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

Muc 1. Yéu ciu vé ky thuat

1.1. Gidi thi¢u chung vé duw an/dy todn mua sim, géi thau

- Chu dau tu: Cuc Hau can - Ky thuat/Tong cuc 2;

- Tén goi thau: Go6i thau sd 02: Mua sam trang thiét bi y té;

- Dy toan: Mua sam trang thiét bi y té phuc vu cong tic KBCB BHYT cho
quan nhan trong Téng cuc;

- Hinh thtrc lya chon nha thau: Chao hang canh tranh trong nudc, qua mang.

- Phuong thuc Iya chon nha thau: Mot giai doan, mot ti hd so.

- Thoi gian t6 chtic lra chon nha thau: 20 ngay;

- Thoi gian bat dau t6 chuc lua chon nha thau: Théang 12/2025;

- Thoi gian thue hién hop dong: 60 ngay ké tir ngay hop dong c6 hiéu luc.

- Loai hop dong: Tron goi.

- Tly chon mua thém: Khong dé xuét

- bia diém thuc hién: Cuc Hau can - K¥ thuét/Té)ng cuc 2

1.2. Yéu cdu vé ky thudt

a) Yéu cau ky thudt chung:

- Hang hod md&i 100%, phai dugc luu hanh hop phép tai Viét Nam;

- C4c hang hoa 14 Trang thiét bi y té phai c6 Gidy phép luu hanh, gidy phép
nhap khau (hodc cac tai lidu c6 gia tri twong duong) d6i v6i cac mat hang trong
dién phai cap phép quy dinh theo phép luét hién hanh.

- Hang hoa san Xudt tai Viét Nam phai Cong bb du diéu kién san xuat dbi
vOi trang thiét bi Y té san xuét trong nu’0’c cua Hang san Xuat trén cong thong tin
dién tu cua BO Y té; va Héng san xuét phai dat tiéu chuan ISO 13485. (Nha thau
cung cap Van ban cong bé di diéu kién san xudt; Thong tin (hodc theu tzep
nhdn) Ho so cong bé di diéu kién san xudt trang thiét bi y té do S¢ Y té c6 tham

quyén cap)

- Nha thau phai cung cap Catalog hodc cac tai liéu ki thuat ctia nha san xuat
coO cac thong so k¥ thuat cua san pham dé ching minh dap tng yéu cau ky thuat
cua E-HSMT.

- Néu tai liéu k¥ thuat hang hoa du thau do nha san xut phat hanh 14 tiéng
Anh thi phai kém theo ban dich tiéng Viét. Nha thau phai dam bao tinh trung thyc
va chiu trach nhiém vé noi dung giita ban dich va ban chinh. Trong trudng hop
bén moi thau nghi ngd c6 sy khai khac gitta ban dich va ban chinh thi bén moi
thau s& danh gia tiéu chuan k¥ thuat thiét bi du thau dua vao ban chinh.
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b) Yéu ciu ky thugt cu thé:

- Noi dung mé ta hang hoa quy dinh tai Chuwong V chi nhdm muc dich mé ta
va khong nham muc dich han ché nha thau.

- Bat ky thuong hiéu, ma hiéu, danh tir riéng (neu co) trong bang yéu cau ky
thuat chi mang tinh chat minh hoa cho cac tiéu chuan chit luong, tinh nang ky
thuat kho mo ta, nha thau c6 thé lua chon du thau hang héa co ngudn goc, Xuét
xtr, nha san xuét, thuong hi€u, ma hiéu phu hop voi diéu kién cung cip nhung
phal dam bao yéu cau tiéu chuin ky thudt, déc tinh ky thuat, tinh nang su dung

“twong duong” hodc “wu viét” hon han so véi yéu cau tbi thiéu. Tuong duong quy
dinh trong yéu cau k¥ thuat dugc hiéu 1a:

+ Chung nhan tiéu chuan: Tuong duong vé hé thong quan 1y chét luong.

+ Vat ligu, thanh phan: Tuong duong v€ tinh chat thugc tinh, cong nang.

+ Ham luong, ndng do, tinh chat: Twong duong vé cong ning st dung.

+ Tuwong dwong vé dic tinh k¥ thuat, tinh ning str dung, thiét ké cong nghé,
tiéu chuan cong nghé
Hang héa phai dap tmg cac yéu cau vé cau hinh, dic tinh, thong s6 ky thuat
va cac yéu cau khac nhu quy dinh dudi day va la muc yéu cau toi thi€u phai dat
hoac chap nhan duoc:

TT

Tén hang

héa Thong so ky thuat cua hang hoa

May phén tich | 1.Yéu cau chung

HbAlc tu | Thiét bi m&i 100%, san xuit nim 2025 tré vé sau

dong Pat tiéu chuan chét luong ISO 13485 hoic twong duong

Yéu cau xuét xt: Nhém céc nuée G20

2.Yéu ciu ciu hinh cung cip

- May xét nghiém HbA1C tu dong: 01 may

- B0 hoa chét chay thar may bao gdm: Héa chit chay may, hoa
chit can chinh, hoa chét kiém

tra chat luong mdi loai 01 bd

- May quét barcode cam tay: 01 céi

- B0 luu dién >1 KVA: 01 cai

- Tai liéu huéng din str dung bang tiéng Viét, tiéng Anh: 01 Bo
3.Théng s6 ky thuat

- May hoat dong dua trén nguyén ly sdc ky long cao ap (HPLC),
stt dung cot sic ky trao dbi cation dé tach cac thanh phéan
hemoglobin bang dién tich ion khac nhau.

