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

Muc 1. Yéu ciu vé ky thuat

Yéu cau vé kj thudt bao gom cdc ndi dung co ban nhw sau:
1.1. Gi6i thiéu chung vé dy toan mua sam, géi thiu

- Chu du tu: Bénh vién T Dil

- Tén du toan mua sam: Mua thiét bi y t& cho khoa Xét nghiém va Xét
nghiém Di truyén Y hoc

- Tén goi thau: Mua thiét bi y té cho khoa Xét nghiém va Xét nghiém Di
truyén Y hoc

- Nguon von: Quy phat trién hoat dong sy nghiép dé duy tri hoat dong
thuong xuyén ctia bénh vién

- Dia diém thuc hién: Bénh vién Tu Du; 284 Céng Quynh, phuong Bén
Thanh, Thanh phé H6 Chi Minh..

- Hinh thtic Iira chon nha thau: Pau thau rong rii trong nude, qua mang.
- Phuong thirc Iya chon nha thau: Mot giai doan mot thi ho so.

- Thoi gian bt dau t6 chuc Iya chon nha thau: Quy 111/2025

- Loai hop dong: Tron goi.

- Thoi gian thuc hién hop dong: 150 ngay ké tir ngay ky hop dong.

1.2. Yéu ciu vé ky thudt

Yéu cau thong s6 k¥ thuat quy dinh trong muc nay 13 téi thiéu, chi nhdm muc
dich m6 ta va khong nham muc dich han ché nha thau. Bat ky thuong hiéu, ky ma
hiéu (néu c6) trong tiéu chuan ki thuat chi tiét 1a dé minh hoa c4c tiéu chuan chat
luong, tinh nang k¥ thuat. Vi vdy, nha thau co thé chao thau nhitng hang hoa co
thong s6 k¥ thuat twong duong hodc tot hon. Trong truong hop d6, nha thau phai
giai trinh, ching minh mit hang du thau c6 tinh ning, thong sd ki thuat tuong
duong hodc tot hon so véi yéu cau caa E-HSMT.

Pic tinh, cau hinh, théng s6 ki thuat chi tiét dugc quy dinh:
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STT

Danh muc hang hoa

Tinh ning k¥ thuit co ban yéu cu

May ly tam (loai 12
ong)

Yéu cau vé pham vi cung cap
May chinh: 01 céi.
Rotor goc 12 vi tri cho ly tam téi da 12 ng ly tam mau: 01 céi.
Adapter cho dng ly tim mau 5ml: 01 bo (hoic 12 céi).
Adapter cho 6ng ly tam méu 15ml: 01 b (hoac 12 céi).
Hudng dan sir dung: 01 bo
Yéu cau Tinh ning va Thong sé k¥ thuat:
Yéu ciu Tinh ning k¥ thuit:
C6 phim nhén cho ché d6 chu ky ngan.
Nép may cau tao bang kim loai.
C6 ngd quan sat trén nap may.
C6 khoa nap mot tay
C6 tinh nang mo nap khan cép.
Budng bén trong bang thép khong gi.
Tu dong nhan dién rotor.
DPong co khong choi than,
Hién thi 1 trén man hinh.
Co6 am bao sau khi hoan thanh qua trinh chay ly tam.
Yéu cau Thong sé ky thuat:
Téc d6 ly tam: > 6.000 vong/ phit.
Luc ly tam t5i da: > 4.000 rcf
Thoi gian ly tam: < 01 phat dén > 99 phut 59 giay.
B6 nhé ¢6 thé luu trir > 09 chuong trinh cai dat
C6 > 09 giai doan tang toc va > 09 giai doan giam tdc riéng biét.
Str dung duoc vai ng thé tich 5ml va 15 ml.
Do 6n: < 58 dB(A).
Goéc rotor > 35 do
Thoi gian tiang toc: < 20 gidy
Thoi gian giam tdc: < 20 gidy

May ly tam (loai toc
do cao)

Yéu cau vé pham vi cung cap
May chinh: 01 cai.
Rotor cho dng mau: 01 cai.
Adapter cho 6ng ly tim mau Sml : 01 bo (hodc 12 cai).
Huéng dan sir dung: 01 bo
Yéu ciu Tinh ning va Thong s6 k¥ thuat:
Yéu cau Tinh ning k¥ thuat:
Lua chon nhiéu loai rotor khac nhau.
Co phim nhan cho ché do chu ky ngan.
V6 va nip may cau tao bang kim loai.
C6 ngd quan sat trén nap may.
Co tinh ndng m& nap khan cap.
Budng bén trong bang thép khong gi.
Tu dong nhan dién rotor.
Pong co khong chdi than,
Hién thi 18i trén man hinh.
Co6 am bao sau khi hoan thanh qué trinh chay ly tam.
Yéu ciu Thong sb ky thuat:
Téc d6 ly tam: > 12.000 vong/ phut.
Luc ly tAm t6i da: > 16.000 rcf
Thoi gian ly tim: < 01 phut d&én > 99 phut 59 gidy.
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STT | Danh muc hang hoa Tinh ning k¥ thuit co ban yéu cu

- B6 nhé c6 thé luu trit > 09 chuong trinh cai dit.

- C6>09 giai doan tang toc va > 09 giai doan giam tdc riéng biét.
- St dung dugc voi dng thé tich 5 ml.

- Gocrotor > 3530

- PO 6n: <55 dB(A).

- Thoi gian ting tdc: < 40 gidy

- Thoi gian giam tdc: < 40 gidy

May ly tam . Yéu cau vé pham vi cung cap

spindown - May chinh: 01 cai.

- Rotor cho 8 vi tri cho éng 1.5/2ml: 01 cai.

- Rotor cho 4 PCR strips (dai dng PCR): 01 céi.

- Hudng dan sir dung: 01 bd

1. Yéu cau Tinh ning va Thong sé k¥ thuat:

- Téc d6 tdi da: > 6.000 vong/ phut.

- Khé ndng chua: 8 x 1.5/2.0 ml hoéc 4 x Strip 0.2 ml.

May ly tm lanh l. Yéu ciu vé pham vi cung cap
- May chinh: 01 cai.
- Rotor cho éng mau 48 vi tri: 01 cai.
- Adapter cho ong ly tim méau 1,5ml/2ml: 01 bd (hodc 48 cai).
- Hudng dan st dung: 01 bo
1. Yéu ciu Tinh ning va Thong s6 ky thuat:
1. Yéu cau Tinh ning k§y thuat:
- Lua chon nhiéu loai rotor khac nhau
- C6 chuc ning ty dong tat
- C6 ngd quan sat trén nip may.
- C6 tinh ning mé nip khan cap.
- DPong co khong chdi than.
4 - Hién thi 18i trén man hinh.
- C6 am béo sau khi hoan thanh qua trinh chay ly tdm.
2. Yéu ciu Thong sé k¥ thuat:
Tdc do ly tam tdi da: > 16.000 vong/ phut.
- Luyc ly tam tbi da: > 25.000 rcf.
- Thoi gian ly tim: < 01 phat dén > 99 phut 59 gidy.
- Dai kiém soat nhiét 36 <-10 do dén > 40 do
- Lam lanh nhanh < 15 phut
- St dung dugc voi 6ng thé tich 1,5ml/2ml.
- Gocrotor > 45 36
- Do 6n: <55 dB(A).
- Thoi gian ting tc: < 30 gidy
- Thoi gian giam toc: < 25 gidy
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STT

Danh muc hang hoa

Tinh ning k¥ thuit co ban yéu cu

May xac dinh trinh
ty DNA bang mao
quan

Yéu cau vé pham vi cung cap
May chinh: 01 céi.
May tinh diéu khién: 01 bo
May tinh giai trinh tu gen: 01 bo
Phan mém phan tich di kém may, bao gdm( diéu khién hé thdng, thu
nhan dir liéu, phan tich manh DNA, phan tich DNA trong HID
(Human identity - nhan dang ca thé nguoi), phan tich trinh tw DNA,
phan tich va bao céo bién thé/dot bién DNA): 01 bo.
Bo luu dién: 1 cai
May in mau: 01 cai
B hda chat, vat tu tiéu hao lap dat, hiéu chuan, chay thir may: 01 bd.
Bo bao tri/lip dit: 01 bo
Gia tu: 01 cai
Bo tai liéu hudng dan sir dung tiéng Anh va tiéng Viét: 01 bo

