kha nang chiu dao dong dién ap: <+10%

- Cong suit tiéu thu: <45 VA

- Cong nguodn cap trang bi cau chi doi .

MAY XONG KHI DUNG NEN KHI
1.Yéu ciu chung.

- Thiét bi phai duoc san xuat nim 2025 trd vé sau, mdi 100%.
- Xuat xr: Thudc cac nude G20;

-Ngudn dién tiéu thu: 220VA;
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2. Phu kién bao gom.

- M4y chinh

- Cbc khi dung

-Day deo

-Ong dan khi

-Ong ngam.

- Mat na nguoi lon (PVCO).

- Mit na tré em (PVC).

- Day nguén

-Huéng dan st dung.

3. Théong s ky thuat.

- Kich thudce hat khi: Khoang 3,5 yum MMAD MMAD* (MMAD =
duong kinh trung binh khi ddng hoc);

-Tbc do phun: 0,2ml/phut véi ty 1€ cac hat nho hon 5 micromet 1é€n dén
65%

Do 6n: <60 dB

THIET BI GIAM PAU BANG TIA HONG NGOAI
1. Yéu cau chung.

- Thiét bj phai dugc san xut ndam 2025 tré vé sau, méi 100%.
- Nha san xuét phai c6 ching chi ISO 13485 hoic tuong duong.
- Xuét xt: Thudc cac nude G20;
2. Céu hinh thiét bi.
- Théan dén: 01 chiéc;
- Bong dén hong ngoai: 01 chiée;
3. Théng s k¥ thuat.
- Nguén dién: 220V / 3A / 60Hz;
- Cong suit: 250W;
- Thoi gian diéu tri: 60 phut;

- Chiéu cao: > 1100 mm va < 1750 mm;
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- Chiéu réng: 600 mm + 5%;

CAN SUC KHOE CO THUOC PO CHIEU CAO

l.

2.

Yéu cau chung

San pham mai 100% dugc san xuat 2025 trd vé sau
Pép tng tiéu chuan ISO 13485

Céu hinh cung cép

Can kém thudc do chiéu cao : 01

Tai liu hudng dan st dung tiéng Anh + tiéng Viét : 01

3.

Thong s6 ki thuat

Can trong luong

Gi61 han can : 120 kg

Vach chia : t6i thiéu 0,5 kg

Po chiéu cao

Gioithan do:> 70 mm va < 190 mm

Vach chia : 0,5¢cm

MAY SIEU AM DOPPLER MAU 4D

1.

Yéu ciu chung

Thiét bi duoc san xuat nim 2025 trd vé sau, moi 100%.

Nha san xuit dat chimg chi ISO 13485

C6 uy quyén cua nha san xuat hodc dai Iy phan phdi ctia nha san xuat
Ngudn cap: 200 dén 240V, 50 hoic 60 Hz

Moi truong hoat dong:

+ Nhiét do: tdi da > 35°C
+ Do am: t6i da: > 75% (khong ngung ty)

Xuat xir may chinh: cac nuée thudéc nhém G7

2. Yéu cau cau hinh

May chinh v61 man hinh LCD > 23 inch: 01 bd
Pau do ré quat: 01 cai

Dau do tuyén tinh: 01 cai

Dau do 4D: 01 céi
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- Phan mém keét noi DICOM: 01 céi
- Phan mém tao anh 3D theo thoi gian thyc: 01 cai
- Phan mém siéu 4m dan hdi mé thoi gian thuc: 01 cai
- Phan mém siéu 4m dan hdi mo dinh lwong: 01 céi
- Phan mém siéu 4m vi mach: 01 cai
- Gel si€u am: 05 lit
- May in mau: 01 cai
- B0 may tinh: 01 bo
- May in nhiét den tring: 01 b
- Tai liéu hudng dan st dung (tiéng Anh, tiéng Viét): 01 bo
3. Yéu ciu k§y thuit
Man hinh LCD: > 23 inch
Man hinh diéu khién cam wng: > 10 inch
S6 cong dau do:
- Cho dau do quét dién tir: > 4 cong
Dai dong hé thong: > 270 dB
Kénh xir 1y hé théng: > 570,000 kénh
Téc do khung hinh: Téi da hon > 3,200 khung hinh/gidy
Dai tin s6 thu: > 25 MHz
Cac phuong phap quét:
- Ré quat dién tr
- Tuyén tinh dién tir
- Day pha di¢n tu
Mode hoat dong:
- Mode B
- Ché d6 2 binh dién
- Mode M
- Pho Doppler (Doppler xung PW)