- Cac ché do xét nghiém

+ Ché d6 do nhanh:

+ Ché d0 bién thé:

- MAu phén tich: Mau toan phan va méau pha loang

- Phuong phap do: Phép do mau budc song kép hodc tuong duong
- Cong suat: < 2,5 phut/test

- Strc chira mau: > 10 mau

- Luu trit duoc >4000 két qua do

- Két ndi: két ndi 2 chiéu qua cong RS-232 hoic Ethernet
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TT Telllu!::ng Thong s6 k§ thuit ciia hang héa
- BJ lap lai trong cung mot lan thi nghiém CV < 1.5% va do lap
lai gitra cac lan thi nghiém khac nhau CV <1.5%
2 | May phantich | 1. Yéu ciu chung

sinh hoéa tu
dong

Thiét bi m&i 100%, san xuit nim 2025 trg vé sau
Pat tiéu chuan chét luong ISO 13485

Yéu cau xuat xt: Nhom cac nuée G7 hodc Chau Au
2. Yéu chu ciu hinh cung cip

- May chinh kém b phu kién ti€u chuén: 01 chiéc
- Bar-Code Reader dé nhan dién mau do: 01 cai

- Bar-Code Reader dé nhan dién hoa chat: 01 cai

- Khay lanh bao quan héa chat: 01 cai

- Ho4 cht chay thu: 01 bo

- Ho4 chét rira: 01 bd

- May vi tinh: 01 bd

- May in: 01 bd

- B6 luu dién >2KVA: 01 bd

- On ap: 01 bd

- Hé théng loc nuée RO: 01 bo

- Tai liéu huéng dan sir dung Tiéng Anh + tiéng Viét: 01 bo
3. Thong s6 ky thuat

- Toc d6 >240 mau/gio

- Thot gian ciia mot chu ky: <15 gidy

- Xtr 1y duoc tdi da >3 thude thir cho mdi phép do

- Poc mé vach ciia héa chit va mau bénh phém

- C6 churc nang pha loang trudc mau

- Thé tich phan tmg thong dung: Khoang tir 220 dén 260ul
- Dung tich 1am viéc tdi thiéu: <200ul

Khay méu:

- Str dung 6ng bénh pham c6 chiéu dai khoang 75-100mm, dudng
kinh khoang 12-16mm

- Vi tri ddt mau: >55 vi tri

Khay thuéoc thie:

- Vi tri dat thude thir: >45 vi tri

Khay phan irng:

- Str dung >80 cuvette

- Puong dan quang hoc: 6mm

- Thé tich phéan {mg t6i thiéu: <200pl

- Thé tich phan tmg t6i da: >500pl

- Nhi¢t do khay phan trng: 37°C £<0.2°C

H¢ théong kim hit:

- Kim hat bénh pham: C6

- Cam bién murc chat long: Co

- Cam bién chuéng ngai vat: Co
H¢ thong rira:

- Mtc nudc ti€u thy: < 2 it/ gio
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TT

Tén hang
hoa

Thong s6 k§ thuit ciia hang héa

Chwong trinh chay:

- Dung biéu d6 Levey-Jennings hodc biéu d6 Shewart

- Thé tich hut mau t01 thiéu cho xét nghiém sinh héa: <1.5ul
- Thé tich hut mAu téi da cho xét nghiém sinh héa: >50ul
- Thé tich hut thude thir ti thiéu: <180pul

- Thé tich hut thudc thir t6i da: >350pl

- Thé tich 1am viéc tdi da: >500pl

H¢ thong quang hoc:

- Str dung ngudn sang Halogen 12V,20W

- Str dung bo loc giao thoa

- Dai quang phd tir <340nm dén >700nm

- P tuyén tinh: Khoang tir 0->3Abs

- b6 phan gidi: £<0.0001 Abs

May xét
nghiém mien
dich ty dong

1. Yéu ciu chung

- San xuat tir ndm 2025 tro di

- Thiét bi méi 100%

- Gidy chimg nhan quan 1y chat luong dat tiéu chuan ISO 13485
hodc tuong duong

- Yéu cdu vé xuat x{: Nhom cac nude G20

2. Yéu chu vé ciu hinh cung cip

- May chinh: 01 cai

- B0 vat tu lip dat ban dau bao gdm:

+ Adjustment Buffer chai 380 mL: 01 chai

+ Bufer B chai 480ml: 02 chai

+ Auffer A chai 480 mL: 02 chai

+ Nudc rua mdy - Concentrated Washing Buffer 1 lit: 02 chai
+ Cuvet phan tng: 500 cai

+ Measuring Cell Maintenance Buffer chai 200ml: 01 chai
+ High-Voltage Adjustment Reagent: 01 hdp

-Ho4 chat thir may bao gdm: AFP: 01 hop, CEA: 01 hop
-B0 can dung nudc thai, nudce ria: 01 bod