Yéu cau Tinh ning va Thong s6 ky thuat
May chinh:
May giai trinh ty gen theo phuong phap Sanger 14 thiét bj y té IVD
hoic dugc co quan quan ly y té cap qudc gia phé duyét
Hé thdng c6 chirc nang: giai trinh tu gen, phan tich manh DNA, phan
tich dix liéu.
Ung dung kha nang giai trinh tu gen va phan tich manh DNA.
Phan mém &ng dung cho xét nghiém di truyén trong san khoa, huyét
hoc, ung thu
Sau khi hoan thanh qua trinh giai trinh tu gen, hé théng c6 cac phan
mém phan tich dit lidu trinh ty gen va phan tich manh DNA
beén laser budc song > 500 nm.
Mao quan loai > 08 6ng, chiéu dai > 50 cm.
Di¢n thé dién di: > 20Kv
Cuong d6 dong dién tbi da: > 15 A
Gel dién di: c6 thé st dung céc loai gel khac nhau.
May c6 chtic nang theo ddi va bao: thoi han sir dung, s6 16, ngay hét
han va thoi gian st dung mao quan, gel di¢én di, dung dich dém va tai
ria bom.
Phan mém diéu khién c6 giao dién ngudi dung than thién, hién thi
thong tin vat tu, diéu khién khoi dong may, bao tri hé thong va cac
tinh nang khac.
Phin mém thu nhén dir liéu:
Hién thi cic thong tin sir dung mao quan va vét tu tidu hao.
C6 chirc nang thong béo bao dudng hé thong.
C6 churc nang goi ra cac nucleotide va chirc nang phan tich co ban
trong phan mém thu nhan dit lidu ¢ thoi gian thuec.
Phan mém bao gdm hé thong danh gid, bao mat va chit ky sd
Phin mém phén tich:
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STT

Danh muc hang hoa

Tinh ning k¥ thuit co ban yéu cu

Phan mém phan tich trinh ty sir dung cho goi nucleotide trinh ty,
chinh stra, goi lai nucleotide, bdo c4o va in an.

Phan mém bao c4o bién thé sir dung cho phat hién dot bién, phat hién
SNP, giai trinh ty so sanh, tai giai trinh tu, danh gia, xac nhan trinh
tu.

C6 kha nang giai trinh tu gen DNA theo phuong phap Sanger va phan
tich manh DNA

Bd may tinh giai trinh tw gen c6 cAu hinh tdi thiéu:

Man hinh kich thuéc > 21 inch: 01 cai

Bo xur ly: Intel > 2.8 GHz CPU, RAM: > 64 GB hoac Dual Intel
>1.8 GHz CPU, RAM: > 128 GB

O cting: > 2 x 2 TB (RAID 1) hoidc > 6TB

Windows hé théng: Windows 10 (twong duong hoac tot hon)

May in:

Loai may in mau

Do phan giai: > 5760 x 1440 dpi

Bo may tinh diéu khién c6 cau hinh téi thiéu:

Man hinh kich thuéc > 21 inch: 01 cai

CPU: intel Core i7 hodc twong duong

O cung: >1TB, RAM > 16GB

Gia tr:

Cho 6ng PCR 0.2 ml, ¢6 > 96 vi tri dat éng

B luwu dién loai online

Cong suat >3 kVA

Poi véi yéu chu vé xuit xir tai MAu s6 01A Chuong IV: dp dung ddi véi may
chinh cta thiet bi. Danh sach cac quoc gia theo yéu cau nhu sau:

Cic quéc gia thujc G7:

- Hop ching quéc Hoa Ky;

- Canada;
- Nhdt Ban;
- Virong quoc Anh;

- Cong hoa lién bang Duc;

- Cong hoa Phap;
- Céng hoa Y.

Déi v6i cac hé thong thiét bi nhap khau duoc cau thanh béi nhiéu hang myc thanh
phﬁn/ bd phan, Xuit xtr ciia hé théng duoc xac dinh can cur theo GPNK hoac GPLH
(trong qué trinh danh gia E-HSDT); va can cr theo ching nhan xuat xr clia hé thong
(trong qué trinh thue hién hop dong), khong xét xuat xtr cta timg thanh phan/ bo phan.
Céc tai li€u trén phai thé hién rd tén model, hang san xudt, xuat xt cta hé théng thiét bi.




1.3. Cac yéu cau khac

1.3.1. Bing danh muc hang héa dw thiu va Béng chao ddp irng kj thudt:

(i) Bang danh muc hang hoa dw thau:

BANG DANH MUC HANG HOA DU THAU

- Nha thau phai ké khai ddy du thong tin ctia hang hoa dy thau theo mau duéi day va cung cap file dinh dang Word kém E-HSDT.

Tén nha thau: ....... Email: ......  Sé dién thoai nguoi phu trach thau: ...
Ch’u ng 10-5{1 (M0(~1el/ Tai liéu chirng minh £ - Phiéu tiép nhan
ky ma hiéu/ nhan o : . A Ket qua £ X < oA Z A n FY
STT Da}nh muc higu), hing sén <udt | nang lwc thuce hién hop phan loai So lu’y hanh hoac Tle,u chuan Hp so’ cong bo dl’l Ghi chii
hang héa VSRS .| dong theo E-CDNT 16.2 : s0 GPNK chat lwgng | di€u kién san xuat
xuat xir; hang, nwéc TBYT £,
A Chuong 11 TBYT (neéu co)
chu s¢ hiru
O [ @ ©) 0 © —® 0 @) ©
Nha thau li¢t ké cac tai - S0 cong bo: ...
lieu lién quan: vi du: ngay ...
- Thu uy quyén ngay ... tur Loai hoac )
NDa = (tén ‘hangA‘) Fho = A/B;/C./P - A’Phleu tiep nhdn - Phiéu tiép nhan
thau (tén nha thau/mha phdn | + So hiéu, | so: ... ngay... 2 . Ja
. . Lo g ogea s . . ISO Ho so cong bo du
nhdp Nha thdau phoi), co hiéu lyc dén ... ngay cua | hodc ) X pa £
. 4 f , . > . 4 , . | 13485:2016 | diéu kién san xuat
STT nhdp danh N A - Giay phép ban hang | Ban phan | - Gidy chung nhdn |~ - % .
R X Nha thau nhdp thong . . . . . < , . < | cap cho hang | TBYT so ... ngay ...
hang muc hang e ngay ... cua ... (tén nha logi dang ky luu hanh so s £ s s
. . tin lién quan i £ \ o . ... €0 hiéu lyc | - Neu khong phai la
hoa | hodatheo E- phan phoi) cho ... (tén | (Viduy. ... ngay ... v ned TBYT  sin  xudt
theo HSMT nha thau), c6 hi¢u lec dén | Loai C | hogc P Py
E- .. (hogc c6 hi¢u lyc cho | (114 |- Gidy phép nhap B | s T S
HSMT 26i thau nay). 2022/PLT | khéu s6: ... ngay ... & ap aung

- Néu E-HSMT khong yéu
cau thi ghi: Khong yéu
cau

TBYT)

- Nha thau ghi ro
doi voi hang hoa la
TBYT khong thuoc




STT

Chiing loai (Model/
Danh muc .lfy m3~hl§u{ nharl
N N hi€u), hang san xuat,
hang hoa s

xuat xir; hang, nuwéc
chii sé hiru

Tai liéu chirng minh

nang lyc thye hién hop Iflgtnq]:::i v
ddng theo E-CDNT 16.2 pTBYT- s6 GPNK

Chuong 11

SO0 luu hanh hodc | Tiéu chuan | Ho so cong bo da

Phiéu tiép nhin

chét lwong | diéu kién san xuét
TBYT (néu cé)

Ghi chu

danh muc phdai cap
phép nhdp khau.

(ii) Bang chao dap ung kv thuat:

- Nha thau phai ké khai ddy du thong tin theo mau duéi day va cung cép file dinh dang Word kém E-HSDT.