- Ché d6 dong mau
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Doppler nang luong c6 hudng

Ché d9 hién thj hinh anh Mode B

Mat do dong: > 5 budc

Dai d6 sau tham kham: > 50 cm

bao nguoc: doc va ngang

Khuéch dai: dai > 80 dB

Khuéch dai bu theo thoi gian: > 8 thanh truot
Diéu khién khuéch dai bén: > 8 phan

Dai dong: <40->90 dB

Ban do xam: > 8 loai

Tu dong t6i wu hoa

Mode M:

Khuéch dai: >+ 20 dB
Dai dong: <40 - >90 dB

Phd Doppler:

Phuong phap Doppler: Doppler PW (Doppler xung)

Tan so 1ap xung:

+ Doppler xung (PW): < 0.1 dén > 50 kHz

Dich chuyén dudng co so: Piéu chinh duoc
Dao ngugc phd

Hiéu chinh goc: > 80 °

Kich thuédc cong ldy mau Doppler xung: < 1 - >20 mm

Loc chuyén dong thanh: > 12 budc
Khuéch dai Doppler: C6 thé thay d6i > 60dB

Ché dd Doppler mau

Mat d6 dong: Tdi da > 8 budc
Tan s6 1ap xung: < 0.1 dén > 19 kHz
Loc thanh: > 4 budc

Ma mau: > 15 loai
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Ché dd Doppler ning lugng
- Ma mau: > 15 loai
Quan ly dir li¢u
Luu trir dir liéu
- O cling may chinh
+ Dung luong: > 500 GB
Cac phép do va phan tich
Phép do co ban
- Trén hinh &nh mode B: Po khoang cach, chu vi, thé tich, Goc
- Trén hinh &nh mode M: D¢ dai, thoi gian, nhip tim
- Trén mode Doppler: ty dong theo doi Doppler thoi gian thyc
Cac phép do va tinh toan san khoa
Cac phép do va tinh toan phu khoa
Do mach
Phin mém tao anh 3D theo thoi gian thuc
- C6 thé hién thi 3 truc khong gian dong thoi
- Xoay da huéng 360 °
- Hinh anh 4D véi dén roi sang
Pan hoi md theo thoi gian thue
- Cac ché d6 hién thi, tbi thiéu c6: Ché do Elasto; Ché d¢ hién thi kép; Ché
d6 2 mat phang thoi gian thuc
Pan hoi mé dinh lwong
- Téi thiéu c6 cac chirc ning: Po van tdc lan truyén song bién dang, phan
vi ctia van tdc lan truyén, dd hiéu dung va do ctirng
Piu do
- Pau do ré quat
+Tansd: <1->5MHz
+ Gobc quét: > 100 °©
+ S chéan tir: > 160
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- Pau do tuyén tinh
+ Tan s6: <2-> 12 MHz
+ D04 rong quét: > 38mm
+ S6 chéan tir: > 190
- Daudo 4D
+Tan sb: < 2- > 8 MHz
+Goc quét: > 70 °©

+ S4 chan tir: > 190

MAY XET NGHIEM HbA1C

YEU CAU CHUNG

Thiét bi m6i 100%, san xudt ndm 2025 tr& vé sau

Dat tiéu chuin chat lugng ISO 13485

Yéu cau xuat xir: Nhom cac nude G20

CAU HINH:

- M4y chinh kem bd phu kién ti€u chuan: 01 bd

- Kit xét nghi¢m: 01 bo

- Huéng dan sir dung tiéng Anh va tiéng Viét: 01 bd

THONG SO KY THUAT:

- Nguyén ly phan tich: Phuong phdp enzym hoac tuong duong

- MAau phan tich: Mau mau (mao mach, tinh mach)

- Déi phén tich:

+ Albumin (<10—>300 mg/L)

+ Creatinine (<15->500 mg/dL)