-Bo day dan nudc thai, nude rira: 01 b

-Day nguon: 01 cai

-Bo két ndi LIS 2 chiéu: 01 bd

-B0 luu dién >1KVA: 01 bd

-B§ may tinh, may in: 01 b

- B6 tai li¢u HDSD: 01 bd

3. Thong s6 k¥ thuét

- Phuong phép do: Dién - Hoa phat quang hoac twong duong
- Ché d6 do: Theo 16, STAT (Cap ciru)

- Cong suat mau: > 80 test/gid

- Thoi gian cho két qua dau: <9 phut

- Hé théng héa chat: > 10 vi tri, khay G mau < 5> 15°C

- Vi tri dit mau: > 30 vi tri, tai mau lién tuc, > 2 rack dit mau
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TT Telllu!::ng Thong s6 k§ thuit ciia hang héa
- Dung tich va loai mau: < 4 > 100 uL, Huyét thanh va Huyét
tuong
- Hé thdng 0: >100 vi tri 0
- Hé thdng kim hit: Phat hién muc chit 16ng, phat hién mau dong,
chure ning chéng va cham
tinh ning
- Ty dong tron hat tur
- Vi ti mau véi ma vach doc 1ap
- C6 sdn vi trf STAT
- Tich hop may quét mi vach va dau doc thé
- Thé RFID duoc lién két véi chuc nang hiéu chuén tu dong
- Kim 1am bang hop kim titan v6i 16p phu Teflon
- Phat hién cuc mau déng miu & phat hién chét long
- Hé diéu hanh: Windows 10, Man hinh cam tng, twong thich
LIS.

4 |May ndi soi| 1. Yéu cau chung

Tai Miii Hong

- Thiét bi phai duoc san xuat nam 2025 tré vé sau, méi 100%.
- Xuat x{r: Thudc cac nude G20

- Tiéu chuan chét luong (ap dung cho hing san xuit ciia mdy
chinh): ISO 13485 hoac tuong duong;

- Nguén dién sir dung: 100-240VAC, 50/60Hz

2. Yéu cdu cdu hinh

2.1. May ndi soi tai miii hong:

Ngudn sang va bd xu 1y hinh anh chét lugng full HD tich hop: 01
bd

Day dan sang: 01 cai

Cap ngudn: 01 cai

Cap tin hi€u video: 01 cai

Optic soi tai miii 0 d9, phi 4mm: 01 cai

Optic soi hong 70 d9, phi 6mm : 01 céai

Man hinh hién thi d6 phén giai cao > 23 inch: 01 cai

Ban dap chan: 01 cai

Xe day (san xuat tai Viét Nam): 01 cai

2.2 Ghé kham tai miii hong

Ghé chinh: 01 cai

Ban dap chan: 01 cai

Day nguon: 01 cai

3. Théong s6 ky thuat:

3.1 May ndi soi tai miii hong

- B¢ phan giai: FHD (1920x1080p), 60 khung hinh

- Tinh nang: Chup hinh 1/2/4

Camera

- B phan giai: 1920x1080p

- Ty 1€ khung hinh: 60 fps

- Nguén sang: LED
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TT

Tén hang
hoa

Thong s6 k§ thuit ciia hang héa

- Nhiét d6 mau: >5000k

3.2 Ghé kham tai miii hong

- Vong xoay: >34(0°

- Hanh trinh 1én - xudng: >210mm £10%

- Cong tac chan: Lén / Xubng / Trude / Sau
- Tya dau: Lén / Xudng, diéu chinh bang tay

May dién tim
6 kénh

1.Yéu ciu chung

- Nam san xut: 2025 tré di;

- Chét luong may: Mai 100%;

- Xuit xt: Thudc cac nude G20;

- Co ty quyén cua nha san xuit hodc dai Iy phan phdi cta nha
san Xuat.

- Pat tiéu chuan quan ly chét lugng: ISO 9001 hodc ISO 13485;

- Nguén dién: 220V/50Hz;

- Moi truong hoat dong:

+ Nhiét do toi da > 40°C;

+ Do 4m tbi da > 95%;

2. Yéu cu ciu hinh cung cip

- May chinh: 01 bo;

- Day dién tim: 01chiéc;

- Day ngudn: 01chiéc;

- bién cuc nguc: 06 qua;

- Dién cuc kep chi: 04 chiéc;

- Ac quy: 01chiéc;

- Gidy in: 01 tap;

- Xe ddy may: 01 chiéc;

- Tai liéu hudng dan sir dung tiéng Anh va tiéng Viét: 01 bo.

3.Théng sb ky thuat

Tinh nang chung.

- C6 thé hién thi ddng thoi 12 dao trinh dién tim ECG.

- Cong nghé loc tién tién gitp giam nhidu ma it gay bién dang
song.

- Chuong trinh phan tich dién tim véi hon 200 muc phéat hién véi
phan tich chi tiét bao gdm phan tich dién tim dd kiéu Brugada.

- Co tinh nang ghi mé rong.

- Dit liéu c6 thé xuat ra qua mang LAN hodc mang khong day
tich hop.

- B nhé USB hodc thé SD ¢6 thé duoc st dung nhu mét bo nhd
ngoai.

- Théng tin bénh nhan c6 thé nhan dugc tir may chi bén ngoai.
Va bao céo c6 thé duogc xuét ra & dinh dang DICOM hoac PDF
gitip tich hop dit liéu t6t hon véi cac hé théng quan 1y dit lidu
khéc nhau.