- Miu dudi day dung dé phuc vu viéc danh gia vé k¥ thuat hang hoa du thau ciia nha thau. Nha thau phai ké khai day da 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 lam dung theo quy dinh. Viéc nha thau
cd tinh ké khai thong tin khong diing véi thong sd k¥ thuat ma nha san xuat da cong bé nham muc dich vuot qua budce danh gia vé ki thuat
dugc coi 1a hanh vi gian 1an trong d4u thau quy dinh tai Khoan 4 Diéu 16 Luat D4u thau va s& bj xur 1y theo quy dinh ctia Phap lut.

BANG CHAO PAP UNG THONG SO KY THUAT

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

Nha thau ké khai day du cac thong tin

yéu cau (thong tin tai Bang chao dap Gmg

May ...... ky thuat phai thong nhat véi thong tin

Model: ...... trén Webform va théng nhit voi thong

1 Tén hang héa: May ly tim (loai 12 ong) Hing san xuat/Co sé san xut: ....... tin tai cac tai li¢u chiing minh tinh hop

So lwgng: 01 Cai Xuat xu: ...... 1€ ctia hang hoa).

Hang, nuwdc chu sé hiru: ...... Luu y:

S6 lwong: ...... 1. Céc thong tin vé model, hing sdn

xXudt/co s¢ san xudt, xudat xi, hang/nudc

chu so hitu phai phu hop voi thong tin




STT

Noi dung yéu cau ciia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

tai cac tai lieu chung minh tinh hop I¢é
cua hang hoa (trong qua trinh danh gia
E-HSDT) va cac tai liéu, chung tir dung
dé nghiém thu hang héa (trong qud trinh
thuc hién hop déng). Nha thau chiu
hoan toan trach nhiém vé théng tin ké
khai, dam bao qua trinh nghiém thu
hang hoa.

2. Pé nghi nha thau ghi day di tén hing
nhie trén cdc gidy to kém theo (khéng
viét tat). Vi du:

- Héng san xudt: Fujifilm Healthcare
Manufacturing Corparation Hanamaki
Office.

- Xudt xir: Nhdt Ban.

- Hang, nuoc chu so hitu: Fujifilm
Corporation, Nhat Ban.

- Hang sdn xudt: GE Medical Systems
Information Technologies- Critikon de
Mexico S. de R.L. de C.V.

- Xudt xir mdy chinh: Mexico

- Hang, nudc chu so hitu: GE Medical
Systems Ultrasound and Primary Care
Diagnostics/My.

Yéu cau chung

Yéu cau chung

+ MG6i 100%, dugc san xudt tir nim
2024 vé sau.

Nha thau cung cap tai liéu theo yéu cau.




STT

Noi dung yéu cau ciia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

+ Dién &p st dung: 220 V (= 10 %) /
50Hz.

+ Piéu kién moi trudng hoat dong:
nhiét do téi da t6i 35 do C, do am tdi
da t&1 75% khong ngung tu.

+ Pat tiéu chuan chat luong: ISO
13485 va FDA (hoac CE hodc Cong
b6 hop chuan EC)

Ghi rd tén tai liéu, sb trang tham chiéu
va trich dan ndi dung cu thé trong tai liéu
tham chiéu thé hién tinh dép Gng cua
hang hoa cia ting nodi dung yéu cau ky
thuat.

(Giay chimg nhan ISO 13485; FDA hoac CE)
* Ban sao chung thuc cia co quan c6 tham
quyén. Néu tai liéu sir dung ngdn ngir tiéng

nudc ngodi thi phai c6 ban dich thuat cua co
quan, t6 chirc ¢6 chirc nang dich thuét

Yéu cau cau hinh

Yéu cau cau hinh

+ May chinh: 01 cai.

+ Rotor goc 12 vi tri cho ly tdm tdi da
12 6ng ly tim mau: 01 cai.

+ Adapter cho 6ng ly tim mau 5ml: 01
bo (hodc 12 cai).

+ Adapter cho 6ng ly tAm mau 15ml:
01 bd (hodc 12 cai).

+ Huodng dan st dung: 01 bod

Nha thau chao day du ndi dung theo yéu
cau va ghi rd:

- Tich hop theo may chinh (Déi VOi cdc
hang héa, b phdn, thanh phan do nha
sdn xudt cung cdp dong bé hodc di kém
voi mady chinh).

- Mua ngoai tai Viét Nam (Pdi véi Cac
hang héa, bé phdn, thanh phan khdc do
nha thau mua ngodi tai Viét Nam).

Yéu ciu k§y thuit

Yéu ciu k§y thuit

Yéu cau Tinh ning k¥ thuat:

+ C6 phim nhan cho ché do chu ky
ngan.

Nip maéy céu tao bang kim loai.

C6 ngd quan sat trén nap may.

C6 khéa nip mot tay

C6 tinh ning mé nip khan cip.

+ + + +

Ghi 15 tén tai liéu, sb trang tham chiéu
va trich din n6i dung cy thé trong tai liéu
tham chiéu (ban gdc) thé hién tinh dap
ung cua hang hoa cua tung ndi dung yéu
cau k¥ thuat.

Dé nghi tach riéng timg file tai liéu tham
chiéu va dat tén dung theo tén ding dé
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STT Noi dung yéu cau ciia E-HSMT Néi dung E-HSDT Tai liéu tham chiéu
+ Budng bén trong bang thép khéng tham chiéu tai co6t nay (vi du: file
gi. Specifications, file Brochure...), khong
+ Tu dong nhan dién rotor. gop tat ca cac tai liéu vao 1 file.
+ Pong co khong choi than. Xem céc vi du dudi day:
+ Hién thi 13i trén man hinh.
+ CO am béao sau khi hoan thanh qua
trinh chay ly tam.
Yéu cau Thong sb ky thuat:
+ Tbc d6 ly tam: > 6.000 vong/ phut.
+ Luyc ly tam téi da: > 4.000 rcf
+ Thoi gian ly tim: < 01 phut dén >
99 phut 59 giay.
+ BO nhé o thé luu trir > 09 chuong
trinh cai dat
+ C6>09 giai doan tang toc va > 09
giai doan giam téc riéng biét.
+ Sir dung duoc véi dng thé tich 5ml
va 15 ml.
+ Do 6n: <58 dB(A).
+ Goc rotor > 35 d6
+ Thoi gian ting tdc: < 20 gidy
+ Thoi gian giam tdc: < 20 gidy
IV | Yéu chu khic Yéu cu khic

+

Thoi gian giao hang va lap dat: < 60
ngay ké tlr ngay xac nhan dit hang
(sau khi c6 két qua lya chon nha
thau).

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

Noi dung yéu cau ciia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

+

Bao hanh toan bo hang héa ké tur
ngay nghi¢m thu: > 12 thang.

Bao tri mién phi nhan cong sau bao
hanh > 06 thang.

Thoi gian c6 mit dé giai quyét su cd
ky thuat < 24 gio ké tir khi nhan
dugc thong béo.

C6 cam két cung cap phu ting va
linh kién thay thé theo model thiét bi
d3 du thau, trong vong ti thiéu > 8
nam.

Yéu cau nha thau bao gia dich vu
bao hanh bao dudng, linh phu kién
thay thé.

Yéu ciu nha thau cam két thuc hién
hiéu chuén tbc d6 quay theo yéu cau
cua khoa sir dung (theo quy trinh
hiéu chuan dugc cong nhan phu hop
theo 1SO 17025) trude khi dua vao
st dung.

STT

Noi dung yéu ciu cia E-HSMT

Noi dung E-HSDT

Tai li€éu tham chiéu

Tén
cao)

hang héa: May ly tim (loai toc dd

S6 lwong: 02 Cai

May ......

Model: ......

Hing san xuat/Co s& san xut: .......
Xuit xir: ......

Nha thau ké khai day du cac thong tin
yéu cau (thong tin tai Bang chao dap ng
ky thuat phai thong nhét véi théng tin
trén Webform va théng nhét véi thong
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STT

Noi dung yéu cau ciia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

Hang, nwdc chu sé hiru: ......
So lwgng: ......

tin tai cac tai liéu chiing minh tinh hop
1€ cua hang hoa).

Luu y:

1. Cdc théng tin vé model, hing sdn
xudt/co s¢ san xudt, xudt xi, hang/nuoc
chu so hitu phai phu hop voi thong tin
tai cac tai liéu chung minh tinh hop I¢é
cua hang hoa (trong qua trinh danh gia
E-HSDT) va cac tai liéu, ching tir dung
dé nghiém thu hang héa (trong qua trinh
thuc hién hop déng). Nha thau chiu
hoan toan trach nhiém vé théng tin ké
khai, dam bdo qua trinh nghiém thu
hang hoa.