+ ACR (£2—>2,000 mg/g)

- Kich thudc mau: <2.5pul

- Thoi gian phan tich: <7 phut

- Déi phéan tich: Khoang 4-15 % hodc 20-140 mmol/mol

- Hién thi: Man hinh cham LCD >7", d6 phan giai >(800 x 480)
- Giao tiép tdi thiéu co: USB, Serial (RS232), LAN (RJ45 Ethernet)
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GIUONG CAP CUU
1. Yéu cau chung

- Thiét bi méi 100%, san xudt ndm 2025 tré vé sau .
- Pat tiéu chuan chit lugng ISO 13485
2. Cau hinh cung cép :
- Giuong bénh nhan loai motor dién : 1 cai
- DPém: 01 cai
- Motor dién : 3 cai
- Bénhxe:4ca
3. Théng sb ki thuat
Kich thuoc ( Dai x Rong x Cao )

10
e Dai:2150 £5 mm
e ROng:960 +5mm
e (Cao:520mm — 750mm
- Goc nang lung : 85° +5°
- Goc nang dui , chan : 45° +5°
- Motor:
e Mot motor ¢ chirc ning thay d6i goc nang cta dau nang mit givdng
e Mot motor ¢ chirc nang thay doi goc nang cua d& chan mit givdng
e Mot motor c6 chirc ning thay doi chiéu cao cua giudng
e (6 phim diéu khién cac chirc ning trén motor
GIUONG INOX
1. Yé&u cau chung
- Thiét bi méi 100% san xuat 2025 trd vé sau
- Tiéu chudn chét lugng : ISO 9001 : 2015 hozc ISSO 13485: 2016
11

2. Céau hinh cung cép :
- Khung givong bénh nhan : 01
- Pau givong bénh nhan : 01

- Cocman: 01
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- DPém giuong : 01

3. Théng sb ki thuét
- Kich thudc giuong
e Dai:> 1850 mm va <1980 mm
e ROng:>850 mm va <950 mm
e (Cao: > 500 mm va < 580 mm

Vit liéu : Inox

TU PAU GIUONG
1. Yé&u cau chung

Thiét bi m&i 100% san xuét 2025 tré vé sau

Tiéu chuan chét lugng : ISO 9001 : 2015 hodc ISSO 13485: 2016

2. Cau hinh cung cip
T dau givong : 01

12 3. Théng sb ki thuét
Kich thude tu

e Dai:>350 mm va <450 mm
e RoOng:>320 mm va <380 mm
e (Cao:> 800 mm va <900 mm

- Vat Liéu : Inox

GHE CHO INOX
1. Yéu cau chung

- Thiét bi m&i 100% san xuat 2025 trd vé sau
- Tiéu chudn chét lugng : ISO 9001 : 2015 hozc ISSO 13485: 2016
2. Cau hinh cung cép
13 Bing chd 3 ghé
3. Thong s ki thuat
- Kich thudce
e Dai: 1600mm > mm va 1800mm < mm

e Rong:> 660 mm va <680 mm
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C) Cac yéu cau khiac:

1. Hwéng dan trinh bay cac file trong E-HSDT ding tii trén Hé thong:

Céc file dir 1iéu cua hang hoa dinh kem E-HSDT phai dugc phéan chia riéng biét
theo folder nhu sau:

1.1 (Folder 1) Tinh hop Ié:

- PKKD:; Bao dam duy thau + tai liéu ching minh tu cach hop I¢ cua
ngudi ky thu bao 1anh(néu co).

1.2. (Folder 2) Nang lyc kinh nghiém:

- (File 1) B4o cédo tai chinh ndm __ (vi du: 2022)

- (File 2) B4o cdo tai chinh nam __ (vi du: 2023)

- (File 3) B4o cédo tai chinh ndm __ (vi du: 2024)

- (File 4) Xéc nhén thyc hi¢n nghia vu thué

- (File 5) Hop ddng twong tu 1 (bao gdm hop dong, bién ban nghiém thu/

thanh ly/ héa don GTGT..., tai liéu chiing minh ma HS cua hang hoa tuong ty)

- (File 6) Hop dong twong tur 2...