- C6 thé luu trir dir liéu 3 phut gin nhat cia tat ca cac dao trinh
song ECG vao bd nhd trong.
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TT

Tén hang
hoa

Thong s6 k§ thuit ciia hang héa

3.1 Thu nhan tin hiéu dién tim

- Mach dau vao duoc bao vé chéng soc dién.

- B§ nhay tiéu chuan: 10 mm/mV +2%;

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

- Hé s6 loc nhiéu déng pha: > 105 dB;

- Dién 4p chéng phan cuc: £550 mV;

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

- Nhiéu trong: <20uVp-v;

- Dai &m nhip tim: 30-300 nhip/ phit, Do chinh xac: £10%;

- Toc d6 lay mau: 16.000 mau/gidy/kénh;

3.2 Xur ly dir li€u song

- Pao trinh dién tim: 12 dao trinh;

- B§ nhay: 5, 10, 20 mm/mV;

- Tc d6 lay mau: 500 mau/gidy;

- B loc nhiéu xoay chiéu: 50/60 Hz;

- Hang s6 thoi gian: >3.2 gidy;

- B0 loc cao tan: 75, 100, 150 Hz;

- Bo loc nhiéu dién co: 25/ 35 Hz;

- Pién thé phat hién nho nhét: <20 pVp;

- B6 loc chdng troi dudng nén: yéu 0.1 Hz (-20dB), manh 0.1 Hz
(-34dB);

- C6 chuirc nang phat hién may tao nhip;

- B6 chuyén d6i A/D: 24bit;

3.3 Hién thi

- Man hinh mau tinh thé 10ng.

- Kich thudc: 8inch;

- D6 phan giai: 800 x 480 diém;

- Hién thj dit liéu: 12 dao trinh song di¢n tim, thong tin bénh
nhan, cai dat ché do ghi, ché do hoat dong, nhip tim, danh dau
ddng bo QRS, thong bao 151, tudt dién cuc va do nhiéu;

3.4 Ghi

- Phwong phép: dau in nhiét;

- Mat d¢ in: 200 dpi;

- Khé gidy: 110 mm, dai 30m ddi véi gidy gap Z;

- S6 kénh ghi: 3, 3+nhip, 6;

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

- D6 chinh xac tdc d6 ghi: < +5%;

- Dit li¢u ghi: Song dién tim, nhip tim, tén dao trinh, phién ban, ngay
va gio, tdc do giéiy, dd nhay, cai dat bg loc, thong tin bénh nhan,
thong tin phép do

3.5 Phan tich dién tim

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

- Muc phat hién: x4p xi 200 phat hién;

- Muc danh gia: 5 danh gia;

3.6 Luu trir
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TT

Tén hang
hoa

Thong s6 k§ thuit ciia hang héa

- BO nhé trong luu trir t61 800 file ECG.

3.7 Ngudn 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

Phu hop véi tiéu chuén IEC.

May tao Oxy
10 lit

1. Yéu cau chung

- San xuat tir ndm 2025 tro di

- Thiét bi méi 100%

- Gidy chtng nhan quan 1y chét lugng dat tiéu chuan ISO 13485
hodc tuong duong

- Nguédn dién: Dién ap 100~240V, tan s 50/60 Hz

2. Yéu cu vé ciu hinh cung cap

- May chinh: 01 cai

- Binh tao 4m: 02 Ci

- BO khi dung: 01 bd

- Huéng dan sir dung Tiéng Anh + tiéng Viét: 01 bo

3. Thong s6 k¥ thuat

- Thong s6 dong chay: 10 LPM (mdi bén 5 LPM)

- Do tinh khiét ctia khi oxy dén 93% =+ 3%

- Pi¢n nang ti€u thu: 750VA

- Do 6n: < 60dB(A)

- Ap suit ra: Tir 30kPa - 60kpa

- Nong d6 oxy: >90% (V/V)

- May c6 canh bao khi mat dién, mirc oxy thap, ap suat thap
- May di kém v6i hai déng hd do luu lwong c6 luu lwong tir 0-5
lit va 0-10 lit mdi phut

May si€éu am
doppler mau
xach tay

1. Yéu cau chung

- S6 luong: 01 BY;

- May mai 100%;

- Nam san xuit may chinh va dau do: 2025 trd vé sau, nim san
Xuat phu kién: 2025 tro vé sau;

- Nguén dién sir ‘dung: Phu hop mang ludi dién cua Viét Nam;

- Tiéu chuan chét lvong may chinh: ISO 13485, CE hoic twong
duong;

- M6éi trudong lam viée:

+ Nhiét d¢ t6i da: > 30 do C;

+Do a am t6i da (khong ngung tu): > 75%;

2. Yéu cdu cdu hinh cung cap

- M4y chinh dang xach tay: 01 may

- Pau do Convex da tan: 01 cai

- Pau do Linear da tan: 01 cai

- Vali dyng may: 01 chiéc;

- May in nhiét den tring kém 01 cudn gidy in: 01 chiéc;
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TT

Tén hang
hoa

Thong s6 k§ thuit ciia hang héa

- Hudng dén sir dung tiéng Viét + tiéng Anh: 01 bo;

3. Thong s6 k¥ thuat

3.1. Ung dung: may siéu am xach tay dung cho tham kham mach
mau, bung, san khoa, tim, by phan nhd, phu khoa.

3.2. Thong sb chung

- C6 01 cong dau do hoat dong trén may chinh (> 03 cong dau
do hoat dong véi bd mo rong cong cim dau do).