2. Bé nghi nha thau ghi day di tén hing
nhie trén cdc gidy to kém theo (khéng
viét tat). Vi du:

- Hang sdan xudt: Fujifilm Healthcare
Manufacturing Corparation Hanamaki
Office.

- Xudt xir: Nhdt Ban.

- Hang, nuoc chu so hitu: Fujifilm
Corporation, Nhat Ban.

- Héng sdn xudt: GE Medical Systems
Information Technologies- Critikon de
Mexico S. de R.L. de C.V.

- Xudt xu may chinh: Mexico
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STT

Noi dung yéu cau ciia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

- Hang, nudc chu so hitu: GE Medical
Systems Ultrasound and Primary Care
Diagnostics/My.

Yéu cau chung

Yéu cau chung

+ M6i 100%, duoc san xudt tir nim
2024 vé sau.

+ Dién 4p sir dung: 220 V (= 10 %) /
50Hz.

+ Diéu kién moi truong hoat dong:
nhiét d6 t6i da t&i 35 d6 C, d6 am toi
da t&1 75% khong ngung tu.

+ Pat tiéu chuan chat luong: ISO
13485 va FDA (hoac CE hodc Cong
b6 hop chuan EC)

Nha thau cung cap tai lidu theo yéu cau.
Ghi 13 tén tai lidu, sd trang tham chiéu
va trich dan noi dung cu thé trong tai li¢u
tham chiéu thé hién tinh dép tGng cua
hang héa cia timg ndi dung yéu cau ky
thuat.

(Giay chung nhan ISO 13485; FDA hoac CE)
* Ban sao chung thuc ctua co quan c6 tham
quyén. Neéu tai liéu st dung ngdén nglr tieng
nudc ngoz‘ti thi phai ¢6 ban dich thuét cua co
quan, t6 chiic ¢6 chtic nang dich thuéat

Yéu cau cau hinh

Yéu cau cau hinh

+ May chinh: 01 cai.

+ Rotor cho éng mau: 01 cai.

+ Adapter cho dng ly tAm méu Sml :
01 bd (hodc 12 cai).

+ Huodng dan st dung: 01 bod

Nha thau chao ddy du ndi dung theo yéu
cau va ghi rd:

- Tich hop theo may chinh (Péi véi cdc
hang héa, bé phdn, thanh phan do nha
sdn xudt cung cdp dong bé hodc di kém
voi mdy chinh).

- Mua ngoai tai Viét Nam (Déi Voi cdc
hang héa, bo phdn, thanh phan khdc do
nha thau mua ngodi tai Viét Nam).

Yéu ciu k§y thuit

Yéu ciu k§y thuit
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STT

Noi dung yéu cau ciia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

Yéu
+
+

+

+ + + +

Yéu
+
+
+

+ + + +

cau Tinh nang k¥ thuat:
Lua chon nhiéu loai rotor khac nhau.
C6 phim nhan cho ché do chu ky
ngan.
V6 va nip may cau tao bang kim
loai.
C6 ngd quan sat trén nip may.
C6 tinh nang m& nip khan cap.
Budng bén trong bang thép khong
gi.
Ty dong nhan di¢n rotor.
DPong co khong chéi than.
Hién thi 13i trén man hinh.
CO6 am béo sau khi hoan thanh quéa
trinh chay ly tam.

cau Thong sb k¥ thuat:
Téc d6 ly tam: > 12.000 vong/ phiit.
Luc ly tam tdi da: > 16.000 rcf
Thoi gian ly tim: < 01 phat dén >
99 phut 59 giay.
Bo nhé c6 thé luu trit > 09 chuong
trinh cai dat.
C6 > 09 giai doan ting toc va > 09
giai doan giam tdc riéng biét.
St dung dugc voi dng thé tich 5 ml.
Goc rotor > 35 do
Do on: <55 dB(A).
Thoi gian ting toc: < 40 gidy

Ghi rd tén tai liéu, sb trang tham chiéu
va trich dan ndi dung cu thé trong tai liéu
tham chiéu (ban gbc) thé hién tinh dap
ung cuia hang hoa cua tung ndi dung yéu
cau k¥ thuat.

Dé nghi tach riéng ting file tai liéu tham
chiéu va dat tén dung theo tén dung dé
tham chiéu tai co6t nay (vi du: file
Specifications, file Brochure...), khong
gOp tat ca cac tai liéu vao 1 file.

Xem céc vi du dudi day:
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STT Noi dung yéu cau ciia E-HSMT Néi dung E-HSDT Tai liéu tham chiéu
+ Thoi gian giam toc: < 40 gidy
IV | Yéu ciu khac Yéu cau Khac

+

Thoi gian giao hang va lap dat: < 60
ngay ké tir ngdy xac nhan dit hang
(sau khi c6 két qua lwa chon nha
thau).

Bao hanh toan bo hang hoa ké tur
ngay nghiém thu: > 12 thang.

Bao tri mién phi nhin cong sau bao
hanh > 06 thang.

Thoi gian c6 mit dé giai quyét su cd
ky thuat < 24 gio ké tir khi nhan
dugc thong bao.

C6 cam két cung cip phu tung va
linh kién thay thé theo model thiét bi
d3 du thau, trong vong ti thiéu > 8
nam.

Yéu cau nha thau bao gia dich vu
bdo hanh bao dudng, linh phu ki¢n
thay thé

Yéu cau nha thau cam két thuc hién
hiéu chuan tdc d6 quay theo yéu cau
cua khoa sir dung (theo quy trinh
hiéu chuén dugc cong nhin phu hop
theo ISO 17025) trude khi dua vao
su dung.

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

Noi dung yéu cau ciia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

Tén hang héa: May ly tam spindown
SO lwong: 01 Cai

Hing san xuit/Co s san xut: .......
Xuit Xif: ......

Hang, nudc chu sé hiru: ......

S6 luwong: ......

Nha thau ké khai diy du cac thong tin
yéu cau (thong tin tai Bang chao dap tmg
ky thuat phai thong nhét véi théng tin
trén Webform va théng nhat voi thong
tin tai cac tai liéu chirng minh tinh hop
1€ cua hang hoa).

Luu y:

1. Cdc théng tin vé model, hing sdn
xXudt/co s¢ san xudt, xudt xi, hang/nuoc
chu so hitu phai phu hop voi thong tin
tai cac tai liéu chung minh tinh hop I¢é
cua hang hoa (trong qua trinh danh gia
E-HSDT) va cac tai liéu, ching tir dung
dé nghiém thu hang héa (trong qud trinh
thuc hién hop déng). Nha thau chiu
hoan todn trach nhiém vé théng tin ké
khai, dam bdo qua trinh nghiém thu
hang hda.

2. Pé nghi nha thau ghi day di tén hing
nhie trén cdc gidy to kém theo (khéng
viét tat). Vi du:

- Hang sdan xudt: Fujifilm Healthcare
Manufacturing Corparation Hanamaki
Office.

- Xudt xir: Nhét Ban.

- Hang, nuoc chu so hitu: Fujifilm
Corporation, Nhat Ban.
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STT

Noi dung yéu cau ciia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

- Hang sdn xudt: GE Medical Systems
Information Technologies- Critikon de
Mexico S. de R.L. de C.V.

- Xudt xit mdy chinh: Mexico

- Hang, nuoc chu so hitu: GE Medical
Systems Ultrasound and Primary Care
Diagnostics/My.

Yéu cau chung

Yéu cau chung

+ Moi 100%, duoc san xuit tir nim
2024 vé sau.

+ Dién 4p sir dung: 220 V (= 10 %) /
50Hz.

+ Diéu kién moi truong hoat dong:
nhiét 40 t6i da t6i 35 d6 C, d6 am tbi
da t61 75% khong ngung tu.

+ Pat tiéu chuin chit luong: ISO
13485 va FDA (hodc CE hodc Cong
b6 hop chuan EC)

Nha thau cung cap tai lidu theo yéu cau.
Ghi 13 tén tai lidu, sd trang tham chiéu
va trich dan noi dung cu thé trong tai licu
tham chiéu thé hién tinh dap tng cia
hang héa cia timg ndi dung yéu cau ky
thuat.