.. va céc tai liéu lién quan khac (néu co)

1.3. (Folder 3) K¥ thuit: Ngoai Bang danh muc hang hoa dy thau, nha thau lap
cac folder riéng cho tirng mit hang hodc cac mit hang du thdu cd cing hing san xuat
hodc cung tai liéu phap 1y, trong mdi folder dé nghi nha thau tach riéng cac file tai li¢u
va danh s6 thir tw mit hang theo E-HSMT, vi du:

1. (Folder 3.1) Phdn 1 (16 1):

- (File 1) Gidy uy quyén (bao gdm: iy quyén tir hing chi sé hitu, Gy quyén
tir nha phan phdi...)

- (File 2) Ban két qua phan loai TTBYT

- (File 3) Sé luu hanh (bao gdm: Phiéu tiép nhan/Phiéu thong tin hd so cong
b6 tiéu chudn 4p dung, gidy chimg nhan dang ky luu hanh, gidy phép nhap khau v.v...)

- (File 4) Chirng nhén chit luong (bao gém: ISO 13485, ISO 9001, CE,
FDA...)

- (File 5) tai liéu ky thuat kém theo nhu Catalogue; Datasheet; Instruction
for Use

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

- Lwu y: dé nghi nha thiu tich riéng tung file tai liéu ky thuit
(catalogue, datasheet...), khong gop chung tit ca tai liéu ky thuit vao 1 file. Yéu
cau dat tén file ding theo tén tai liéu dung dé tham chiéu trong Bang chao dap img ky
thuat va dung cong cu danh diu (highlight) 1én cac noi _dung ky thuat cu thé ching
minh dac tinh, thong s6 k¥ thuat cia hang hoa theo yéu cau..

2. Folder 3.2 Phén 2 (L 2): Trinh bay tuong tu nhu trén

2. Bing ké hop dong twong tw va ma HS ciia hang héa

- Tinh chét twong tu quy dinh tai bang X 14 hop ddng cung cép thiét bi twong tu
nhu phﬁn/lé tham du, hoac trong trudng hop nha thau xac dinh dugc ma HS cta mat
hang theo huéng dan tai ghi chi s6 (10) va s (11) ciia Bang tiéu chuan dénh gia vé ning
lwc va kinh nghiém tai Chwong III, nha thau phai ké khai bang tinh gia tri hop dong
tuong ty theo mau duédi day.

- Trong trudng hop nha thau ty xac dinh ma HS cta hang hoa, nha thau phai ké
khai va dinh kém file excel va mot ban scan ¢ ky, dong dau ctia nha thau theo mau sau.
Nha thau chju trach nhiém vé tinh chinh x4c va trung thuc cua thong tin duoc cung cap.
Bén moi thau s& danh gia tinh chat va quy mé twong tu ctia hop ddng nha thau ké khai
theo ma HS trén co s& cac thong tin tai bang ké khai nay va céc tai liéu dinh kem. Ngoai
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hop ddng twong tw, nha thau phai dinh kém tai liéu chimg minh ma HS ctia mit hang
tuong tu bang cac tai li€u hgp 1€ 1ién quan (to khai hai quan).