- Hoat dong dugc voi pin gan trong;

- P sdu hién thi anh 1én dén > 30cm (phu thudc dau do);

- HO tro tan s6 tham kham tdi da 1én dén > 18 MHz phu thudc dau
do;

- C6 k¥ thuat phat va thu nhan chim tia siéu Am tir nhiéu hudéng
(hinh anh phuc hop khong gian);

- C6 giam nhiéu, ting cuong d6 min va chat luong hinh anh siéu
am;

- C6 tinh nang ty dong t61 wru hoa hinh anh;

3.3 Man hinh:

- Man hinh hién thi: LCD >15 inchs

3.4 HO tro cac kiéu dau do (tdi thiéu co)

- Pau do Convex;

- Pau do Sector;

- Pau do Linear;

3.5 Cac ché @6 hinh anh va hién thi (t5i thiéu co):

- Ché d6 B-Mode (2D);

- Hoa am mo;

- M-Mode;

- Mode Doppler mau (dong mau);

- Mode Doppler nang lugng;

- Mode Doppler xung;

3.6 Bau do:

- Pau do Convex da tan.

+ Ung dung: Bung,

+ Dai tan: <2.0 —> 5.0 MHz;

+ S6 chén tir: > 128;

+FOV tdi da: > 55°;

- Piu do Linear da tan.

+ Ung dung: mach mau, by phan nho, co xuong khdp...;

+ Ddi tan: tir <4 dén >12 MHz;

+ S6 chén tir: > 128;

3.7 Chirc ning do dac, tinh toan (tdi thiéu co)

- bo dac/tinh toan trong ing dung mach mau;

- Bo dac/tinh toan trong san khoa;

- bo dac/tinh toan trong phu khoa;

- Déy du cac phép do co ban: Khoang cach, chu vi, nhip tim, thé
tich, dién tich;
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TT

Tén hang

héa Thong so ky thuat cia hang hoa

- Ty dong tinh toan cac thong s6 Doppler thoi gian thyc;

3.8 Cac thong s6 ché d6 B mode (2D) (t6i thiéu co):

- Hinh anh phtrc hop khong gian 1én dén > 9 goc diéu chinh;

- Mat do dong > 5 budc hoac Tbc d6 khung hinh > 3 murc;

- C6 thé diéu chinh t6i thiéu gain, dai dong , ban dd xam;

3.9 Cac thong s6 M-mode (tdi thiéu c6):

- C6 thé lua chon tdc do quét;

- C6 diéu chinh duoc d¢ khuéch dai;

3.10 Céc thong s6 Doppler mau (ti thiéu c6):

- Tan s6 c6 thé lya chon (v6i mot dau do va tuy dau do) tdi da >
5 budc hodc cong nghé tao dong chay da tan thich tng (adaptive);
- Diéu chinh duong nén: > 10 budc;

3.11 Cac thong s6 Doppler xung PW (t6i thiéu co):

- C6 thé lwa chon duong nén;

- C6 thé diéu chinh kich thudc ctra s6 1dy mau: tir < 1.0 dén > 16
mm;

3.12 Ché d6 hau xir 1y v6i anh luu trir trén may: Co

- Ban d6 thang xam, TGC, ban dd mau, dai dong, dudng co s,
téc do quét, dao pho triét nhiéu, goc doppler

3.13 Kha nang ket nbi:

- Kha ning két ndi ngoai vi: Ethernet, USB;

- Kha nang két ndi: DICOM

3.14 May in nhiét den trang:

- B¢ phan giai: > 300 dpi;

- In nhiét;

C) Cac yéu cau khac:
1. Hwéng din trinh bay cac file trong E-HSDT diing tai trén Hé théng:
Céc file dir li¢u cua hang hoa dinh kém E-HSDT phai dugc phan chia riéng biét
theo folder nhu sau:
1.1 (Folder 1) Tinh hop I¢:
- PKKD:; Béo dam dy thau + tai liéu chirng minh tu cach hop I¢ cua
ngudi ky thu bao 1anh (néu cd)
1.2. (Folder 2) Nang luc kinh nghiém:
- (File 1) Bao céo tai chinh nam  (vi du: 2022)
- (File 2) Bao céo tai chinhnam  (vi du: 2023)
- (File 3) Bao cédo tai chinh nam  (vi du: 2024)
- (File 4) X4c nhan thyc hién 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 chung minh ma HS cua hang hoa tuong tu)
- (File 6) Hop dong twong tu 2...
... va cac tai liéu lién quan khac (néu co)
1.3. (Folder 3) K¥ thuit: Ngoai Bang danh muc hang hoa dy thau, nha thau lap
céc folder riéng cho tirng mat hang hoic cac miat hang du thau ¢ cung hing san xuat
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hodc cung tai liéu phap 1y, trong mdi folder dé nghi nha thau tach riéng cac file tai li¢u
va danh so thir tw mat hang theo E-HSMT, vi du:
1. (Folder 3.1) Phan 1 (16 1):

- (File 1) Giay 1 uy quyén (bao gém: ty quyén tir hing chu so hitu, Gy
quyén tir nha phan ph01 .)