(Giay chimg nhan ISO 13485; FDA hoac CE)
* Ban sao chung thuc ctua co quan c6 tham
quyén. Neéu tai li€u st dung ngdén ngit ti€ng
nudc ngoz‘ti thi phai ¢6 ban dich thuét cua co
quan, t6 chiic ¢6 chtic nang dich thuéat

Yéu cau cau hinh

Yéu cau cau hinh

+ May chinh: 01 cai.

+ Rotor cho 8 vi tri cho 6ng 1.5/2ml:
01 céi.

+ Rotor cho 4 PCR strips (dai ng
PCR): 01 cai.

+ Hudng dan st dung: 01 bd

Nha thau chao day du ndi dung theo yéu
cau va ghi ro:

- Tich hop theo may chinh (Ddi VOi cdac
hang hoa, bo phdn, thanh phan do nha
sdan xudt cung cdp dong bo hodc di kéem
voi may chinh).
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STT

Noi dung yéu cau ciia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

- Mua ngoai tai Viét Nam (Péi vdi cdc
hang hoa, b phan, thanh phan khac do
nha thau mua ngoai tai Viét Nam).

Yéu ciu k§ thuit

Yéu ciu k§y thuit

+ Tbc d6 tbi da: > 6.000 vong/ phit.
+ Kha nang chtra: 8 x 1.5/2.0 ml hodc
4 x Strip 0.2 ml.

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

Dé nghi tach riéng ting file tai liéu tham
chiéu va dat tén dung theo tén ding dé
tham chiéu tai co6t nay (vi du: file
Specifications, file Brochure...), khong
gOp tat ca cac tai liéu vao 1 file.

Xem céc vi du dudi day:

Yéu cau khac

Yéu cau khac

+ Thoi gian giao hang va lap dat: < 60
ngay ké tir ngdy xac nhan dit hang
(sau khi co két qua lua chon nha
thau).

+ Bao hanh toan bo hang hoa ké tur
ngay nghiém thu: > 12 thang.

+ Bao tri mién phi nhan cong sau bao
hanh > 06 thang.

+ Thoi gian c6 mit dé giai quyét su cd
ky thuat < 24 gio ké tir khi nhan
dugc thong bao.

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




19

STT Noi dung yéu cau ciia E-HSMT Néi dung E-HSDT Tai liéu tham chiéu
+ Co cam két cung cip phu tung va
linh kién thay thé theo model thiét bi
d3 du thau, trong vong ti thiéu > 8
nam.
+ Yéu cau nha thau bao gia dich vu
bao hanh bao dudng, linh phu ki¢n
thay thé
+ Yéu cau nha thau cam két thuc hién
hiéu chuan tdc d6 quay theo yéu cau
cua khoa sir dung (theo quy trinh
hiéu chuan dugc cong nhan phu hop
theo ISO 17025) trude khi dua vao
su dung.
STT Noi dung yéu cau cia E-HSMT Néi dung E-HSDT Tai liéu tham chiéu
Nha thau ké khai ddy du cac thong tin
yéu cau (thong tin tai Bang chao dap ung
k¥ thuat phai théng nhét voi thong tin
May ...... trén Webform va théng nhat voi thong
Model: ...... tin tai cac tai li¢u chiing minh tinh hop
Tén hang hoa: May ly tim lanh Hing san xuit/Co sé san xuit: ....... 1€ ctia hang hoa).
1 ,< . Ao ..
SO lwgng: 01 Cai Xuat xir: ...... Luu y:
Hang, nudc chu sé hiru: ...... 1. Cdc théng tin vé model, hing sdn
S6 lwong: ...... xudt/co s6 san xudt, xudt xir, hang/nwdc

chu so hitu phai phu hop voi thong tin
tai cac tai liéu chung minh tinh hop 1é
cua hang hoa (trong qua trinh danh gida
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STT

Noi dung yéu cau cia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

E-HSDT) va cdc tai liéu, chung tw dung
dé nghiém thu hang héa (trong qud trinh
thwe hién hop dong). Nha thau chiu
hoan toan trach nhiém vé thong tin ké
khai, dam bao qua trinh nghiém thu
hang hoa.

2. Bé nghi nha thau ghi day di tén hang
nhir trén cdc gidy to kém theo (khéng
viét tat). Vi du:

- Héng san xudt: Fujifilm Healthcare
Manufacturing Corparation Hanamaki
Office.

- Xudt xir: Nhdt Ban.

- Hang, nudc chu so hitu: Fujifilm
Corporation, Nhdt Ban.

- Héng sdn xudt: GE Medical Systems
Information Technologies- Critikon de
Mexico S. de R.L. de C.V.

- Xudt xir may chinh: Mexico

- Hang, nuoc chu so hitu: GE Medical
Systems Ultrasound and Primary Care
Diagnostics/My.

Yéu cau chung

Yéu cau chung

+ MG6i 100%, dugc san xuét tir ndm
2024 vé sau.

+ Dién ap str dung: 220 V (£ 10 %) /
50Hz.

Nha thau cung cap tai liéu theo yéu cau.
Ghi 10 tén tai li¢u, sO trang tham chiéu
va trich dan ndi dung cu the trong tai liéu
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Noi dung yéu cau cia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

+ Piéu kién moi truong hoat dong:
nhiét d¢ t&i da t&i 35 d6 C, d6 4m toi
da t&1 75% khong ngung tu.

+ Pat tiéu chuidn chat luong: ISO
13485 va FDA (hoéc CE hodc Cong
b6 hop chuan EC)

tham chiu thé hién tinh dap Gng cua
hang hoa cua tirng ndi dung yéu cau ky
thuat.

(Giéy chung nhéan [SO 13485; FDA hodc CE)
* Ban sao chung thuc clia co quan co tham
quyén. Néu tai liéu str dung ngdn ngir tiéng
nudc ngoai thi phai cé ban dich thuat cta co
quan, td chire ¢6 chue nang dich thuat

Yéu cau cau hinh

Yéu cau cau hinh

+ May chinh: 01 cai.

+ Rotor cho dng mau 48 vi tri: 01 cai.
+ Adapter cho 6ng ly tdm méu
1,5ml/2ml: 01 bo (hodc 48 cai).

+ Huédng dan sir dung: 01 bo

Nha thau chao day du ndi dung theo yéu
cau va ghi rd:

- Tich hop theo may chinh (Péi véi cdc
hang héa, bo phdn, thanh phan do nha
san xudt cung cdp dong bo hodc di kém
voi may chinh).

- Mua ngoai tai Viét Nam (Péi vdi cdc
hang héa, bo phén, thanh phan khdc do
nha thau mua ngodi tai Viét Nam).

Yéu ciu ky thuat

Yéu ciu k§y thuat

Yéu cau Tinh ning k¥ thuat:

Lua chon nhiéu loai rotor khac nhau
C6 chirc nang tu dong tat

C6 ngd quan sat trén nip may.

C6 tinh nang mé nip khan cap.
Pong co khong chéi than.

Hién thi 18i trén man hinh.

C6 am béo sau khi hoan thanh quéa
trinh chay ly tam.

+ 4+ + + + + +

Ghi 13 tén tai lidu, sd trang tham chiéu
va trich dan ndi dung cu thé trong tai li¢u
tham chiéu (ban gdc) thé hién tinh dap
ung cua hang hoa cua tung ndi dung yéu
cau k¥ thuat.