Yéu chu cia E-HSMT

Pap ung ciia E-HSDT

Gia
tri Nha Gia Ning
h;,)’p tl.lfl " Hang trida Tai lwe sén
dong lién ~ thuc n I
muc Ma HS A liéu xuat
~ | twong danh s . hién ;
~ | Danh | Ma A Hop hang | cia hang . chirng | trong
Ma tu yéu X trong . cua . |
STT X muc HS X dong hoa muc minh | truong
phan . A cau hop X . hang s
A hang | yéu . twong P\ twong | hang hoéa hop hop 1a
(16) . X doi dong < muc P\ N
hoa cau . tuw tu da twong | dong nha
voi twong 3) hang \ A
tirn tw thue tw héa hoan san
e Y | hign thanh | xuft
ma (néu ¥ twong
HS c6)@ tw
(VND)
Truong
hop
hang
hoa 1a
san
pham
do nha
thau
Viét
Nam
san xuat
(Ghi: trong
- Bién | nuoc
ban (co the
nghiém | da ban
thu ra thi
ngay truong
hoac
g;[sp (Ghi: - Bién | chua
. (Nha | 98 | (Ghi ban ban ra
(Ghi p s0: ... | Nha . .
.| thau . A STT, (Ghi | thanh thi
theo | (Nha , Ngay thau ; M R
3 trich o N tén X theo | Iy ngay | truong),
danh | thau * ky: ... doc X g (Nha . .
. xudt , i thiét bi X, giatri | .. nha
muc xdc Chu ldp thau xac , X
X . theo 3 3 trong . - thwc | - Hoa | thau
hang | dinh N dau hodc dinh ma . .
. ~ yéu . hop hién | don phai
hoa ma S | twr .| nha 3 HS)
. cau tqi . A dong thue | GTGT | cung
dudi | HS) , Ngay thau J . Z
) Bdng . oy twong té) ngay cap
day) hoan lién .
X) . tw) duoce tai
thanh: | danh) s | A
) liét ke | liéu
cdc tai | chung
liéu minh
lién cong
quan suat
khac thiét ké
(néu hoac
cd)...) | san
luong
san xuat
dap tng
yéu
cau.
k x (SO
luong
yéu cau
cia 201
thau x

30/thoi
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Yéu chu cia E-HSMT

Pap ung ciia E-HSDT

Gia
tri Nha Gia Niing
h;)p tl.lfl " Hang trida Tai lwe sén
dong lién ~ thuc n X
muc Ma HS A liéu xuat
~ tuong danh L ; hién ;
~ | Danh | Ma A Hop hang | cia hang . chirng | trong
Ma tu yéu X trong . cua . |
STT X muc HS X dong hoa muc minh | truong
phan . A cau hop X . hang s
A hang | yéu A, twong P\ twong | hang hoéa hop hop 1a
(16) . X doi dong < muc P\ N
hoa cau . tuw tu da twong | dong nha
voi twong 3) hang . A
fi ¢ thue tur hé hoan sén
e ¥ | hi¢n 93 | thanh | xudt
ma (néu ¢ tuong
HS c6)? tw
(VND)
gian
thuc
hién goi
thau
(tinh
theo
ngay))
véi k =
1,5
Ghi chu:

- Viéc danh gia quy mo, tinh chat hop dong twong tu thuc hién theo Ghi
cht s6 (10) va sb (11) ctia Bang tiéu chuan danh gia vé nang luc va kinh nghiém
tai Chuong IIT E-HSMT.
- P6i v6i nha thau 1a lién danh: timg thanh vién lién danh phai théa min
yéu cau trong duong v4i phan cong viée dam nhan (hop dong twong ty cla timg
thanh vién xét theo gia tri twong tng cia cic mit hang thanh vién d6 cung cp).
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3. Biang danh muc hang héa du thiau va Bang chao dap tng k¥ thuit:
(i) Bing danh muc hang héa du thau:

~ BANG DANH MUC HANG HOA DU THAU
Tén nha thau: ....... Email: ... ...