- (File 2) Ban két qua phan loai TTBYT

- (File 3) S6 luu hanh (bao gém: Phiéu tiép nhan/Phiéu thong tin hd
so cong bd tiéu chuan ap dung, gidy chimg nhan ding ky lwu hanh, gidy
phép nhap khau v.v...)

- (File 4) Chirng nhan chét luong (bao gdm: ISO 13485, ISO 9001,
CE, FDA...)

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

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

- Lwu y: dé nghi nha thiu tach riéng tirng file tai liéu ky thuit
(catalogue, datasheet...), khong gop chung tat ca tai liéu ky thuat vao
1 file. Yéu cau dat tén file diing theo tén tai liéu dung dé tham chiéu trong
Bang chao dap tmg k¥ thuat va dung coéng cu danh diu (highlight) lén
cac noi dung ky thuat cu thé chimg minh dic tinh, thong s6 k¥ thuat ciia
hang héa theo yéu ciu..

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

2. Bang ké hop dong twong tw va ma HS ciia hang hoa

- Tinh chat twong tu quy dinh tai bang X 1a hop dong cung cép thiét bi tuong tur
nhu phan/16 tham du, hodc trong trudng hop nha thau xac dinh dugec ma HS cia mat
hang theo huéng dan tai ghi chii s6 (10) va sé (11) ctia Bang tiéu chuan danh gia vé ning
lyc va kinh nghiém tai Chuong III, nha thau phai ké khai bang tinh gia tri hop dong
tuong tur theo mau duéi day.

- Trong truong hop nha thiu ty xac dinh m3 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 miu sau.
Nha thau chju trach nhiém vé tinh chinh x4c va trung thyuc cta thong tin duge cung cap.
Bén moi thau s& danh gia tinh chat va quy mé tuong tu ciia hop dong nha thau ké khai
theo ma HS trén co s& cac thong tin tai bang ké khai nay va cac tai liéu dinh kém. Ngoai
hop ddng twong tu, nha thau phai dinh kém tai liéu ching minh ma HS cua mit hang
tuong tu bang cac tai liéu hop 1¢ lién quan (td khai hai quan).

Yéu ciu ciia E-HSMT Pdp dng ciia E-HSDT
Gia
tri Nha Gia Niing
hgp tl.lfl N Hang tri da Tai Iuwc sdan
dong lién ~ thue o X
muc Ma HS o liéu xuat
~ | twong danh s . hién -
~ | Danh | Ma A Hop hang | cia hang ; chitng | trong
Ma tu yéu trong . : cua . \
STT A muc | HS 3 dong hoéa muc minh | trwong
phan L N cau hop Lo, hang X
A hang | yéu . twong P\ twong | hang héa hop hop 1a
(16) . X doi dong < muc X
hoa cau ‘e tu tu da twong R dong nha
Vol twong 3) hang -
. thue tut \ hoan sdn
tirng tu . : hoa . A
~ ; hién thanh xuat
ma (néu : twong
HS c6)® tu
(VND)
(Ghi | (Nha | (Nha | (Hop (Ghi: (Ghi (Nha (Ghi | (Ghi: Truong
theo thau thau déng Nl{d STT, thau xac theo | - Bién | hop
danh | xdc trich | so: ... | thau tén dinh ma | gia tri | ban hang
muc | dinh xuat | Ngay doc thiet bi HS) thuc | nghiém | héa la
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Yéu ciu cia E-HSMT

Dap ng cia E-HSDT

Gia
tri Nl‘:ﬁ Gia Niing
h;_)’p tl.l? " Hang tri da Tai Iuc san
dong lién ~ thue o X
~ | tuwong danh e 1}’[:1 HS hién ll?u xuat
~ | Danh | Ma A Hop hang | cua hang . chung | trong
STT M;a muc | HS tu yeu dong trong héa muc cua minh | truong
phan | o cau hop . . hang .
A hang | yéu Z. twong X twong | hang hoa hop hop la
(16) . X doi dong < muc P\ X
hoa cau véi tw twon tu da tuong han dong nha
. €| thue tu® NS | hoan sdn
tirng tw . : hoéa . A
~ x hién thanh xuat
ma (néu : twong
HS c6)® tw
(VND)
hang | ma theo | ky: ... lap trong hién | thu san
hoa | HS) yéu Chu hodc hop thuyc | ngay pham
dudi cau tai | dau nha dong 1) do nha
day) Bang | te: ... | thau tuwong - Bién | thau
X) Ngay lién tw) ban Viét
hoan danh) thanh | Nam
thanh: ly ngay | san Xudt
) trong
- Hoba | nudc
don (co thé
GTGT | da ban
ngay ra thi
trudng
liet ké | hoac
cdc tai | chua
liéu ban ra
lién thi
quan trudong),
khac nha
(néu thau
co)...) | phai
cung
chp
duoc tai
liu
chung
minh
cong
suét
thiét ké
hoidc
san
lugng
san xudt
dap ung
yéu
cau.
k x (SH
luong
yéu cau
cua goi
thiu  x
30/thoi
gian
thuc
hién goi
thau
(tinh

theo
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Yéu ciu ciia E-HSMT Dap ng cia E-HSDT
Gia
tri Nha Gia Niing
h;)p tl.l? " Hang tri da Tai Iuc san
dong lién N ~ thue o X
muc Ma HS ‘A li¢u xuat
~ | twong danh X . hién .
~ | Danh | Ma A Hop hang | cua hang . chung | trong
Ma tw yéu X trong , cua . o
STT A muc HS i dong hoa muc minh | truong
phan | o cau hop . . hang .
A hang | yéu £ twong X twong | hang hoa hgp hop 12
(16) . X doi dong < muc P\ X
hoa cau véi tu twon tu da twong han dong nha
. €| thue tu® NS | hoan sdn
tirng tu o : hoa . A
~ x hién thanh xuat
ma (néu : twong
HS c6)® tw
(VND)
ngay))
voi k =
1,5
Ghi chi:

- Viéc danh gia quy mé, tinh chat hop dong tuwong tu thuc hién theo Ghi
chu s6 (10) va s (11) ctia Bang tiéu chuan danh gia vé ning luc va kinh nghiém
tai Chuong III E-HSMT.
- D4i voi nha thau 1a lién danh: ting thanh vién lién danh phai thoa méin
yéu cau twong duong voi phan cong viée dam nhan (hop dong twong tu cua timg
thanh vién xét theo gié tri twong mg clia cac mat hang thanh vién d6 cung cap).

3. Bang danh muc hang hoa du thz}‘gu va Bang chao dap ing ky thuat:
(i) Bang 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 1é hang héa theo yéu ciu tai Muc 1.3.2 Chuwong
du thau \4
Xuat
Xt
[8hT | 1 tigu £
tén , Phicu
£ chirng oA
quoc 5 tiep
. minh ; . 4
gia, < Ket qua nhin
vung ning lye phan £ Hb so
~ | Danh | __ thuc . So luu hanh - z A ;
Ma muc lanh hién h loai hodc s6 GPNK Tiéu chuan | cong bo Ghi
STT | phan | ™Y | thé, | ™2 P | pryT | "% chitlugng | di diéu | 0
) | MAme | gy | 9omE | g gung | (AP AumEcho | Co g c6) | kign | MU
héa " theo E- * TTBYT) 2
ma CDNT cho san
hi€u, 16.2 TTBYT) xuat
nhan ) TTBYT
- Chuong £
hi¢u, (néu co0)
~ I
hang
san
xuat]
Q) () 3) “) (5) (6) D () ® _1d0)
Nha | Nha Nha Nhd Nha thau - So céng bo: 1SO - Phiéu
thau thau thau . liet ké .../PCBB-HCM tiep
. . . thau ; . . ) . 13485:2016 A
nhdp | nhdp | nhdp whi cac  tdi Loai ngay ... ftoac b cho nhdan Ho
STT | ma | danh | ""P |ligu liéen | A/B/C/D |- Phiéu tiép | <P | so cong
. 3 thong , P hang ... co |, x g
hang | phan | muc tin quan: Vi nhdn so: .../.... hicu hwe tic bo  du
hoa (lo) hang du: ngay... hodc o diéu
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Théng tin hang hoa Tai li¢u chirmg minh tinh hgp 1¢ hang héa theo yéu cau tai Muc 1.3.2 Chwong
dv thiu \%
Xuit
X
(DT 1 tigu .
tén , Phicu
£ chirng oA
wobe | i | g tép
gia, 9 Ket qua nhan
vung nang lyc phan £ Hb so
~ Danh ~ thuc . S6 lvu hanh o Z A '
Ma o ue | 1B pienhep | 10 | hodic s6 GPNK | Tieu chuan | congbo | o,
STT | phan L tho, A C TTBYT . chat lwong | di di€u ,
) | MAme | gy | 9omE | g gung | (AP AumEcho | Cocc6) | kign | MU
héa " theo E- : TTBYT) o
ma CDNT cho san
hiéu, 16.2 TTBYT) xuat
nhin ) TTBYT
o Chuong K
hi€u, (néu cod)
~ I
hang
san
xuz"lt]
theo hang | hoa lien | - Thu uy - Gidy chimg | ngay ... dén | kién san
E- hoa theo | quan | quyén nhdan dang ky | .. xudt
HSM | theo E- hodc gidy lueu hanh TTBYT
T E- | HSM phép ban TTBYT  thudc 56
HSM ) hang loagi C, D s6 ngay ...
T ngay ...DKLH/BYT... - Néu
tr ... (tén ngay ... hodc khong
hang) ... - Gidy phép phai la
cho nhip khiu so6: TTBYT
(tén nha ...NK/BYT-TB- san xudt
thau/nha CT ngay ... trong
phan - Nha thau ghi nuée thi
phéi), co o doi voi hang ghi:
hieu luc hoa la TTBYT Khong
dén ... khéng  thugc ap
- Gidy danh muc phai dung).
phép ban cap phép nhdp
hang khau.
ngay
cua
(tén nha
phdn
phéi) cho
(tén
nha
thau), c6
hiéu luc
dén
(hodc co
hiéu luc
cho  goi
thau
nay).

- Nha thau phai ké khai ddy du théng tin theo mau dudi ddy gom file scan ban in
va file dinh dang Word kém E-HSDT.
(ii) Bang chao dap wng kv thuat:

BANG CHAO PAP UNG THONG SO KY THUAT

Noi dung yéu ciu ciia A erea <
Stt E-HSMT Noi dung E-HSDT Tai liéu tham chiéu
1 May ...... May ...... Nha thau ké khai day du
So lugng: ...... Model: ...... cac thong tin yéu cau.
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Stt

Noi dung yéu ciu ciia
E-HSMT

N6i dung E-HSDT

Tai li€éu tham chiéu

Hang san xuat: ......
Xuat xi: ......