Dé nghi tach riéng ting file tai liéu tham
chiéu va dat tén dung theo tén dung dé
tham chiéu tai cot nay (vi du: file
Specifications, file Brochure...), khong
gOp tit ca cac tai liéu vao 1 file.
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STT Noi dung yéu cau cia E-HSMT Néi dung E-HSDT Tai liéu tham chiéu
Yéu cau Thong s6 k¥ thuat: Xem céc vi du dudi day:
+ Tbc d6 ly tam tdi da: > 16.000
vong/ phut.
+ Luc ly tam tbi da: > 25.000 rcf.
+ Thoi gian ly tim: <01 phut d&én >
99 phut 59 giay.
+ Dai kiém soat nhiét do <-10 do
dén > 40do
+ Lam lanh nhanh < 15 phut
+ St dung duoc v6i 6ng thé tich
1,5ml/2ml.
+ Goc rotor > 45 do
+ Do on: <55 dB(A).
+ Thoi gian ting toc: < 30 gidy
+ Thoi gian giam tc: < 25 gidy
W Yéu ciu khic Yéu ciu khic
+ Thoi gian giao hang va lap dat: < 60 Nha thau cam ‘két va/hodc cung cap tai
ngay ké tlr ngay xac nhan dit hang liéu theo yéu cau.
(sau khi co6 két qua lua chon nha
thau).
+ Bao hanh toan bo hang hoa ké tir
ngay nghiém thu: > 12 thang. -
+ Bao tri mién phi nhan cong sau bao
hanh > 06 thang.
+ Thoi gian c6 mit dé giai quyét su cd

ky thuat < 24 gio> ké tir khi nhan
dugc thong bio.
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STT Ndi dung yéu ciu ciia E-HSMT Ndi dung E-HSDT Tai li¢u tham chiéu
+ Co cam két cung cap phu tung va
linh kién thay thé theo model thiét bi
da du thau, trong vong to1 thi€u > 8
nam.
+ Yeéu cau nha thau bao gia dich vu
bao hén}h bao dudng, linh phu kién
thay thé
+ Yéu cau phé yhéu cam két thuc hién
hiéu chuér} toc d§ quay va nhiét do
theo yéu cau cua khoa str dung (theo
quy trinh hi¢u chuan dugc cong
nhén phu hop theo ISO 17025) trude
khi dua vao sir dung.
STT Noi dung yéu cau cia E-HSMT Noi dung E-HSDT Tai liéu tham chiéu
Nha thau ké khai ddy du céc thong tin
yéu cau (thong tin tai Bang chao dap tmg
ky thuat phai thong nhat voi thong tin
. trén Webform va thong nhat véi thong
May ...... 1A . o
) tin tai céc tai liéu chimg minh tinh hop
A s . (s A . Model: ...... A s \
Tén hang héa: May xiac dinh trinh tw | . . £ 2 £ 1€ cia hang hoa).
X - Hang san xuat/Co s¢ san xuat: ....... ..
1 DNA bang mao quan Ao oo Luu y:
£ Ls Xuat xur: ...... g . o a . ,
So lwgng: 01 Cai ~ ] . oy~ 1. Cac thong tin vé model, hang san
Hang, nwée chi sé hiru: ...... £ . 4 Ry .
P xuat/co so san xudt, xudt xw, hang/nuoc
SO luwgng: ......

chu so hitu phai phu hop voi thong tin
tai cac tai liéu chung minh tinh hop I¢é
cua hang hoa (trong qua trinh danh gid
E-HSDT) va cac tai liéu, chung tir dung
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STT

Noi dung yéu cau cia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

dé nghiém thu hang hoa (trong qud trinh
thwe hién hop dong). Nha thau chiu
hoan toan trdch nhiém vé théng tin ké
khai, dam bao qua trinh nghiém thu
hang hoa.

2. Dé nghi nha thau ghi day di tén hing
nhir trén cdc gidy to kém theo (khéng
viét tat). Vi du:

- Héng san xudt: Fujifilm Healthcare
Manufacturing Corparation Hanamaki
Office.

- Xudt xir: Nhdt Ban.

- Hang, nuoc chu so hitu: Fujifilm
Corporation, Nhdt Ban.

- Héng sdn xudt: GE Medical Systems
Information Technologies- Critikon de
Mexico S. de R.L. de C.V.

- Xudt xir may chinh: Mexico

- Hang, nuoc chu so hitu: GE Medical
Systems Ultrasound and Primary Care
Diagnostics/My.

Yéu

cau chung

Yéu cau chung

+

Thiét bi dugc san xuit tir nam 2024
tréy dj, moi 100%.

Nguon dién: 220 V £10%; 50 — 60
Hz

Nha thau cung cap tai liéu theo yéu cau.
Ghi 13 tén tai liéu, sd trang tham chiéu
va trich dan ndi dung cu thé trong tai li¢u
tham chiéu thé hién tinh dap ung cia
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STT

Noi dung yéu cau cia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

+ Piéu kién moi truong hoat dong:
nhiét d¢ t&i da t&i 35 d6 C, 6 4m toi
da t&1 80% khong ngung tu

+ Tai liéu thé hién tiéu chuan chét
lugng ctia may: ISO 13485 va FDA
hoac CE-1VD (cho méy chinh)

+ Xuat xir: G7 (cho may chinh)

hang hoa cua tirng ndi1 dung yéu cau ky
thuat.

(Giéy chung nhéan [SO 13485; FDA hodc CE)
* Ban sao chimg thuc ciia co quan c¢6 tham
quyén. Néu tai lieu st dung ngdn ngir tiéng
nudc ngoai thi phai c6 ban dich thudt cua co
quan, td chire ¢6 chue nang dich thuat

Yéu cau cau hinh

Yéu cau cau hinh

+ May chinh: 01 cai.

+ May tinh diéu khién: 01 bo

+ May tinh giai trinh ty gen: 01 bd

+ Phan mém phan tich di kém may,
bao gdm( diéu khién hé thong, thu
nhan dir li€u, phan tich manh DNA,
phén tich DNA trong HID (Human
identity - nhan dang ca thé ngudi),
phan tich trinh ty DNA, phan tich va
béo cao bién thé/dot bién DNA): 01
bo.

+ B0 luu dién: 01 cai

+ May in mau: 01 céi

+ B0 hoa chat, vat tu tiéu hao lap dit,
hiéu chuén, chay thir may: 01 bd.

+ B0 bao tri/lap dat: 01 bo

+ @Giatu: 01 cai

+ BO tai liéu hudng dan sir dung tiéng
Anh va tiéng Viét: 01 bo

Nha thau chao day du ndi dung theo yéu
cau va ghi rd:

- Tich hop theo may chinh (Péi véi cdc
hang héa, bo phdn, thanh phan do nha
san xudt cung cdp dong bé hodc di kém
voi may chinh).

- Mua ngoai tai Viét Nam (Péi vdi cdc
hang héa, bé phén, thanh phéan khdc do
nha thau mua ngoai tai Viét Nam).

Yéu ciu k§y thuit

Yéu ciu k§y thuit
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STT

Noi dung yéu cau cia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

May

+

chinh:

Mady giai trinh ty gen theo phuong
phap Sanger 1a thiét bi y t& IVD hodc
duoc co quan quan 1y y té cip qudc
gia phé duyét

Hé thong c6 chirc nang: giai trinh ty
gen, phan tich manh DNA, phan tich
dir liéu.

Ung dung kha ning giai trinh tu gen
va phan tich manh DNA.

Phan mém ung dung cho xét nghiém
di truyén trong san khoa, huyét hoc,
ung thu

Sau khi hoan thanh qua trinh giai
trinh ty gen, hé théng c6 cac phan
mém phan tich dir liéu trinh ty gen
va phan tich manh DNA

bén laser budc song > 500 nm.
Mao quan loai > 08 6ng, chiéu dai >
50 cm.

Dién thé dién di: > 20Kv

Cuong d6 dong dién t6i da: > 15 A
Gel dién di: ¢ thé sir dung cac loai
gel khac nhau.

May c6 chirc nang theo doi va béo:
thoi han str dung, s6 16, ngay hét han
va thoi gian st dung mao quén, gel

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

Pé nghi tach riéng timg file tai liéu tham
chiéu va dat tén dung theo tén dung dé
tham chiéu tai cot nay (vi du: file
Specifications, file Brochure...), khong
g0Op tat ca cac tai liéu vao 1 file.

Xem céc vi du duoi day:
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STT

Noi dung yéu cau cia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

dién di, dung dich dém va tui rtra
bom.

Phan mém diéu khién c6 giao dién
ngudi dung than thién, hién thi
thong tin vat tu, diéu khién khoi
dong mdy, bao tri hé théng va cac
tinh nang khéc.

Phan mém thu nhan dit liéu:

+

Hién thi cac thong tin str dung mao
quan va vat tu tiéu hao.

C6 churc nang thong bao bao dudng
hé théng.

Co chtlic nang goi ra cac nucleotide
va churc nang phan tich co ban trong
phan mém thu nhan dir lidu & thoi
gian thuec.