Thong tin hang héa

Tai liéu chirng minh tinh hop 18 hang hoéa theo yéu cau tai Muc 1.3.2 Chuong

dy thiu \4
Xuat
X
[8hE 1 1 tigu "
tén o Phieu
; chirng A
quoc 3 tiep
. minh £ o A
gia, < Ket qua nhan
vung nang lye phan % Hb so
~ | Danh | thue A So luu hanh - Z A I
Ma muc lanh hién h loai hoidc s6 GPNK Tieéu chuan | cong bo Ghi
STT | phan | ™¥¢ | é, | ™52 "P | prgyr | "% chét lwgng | du dibu | O
(16) hang kv dong (ap dyn (ap dung cho (néu c6) Kién chua
héa Y | theoE- | @POVNE TTBYT) N
ma CDNT cho san
hiéu, 16.2 TTBYT) xuat
nhan Chu';)’n TTBYT
hi¢u, - (néu c6)
" 1I
hing
san
xuat]
(@) (@) (€)) “ ®) () Q) ® (€)) 10)
Nha thau
ligt  ké
cac  tai
liéu lién
Z,Zan vt - S6 céng bé: )
-.i'hu’ i .../PCBB-HCM - 'Phiéu
vén Y ngdy ... hoac tiep .
e - Phidu  tiép nhan Ho
hé gba’Z nhdn so: .../.... S0 cong
Zdnp ngay... hodc bé i
Nha | o I, dg - Gidy chimg diéu
Nha | thiu ! sy - nhin ding ky kién sin
thau nhdp thau f ... (tén luu hanh xudt
nhip | ma | "hép | Nha | hang) .. TTBYT  thuge | 120 TTBYT
STT | phn danh | thau | cho loai C. D sd 13485:2016 &
ha (16) muc | nhdp | (tén nhd Loai bKLIiI/BYT cap cho .
ang % hang | thong | thau/nha oat o V| hang ... co neay -
hoa hang , . N A/B/C/D | ngay hodc s . |- Néu
theo hoa héa fin | phan - Gidy phép hiu luc i khong
E theo theo lien | phoi), co whin khéu sé: ngay ... den hii la
HSM | E E- | quan | hicu hee NK/BYT-TB. | TrBYT
o | HSM dén ... Pt T
T HSM ) - Gid CT ngay ... san xuat
T hé ba'?ij - Nha thau ghi trong
Zdnp 76 doi voi hang nuwoc thi
. dg héa la TTBYT ghi:
Cﬁay khong  thue Khong
(tén nha danh muc phai ap
. cap phép nhdp dung).
phan khdiu
phoi) cho ’
(tén
nha
thau), co
hieu luc
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Thong tin hang héa Tai li¢u chirng minh tinh hop 1¢ hang héa theo yéu ciu tai Muc 1.3.2 Chwong
du thau \%
Xuat
xir
[ghi 1 74 igu "
tén ,t Phieu
; chirng oA
quoc 3 tiep
. minh J . e
gia, . Két qua nhin
un nang lye hian £ Hb so
_ | pann | Y¥"8 thuc phal S6 lwu hanh - 2 A I
Ma muc lanh hién 'h loai hodc s6 GPNK Tiéu chuan | cong bo Ghi
STT | phin | ™Y€ | g, | ™5 "9P | prByr | "% chét lwong | du diu |
o) | hang | g dong | o dung | GRdungcho | = g h) kign | M
hoa "~ theo E- * TTBYT) o
ma CDNT cho san
hi€u, 16.2 TTBYT) xuat
nhin ) TTBYT
- Chuong Kz
hi¢u, (néu co)
~ II
hang
san
xuat]
den
(hodc co
hiéu luc
cho  gdi
thau
nay).

- Nha thau phai ké khai day du thong tin theo mau dudi day gom file scan ban in
va file dinh dang Word kem E-HSDT.
(ii) Bang chao dap ung ky thuit:
BANG CHAO PAP UNG THONG SO KY THUAT

Noi dung yéu cau cua

Stt E-HSMT No¢i dung E-HSDT Tai liéu tham chiéu
May ...... Nha thau ké khai day du
Model: ...... cac thong tin yéu cau.
. Hang san xuit: ......
1 May ... Xuit Xif: ......

S6 lwong: ...... ~ . a o
g Hang, nwéc chu so hiru:

S6 lwong: ......

I Yéu cau chung Yéu cau chung

Nha thau cam két va/hoic
cung cp tai liéu theo yéu
cau.

Ghi 15 tén tai lidu, sd
trang tham chiéu va trich
dan noi dung cu thé trong
tai ligu tham chiéu thé
hién tinh dép ung cua
hang hoéa cua tung ndi
dung yéu cau ky thuat.

II | Yéu ciu cAu hinh Yéu ciu cAu hinh
] ] Nha thau chao thau du
ndi dung theo yéu cau.
III | Yéu cau ky thuit Yéu cau ki thuit
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Stt

Noi dung yéu cau cua

E-HSMT No¢i dung E-HSDT

Tai liéu tham chiéu

Ghi rd tén tai lidu, so
trang tham chiéu va trich
dan nodi dung cuy thé trong
tai liéu tham chiéu (ban
gbc) thé hién tinh dap
ung cua hang hoa cua
tirng ndi dung yéu cau ki

thuat.

Xem cac vi du dudi day:
Specifications trang
2.