Hang, nudc chu sé hiru:

S6 lwong: ......

Yéu cau chung

Yéu cau chung

Nha thau cam két va/hodc
cung cép tai liéu theo yéu
cu,

Ghi 10 tén tai lidu, sb
trang tham chiéu va trich
dan no6i dung cu thé trong
tai liéu tham chiéu the
hién tinh dap ung cua
hang héa cua tung ndi
dung yéu cau k¥ thuat.

11

Yéu cau cau hinh

Yéu cau cau hinh

Nha thau chao thau du
ndi dung theo yéu cau.

111

Yéu ciu k§y thuit

Yéu ciu k§y thuit

Ghi 15 tén tai ligu, sb
trang tham chiéu va trich
dan noi dung cu thé trong
tai liéu tham chiéu (ban
gbc) thé hién tinh dap
ung cua hang hda cua
tirng ndi dung yéu cau k¥
thuat.

Xem céc vi du dudi day:

Specifications trang

1A%

Yéu cau khac

Yéu cau khac

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

- Nha thau phai ké khai ddy du thong tin theo miu dudi ddy va cung cp file scan
va file dinh dang Word kem E-HSDT. Nha thau phai dam bao va tu chiu trach nhiém
vé nhing | bét loi trong truong hop théng nhit gitta noi dung file Word/Excel va file scan
- MAu trén dugc dung dé phuc vu viéc danh gia vé ky thuat hang hoa du thau cta
nha thau. Nha thau phai ké khai day du va chinh xac cac thong tin theo miu nay. Nha
thau phai chiu moi trach nhiém vé hau qua hodc su bat loi néu khong 1am dang theo quy
dinh. Viéc nha thau ¢ tinh ké khai thong tin khong dung vé6i thong sb k§ thuat ma nha
san xudt d3 cong bd nhim muc dich vuot qua bude danh gia vé ki thuat duoc coi 1a hanh
vi gian 1an trong dau thau quy dinh tai Khoan 4 Piéu 16 Luat Pau thau va s& bi xir 1y
theo quy dinh ctia Phap luat.
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Muc 2. Ban vé

Khong c6 ban vé

Muc 3. Kiém tra va thir nghiém

Viéc kiém tra hang hoa dugc thyc hién theo cac quy dinh sau:

- Thoi gian: Tir khi ban giao hang héa tai chan cong trinh dén khi duoc nghiém thu
dua vao st dung.

- bia diém: Tai noi hang hoa dugc ban giao.

- Noi dung va cach thirc tién hanh:

1. Ban giao hang hoa tai don vi str dung: Khi hang héa dugc chuyén dén dia diém
giao hang, Nha thau bio cho Chu dau tu biét dé cac bén cung nhau tién hanh kiém tra
hang hoa (danh muc, s luong) va cac hd so, chimg tir lién quan dam bao dung quy dinh
ctia hop dong, 1am co so 1ap bién ban ban giao.

2. Kiém tra hang hoa: Nha thau phai tién hanh kiém tra, chay thir nghiém hang hoa
dudi sy giam sat cuia chu dau tu va don vi giam sat hodc don vi kiém dinh dé chiing
minh hang héa d6 co chit luong, ciu hinh, théng s6 k¥ thuét ... phu hop véi cac quy
dinh trong hop dong.

- Dbi véi cac hang hoa phai kiém dinh (neu c6): Hang hoa dugc kiém dinh béi don
vi ¢6 du churc nang thuc hién dich vu nay ddi voi cac thiét bi y té trong danh muc phai
duoc kiém dinh vé an toan va tinh nang ky thuat theo quy dinh tai diéu 5, Thong tu )
05/2022/TT-BYT ngay 01/8/2022. Hang hoa chi dugc nghiém thu khi nha thau cung
cap chimg thu hodc gidy chirng nhan kiém dinh ctia don vi ¢6 da chirc ning.

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

3. Giam dinh chit luong, nghiém thu hang héa (néu c6): Sau khi duoc kiém tra thir
nghiém, hang hoa dugc bén mua giam dinh chit luong va nghiém thu dé dua vao sir
dung, theo dung quy dinh ctia Nha nude. Hang héa dugc chuyén sang nghia vu bao hanh
ngay sau khi cac bén théng nhat nghiém thu va dua vao st dung.

4. Bat cir mot hang hoa hodc chi tiét hang hoa qua kiém tra, thir nghiém va giam
dinh chat lugng ma khong phu hop vé chét lugng, vé dic tinh ky thuat ..., thi chu dau
tu c6 thé tir chdi va nha thau sé phai thay thé cac hang hoa hodc chi tiét hang hoa bi tir
chdi, moi chi phi thay thé hang hoa déu do nha thau chju trach nhiém, cac hang hoa thay
thé phai dap ung cac yéu cau vé dic tinh k¥ thuat. Truong hop nha thau khong c6 kha
nang thay thé hay diéu chinh cac hang héa hodc chi tiét hang hoa khong phu hop, chu
dau tu co quyén to chirc viéc thay thé hay diéu chinh d6 néu can thiét. Moi rti ro va chi
phi lién quan do nha thau chiu.