Phan mém bao gém hé théng danh
gia, bao mat va chir ky sd

Phan mém phan tich:

+

Phan mém phan tich trinh tu str dung
cho goi nucleotide trinh tu, chinh
sura, goi lai nucleotide, bao cdo va in
an.

Phan mém béo cdo bién thé st dung
cho phat hién dot bién, phat hién
SNP, gidi trinh tu so sanh, tai giai
trinh tu, danh gia, xac nhan trinh ty.
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STT

Noi dung yéu cau cia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

+ (o0 kha nang giai trinh tuy gen DNA
theo phuong phap Sanger va phan
tich manh DNA

B may tinh giai trinh tw gen c¢6 cdu hinh
tdi thiéu:

+ Man hinh kich thuéc > 21 inch: 01
cai

+ B0 xur ly: Intel > 2.8 GHz CPU,
RAM: > 64 GB hoac Dual Intel >1.8
GHz CPU, RAM: > 128 GB

+ O climg: >2 x 2 TB (RAID 1) hoic
>6TB

+ Windows hé théng: Windows 10
(twong duong hoic tét hon)

May in:

+ Loai mdy in mau

+ Do phan gidi: > 5760 x 1440 dpi
Bo may tinh diéu khién c6 cdu hinh tbi
thiéu:

+ Man hinh kich thuéc > 21 inch: 01

cai

+
CPU: intel Core 17 hoac tuong d
uong 4

+ O cimg: >1TB, RAM > 16G
B

Gia tu:
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STT

Noi dung yéu cau cia E-HSMT

Noi dung E-HSDT

Tai liéu tham chiéu

+

Cho 6ng PCR 0.2 ml, ¢6 > 96 vi tri
dat ong

B0 luvu dién loai online

+

Cong suit >3 kVA

Yéu cau khac

Yéu cau khac

+

Thoi gian giao hang: < 60
ngay. Dia diém giao hang: tai noi sir
dung

Pao tao chuyén giao cong nghé: Tai
noi str dung.

Bao hanh toan bo hang hoa ké tir
ngay nghi¢m thu: > 12 thang.

Bao tri mién phi nhan cong sau bao
hanh > 06 thang.

Thoi gian c6 mit dé giai quyét su cd
ky thuit < 24 gid ké tir khi nhan
dugc thong bao.

C6 cam két cung cap phu tung va
linh kién thay thé theo model thiét bi
da du thau, trong vong t6i thiéu > 8
nam.

Yéu ciu nha thau bao gia dich vu
bdo hanh bao dudng, linh phu ki¢n
thay thé.

Cam két két nbi vai hé thong CNTT
bénh vién (Néu c6 yéu cau).

Nha thau cam két va/hodc cung cap tai
liéu theo yéu cau.
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1.3.2. Tai liéu chirng minh tinh hop l¢ cia hang hoa
. Bang chao dép ung k¥ thuat theo yéu cau tai myc 1.3.1 Chuwong V.
. Catalogue hoic tai liéu k¥ thuat cia nha san xuét (cung cap ca ban gbc va ban dich) néu rd ddi véi timg loai hang héa:
Model, ky ma hiéu, nhan hiéu san pham (theo quy dinh ctia nha san xuét);
Tén nha san xuat;
Thong s k¥ thuat hang hoa;
Quy céach hang héa (néu cb);
Nha thau phdi ding céng cu ddnh diu (highlight) vao cdc ngi dung cu thé chirng minh hang héa ddp irng ky thudt tai catalogue
hodc tai liéu ky thudat.
. Tai liéu chtrng minh nang luc thuc hién hgp dong: Gidy phép ban hang/ gidy iy quyén ban hang hodc céc tai liéu tuong duong khac theo
quy dinh tai E-CDNT 16.2.
. Dbi voi hang hoéa 1a thiét bi y té, cung cap céc tai liéu sau:
Ban phan loai thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/NB-CP, Nghi dinh s6 07/2023/NB-CP va cic quy dinh phap luat hién
hanh.
S6 luu hanh con han hodc dugce nhap khau theo quy dinh tai Nghi dinh s6 98/2021/NB-CP, Nghi dinh s6 07/2023/ND-CP, Nghi dinh s6
04/2025/ND-CP ngay 01/01/2025, Thong tu s6 05/2022/TT-BYT ngay 01/8/2022 va cac quy dinh phap luat hién hanh, cu thé nhu sau:
+ D6 véi thiét bi y té loai A, B: SO cong bd va Phiéu tiép nhan (hodc Phiéu thong tin) HO so cong bd tiéu chuan ap dung cua thiét biy
té trén Cong thong tin dién tir B6 Y té (dmec.moh.gov.vn),
+ D6i v6i thiét bi y té loai C, D: Gidy chimg nhan dang ky luu hanh hodc duoc nhap khau theo quy dinh tai Pidu 1 Nghi dinh s6
04/2025/ND-CP va céac quy dinh phéap lut hién hanh.
Luu y:
+ Ban phan loai TBYT va s6 luu hanh phai dugce dang tai cong khai trén Hé thong dich vu cong tryc tuyén Quan 1y Thiét bi y té
(imda.moh.gov.vn) va ¢ trang théi “con hiéu luc” theo quy dinh.
+ Trong truong hop thiét bi y té duoc nhap khau theo quy dinh tai Diéu 1 Nghi dinh s 04/2025/ND-CP: Nha thau cung cip Gidy phép
nhap khau hoic ké khai rd dbi voi thiét bi y té khong thudc danh muc phai cip phép nhap khau theo quy dinh tai Diéu 6 Thong tu s6
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05/2022/TT-BYT ngay 01/8/2022 va cung cip ban phan loai thiét bi y té thudc loai C, D duoc cong bd thong tin trén Cong thong tin

dién tir ctia BO Y té.
S6 cong bd va Phiéu tiép nhan (hodc Phiéu thong tin) ho so cong bd du diéu kién san xuat ddi v6i thiét bi y té san xuét trong nude theo
quy dinh tai Nghi dinh s6 98/2021/NB-CP va cac quy dinh phap luat hién hanh.
Gidy ching nhan nha san xudt/co s¢ san xudt dap Gng tiéu chuin chat lugng ISO 13485 (con hiéu lyc t6i thiéu dén thoi diém déng thau).
. Dbi voi hang hoa khong phai 1a thiét bi y té:
Cung cép tai liéu vé tiéu chuan chat lugng theo yéu cau cu thé (néu co) déi voi timg thiét bi tai Muc 1.2 Chuong V.
Ghi cha:
(i) Péi vdi tai ligu tai cdc muc c, d, e:
Néu tai liéu khong duoc cap truc tuyén: Nha thau cung cap file scan (mau) tir ban gdc hodc ban sao ching thuc cia co quan chirc ning
theo quy dinh cua phap luat.
Néu tai lidu dugc cap truc tuyén: Nha thau cung cip ban duoc tai tir website/cong thong tin dién tir ma tai liéu duoc ding tai. Nha thau
phai chiu trach nhiém vé tinh hop 18, trung thuc va chinh x4c cua tai liéu va cung cap duong dan dé tra ctiru néu dugc yéu cau.
Déi vai tai liéu ¢ chir ky va dong déu cua nude ngoai thi phai tudn thu theo Nghi dinh 111/2011/ND-CP.
Déi v6i gidy ching nhan dat tiéu chuan chat luong (vi du: ISO 13485, 9001): Nha thau cung cép file scan mau tir ban goc hoic ban sao
¢ chung thuc hodc ban sao c6 dong du xac nhan cia to chirc dimg tén s6 luu hanh hodc nha nhap khau/nha phan phdi, kém tai liéu
ching minh nhu: s6 luu hanh/gidy phép nhap khau/tai liéu chirng minh nha phéan phéi.
Tai lidu bang tiéng nudc ngoai phai c6 ban dich sang tiéng Viét Nam va nha thau chiu trach nhiém phép 1y vé tinh chinh x4c ctia ndi dung
dich thuat khi phat hanh. Trong trudng hop 6 su sai khéac gitta ban dich va ban gdc thi Bén moi thau s& danh gia dwa vao ban gbc.
Trong moi trudng hop, nha thau chiu hoan toan trach nhiém phap 1y vé tinh hop 18, trung thuc, chinh xac cta tit ca tai lidu cung cap.
(ii) Poi voi thudt ngiv siv dung:
Cum tir “trang thiét bi y t&” da duoc thay thé bang cum tir “thiét bi y t€” theo quy dinh tai khoan 7 Diéu 147 Nghi dinh sb 96/2023/ND-
CP ngay 30/12/2023 cta Chinh phu quy dinh chi tiét mot s6 diéu cia Luat kham bénh, chira bénh.