- Nha thau phai ké khai day du thong tin theo mau dudi day va cung cap file scan
va file dinh dang Word kém E-HSDT. Nha thau phai dam bao va ty chiu trach nhiém
vé nhirng bt loi trong truong hop thdng nhat giita ndi dung file Word/Excel va file scan

- Mau trén dugc dung dé phuc vu viéc danh gia vé ky thuat hang hoa dy thau cua
nha thau. Nha thau phai ké khai ddy du va chinh x4c cic thong tin theo mau nay. Nha
thau phai chiu moi trach nhiém vé hau qué hodc sy bat loi néu khong lam dung theo quy
dinh. Viéc nha thau cd tinh ké khai thong tin khong dung voi thong sé ki thuat ma nha
san xuat di cong bd nham myc dich vuot qua bude danh gia vé k¥ thuat dugc coi 1a hanh
vi gian 1an trong d4u thau quy dinh tai Khoan 4 Diéu 16 Luat D4u thau va s& bi xir 1y
theo quy dinh cua Phap luat.

Muc 2. Ban vé

Khong c6 ban vé

Muc 3. Kiém tra va thir nghi¢ém

Viéc kiém tra hang héa duoc thyc hién theo cac quy dinh sau:

- Thoi gian: Tir khi ban giao hang hoa tai chan cong trinh dén khi dugc nghiém thu
dua vao su dung.

- Pja diém: Tai noi hang héa dugc ban giao.

- Noi dung va cach thirc tién hanh:

1. Ban giao hang hoéa tai don vi st dung: Khi hang hoa duoc chuyén dén dia diém
giao hang, Nha thau bao cho Cha dau tu biét dé cic bén cing nhau tién hanh kiém tra
hang hoa (danh muc, s lugng) va cac hd so, ching tir 1ién quan dam bao ding quy dinh
ctia hop dong, 1am co s& 1ap bién ban ban giao.

2. Kiém tra hang hoa: Nha thau phai tién hanh kiém tra, chay thir nghiém hang héa
dudi su giam sat cia chu dau tu va don vi giam sat hoac don vi kiém dinh dé chirng
minh hang hoa d6 c6 chét lugng, ciu hinh, thong sd k thuat ... phu hop vdi cac quy
dinh trong hop ddng.

- D6i v6i cac hang hoa phai kiém dinh (neu c6): Hang hoa dugc kiém dinh béi don
vi ¢6 du chirc nang thyc hién dich vy nay dbi vai cac thiét bi y té trong danh muyc phai
duoc kiém dinh vé an toan va tinh nang ky thuat theo quy dinh tai diéu 5, Thong tu so
05/2022/TT-BYT ngay 01/8/2022. Hang héa chi dugc nghiém thu khi nha thiu cung
cap chimng thu hodc gidy ching nhan kiém dinh cua don vi c6 du chirc ning.

- Chi phi cho viéc kiém tra, thur nghiém: Moi chi phi cho viéc kiém tra, thu nghiém
hang héa déu do nha thau chiu trach nhiém.

3. Giam dinh chit luong, nghiém thu hang hoa (néu c6): Sau khi duogc kiém tra thir
nghiém, hang hoa dugc bén mua gidm dinh chét luong va nghiém thu dé dua vao su
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dung, theo dung quy dinh ctia Nha nudc. Hang hoa duoc chuyén sang nghia vu bao hanh
ngay sau khi cic bén thong nhat nghiém thu va dua vao sir dung.

4. B4t cir mot hang hoa hodc chi tiét hang hoa qua kiém tra, thir nghiém va giam
dinh chat luong ma khong phi hop vé chat lugng, vé dic tinh ki thuat ..., thi chu dau
tur ¢6 thé tir chdi va nha thau s& phai thay thé cac hang hoa hoic chi tiét hang hoa bi tir
chéi, moi chi phi thay thé hang hoa déu do nha thau chiu trach nhiém, cc hang hoa thay
thé phai dap Ung cac yéu cau vé dic tinh ky thuat. Truong hop nha thau khéng c6 kha
nang thay thé ‘hay diéu chinh cac hang hoa hogc chi tiét hang hoa khong phu hop, chu
dau tu co quyén td chirc viéc thay thé hay diéu chinh d6 néu can thiét. Moi rui ro va chi
phi lién quan do nha thau chiu.