1.3.3. Bin cam két ciia nha thau

Nha thau phai cung cip ban cam két c6 ky, dong dau hop 1é thé hién day du cac ndi dung cam két nhu sau:
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- Céc thiét bi hang héa phai bao dam médi 100%, san xuat nim 2024 tré vé sau.

- Hang héa duoc cung cip hoan toan thich tng vé dia 1y, méi truong, khong cé anh hudng tac dong nhicu dén moi trudng.

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

- Hang hoéa la thiét bi y t& khi luu hanh trén thi truong phai dap tmg du diéu kién vé luu hanh theo quy dinh tai Nghi dinh sé
98/2021/ND-CP, Nghi dinh s6 07/2023/ND-CP, Nghi dinh s6 04/2025/ND-CP ngay 01/01/2025 va cac quy dinh phap luat hién
hanh.

- Cam két hang hoa c¢6 nhan hodc c¢6 kém theo nhin phu véi ddy du cac thong tin theo quy dinh tai Nghi dinh s6 43/2017/ND-CP va
Nghi dinh 111/2021/ND-CP va céac quy dinh phap luat lién quan hién hanh.

- Paép tng thoi gian bao hanh quy dinh cu thé ddi véi timg thiét bi tai Muc 1.3.1 Chuong V.

- Dinh ky thyc hi¢n bao tri theo tiéu chun cta nha san xuét trong thot gian bao hanh.

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

- Khi ¢6 yéu cau kiém tra, sira chita dot xuat, nha thau c6 kha ning dap tng trong vong 48 gio ké tir khi nhan duoc thong bao cia
Bén mua.

- Nha thau sé& cung cap tai liéu khi giao hang bao gom, nhung khong gidi han boi:

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

(ii) P6i v6i hang hoa nhap khau: Ban gbc hodc ban sao cong chimg Gidy ching nhan xuét xit (CO), Gidy chiing nhan chat luong
(CQ); Ban sao to khai hai quan, van don, packing list, s6 luu hanh (néu c6), gidy phép nhap khau theo quy dinh hién hanh (néu c6)
va cac tai liéu chirg minh thiét bi duoc thong quan hop phap voi ddy du thong tin vé hang hoa nhu trong hop dong;

(iii) Poi v6i hang hoa san xuét tai Viét Nam: Gidy chirg nhan chat lugng xuat xudng dbi voi cac thiét bi san xuét trong nudc; SO
lwu hanh néu hang hoa 1a thiét bi y té.

(iv) Trong truong hop Chu dau tu ¢6 yéu cau: Ching thu giam dinh vé sb lugng, chat lugng, tinh méi, dong bo, chung loai, ky ma
hiéu, nguén géc, xudt xir, ndm san xuat, tinh nang k¥ thuat co ban ctia hang hoéa khi ban giao (Pon vi giam dinh do Chu dau tu chi
dinh, chi phi gidm dinh do nha thau chi tra).

1.3.4. Huéng din trinh bay cdc file trong E-HSDT ding tdi trén Hé thong:
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Céc file dit liéu cua hang hoa dinh kém E-HSDT phai duoc phan chia riéng biét theo huéng dan nhu sau:
1. (Folder 1) Tinh hop I¢:
- (File 1) Bao dam du thau + tai liéu chimg minh tu cach hop 1é ciia ngudi ky thu bao lanh.
- (File 2) Gidy chtrng nhan ding ky doanh nghiép.
2. (Folder 2) Nang luyc kinh nghiém:
(Folder 2.1): Nang lwc tai chinh (tach turng file)
- (File 1) Xé4c nhan thuc hién nghia vu thué
- (File 2) Bao cédo tai chinh nam  (vi du: 2021)
- (File 3) Bdo céo tai chinh nam ___ (vi du: 2022)
- (File 4) Béo céo tai chinh nam ___ (vi du: 2023)
(Folder 2.2): Hop ddng twong tw (tach tirng file)
- Hop dong tuong tu 1, bao gdm cac file riéng:
+ Hop dong;
+ Bién ban nghiém thu;
+ Bién ban thanh ly;
+ Hoéa don GTGT
+ To khai hai quan (trong truong hop ching minh ma HS)
- Hop dong tuwong tu 2.
(Folder 2.3): Nhan su chii chét:
- (File 1) Nhan sy chu chét 1
- (File 2) Nhén sy chii chdt 2.

... va cac tai liéu lién quan khdc (néu co)
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3. (Folder 3) Ky thuét:
(Folder 1): Tai liéu chung (theo yéu cau Muc 3 Chwong III va Muc 1.3.1 Chuwong V):

- Céc cam két, ké hoach thuc hién, bién phap cung cip, ké hoach dao tao, bién phap an toan lao dong, phong chéng chay nd, vé sinh
moi truong, ké hoach bao hanh bao tri, bang gia linh phu kién,...

- Bang danh muyc hang hoa du thau.

- Bang chao déap tng k¥ thuat.

... va cac tai liéu lién quan khdc (néu co)

P6i voi hang héa dw thau: nha thau 1ap cac folder riéng cho tirng mit hang hodc cac mat hang du thau ¢ cung hing san xuat hoic
cung tai liéu phép 1y, trong moi folder dé nghi nha thau tach riéng cac file tai li€éu va danh so thir tw mat hang theo E-HSMT, vi du:

1. (Folder STT 1):

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

(File 2) Ban két qua phan loai thiét bi y té

(File 3) S6 luu hanh (bao gém: Phiéu tiép nhdn/Phiéu théng tin ho so cong bé tiéu chudn dp dung, gidy chitng nhédn dang ky lheu
hanh, gidy phép nhdp khau v.v...)

(File 4) Chung nhan chat lugng (bao gom: ISO 13485, ISO 9001, CE, FDA...)

(File 5) Catalogue

(File 6) Datasheet

(File 7) Instruction for Use

Céc tai liéu lién quan khéac (néu co)....

Lueu y: dé nghi nha thdu tach riéng tirng file tai liéu kj thudt (catalogue, datasheet...), khéong gdp chung tit cd tai ligu ky thudt
vao 1 file. Yéu cdu dit tén file diing theo tén tai liéu diing dé tham chiéu trong Bing chao dap vmg kj thudt va ding céng cu
ddnh déu (highlight) 1én cdc ni dung kj thudt cu thé chitng minh ddc tinh, théng sé kj thudt ciia hang héa theo yéu cau..

2. (Folder STT 2): Trinh bay twong tu nhu trén

Muc 2. Ban vé
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Khong c6 ban ve.
Muc 3. Kiém tra va thir nghiém
_Chu dau tu co quyén yéu cau kiérp tra, thir nghiém hang hoa duoc cung cip dé dam bao hang hoa d6 c6 dic tinh k¥ thuat phu hop véi
yéu cau cua hop dong. Thoi gian, dia diém va cach thuc tién hanh kiém tra, thir nghiém:

+ Dia diém: Tai don vi sit dung.

+ Thot gian: do cac bén thoa thuén;

+ Noi dung kiém tra: kiém tra toan bd hang héa theo yéu cau ciia hop dong;

+ Chi phi to chirc thuc hién: do nha thau chi tra.

Truong hop hang hoa khong phi hop voi dac tinh k¥ thudt theo hop dong thi Chii dau tr ¢6 quyén tir chdi va Nha thau phai ¢6 trach
nhi¢m thay the hodc tien hanh nhiing dicu chinh can thiét d€ dap ung dung cac yéu cau ve ddc tinh k§ thuat. Truong hop Nha thau khong c6
kha nang thay thé hay diéu chinh cac hang hoa khong phu hop, Chu dau tu ¢6 quyén t6 chic viée thay theé hay diéu chinh néu thay can thiét,
moi rui ro va chi phi li€n quan do Nha thau chiu. Viéc thyc hién kiém tra, thir nghiém hang hoa cua Chu dau tu khong dan dén mién trir nghia
vu bao hanh hay c4c nghia vu khac theo hop dong cua Nha thau.



