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. Giéi thiéu chung vé dw dn/dw todn mua sim, géi thiu

- Tén dy to4n mua sidm: Mua sim hoa chét cho may dinh nhém mau ty dong,
hoa chét phan tach thanh phan mau, héa chat cho may déng mau tu dong, may dién
di huyét sic t6 phuc vu cong tic chuyén mon khoa Huyét hoc ctia Bénh vién da khoa
tinh Tuyén Quang.

- Tén goi thau: Mua sam hoa chat cho may dinh nhém mau tu dong, hoa chat
phan tach thanh phan méu, hoa chit cho may déng mau tu dong, may dién di huyét
sic t6 phuc vu cong tac chuyén mén khoa Huyét hoc ctia Bénh vién da khoa tinh
Tuyén Quang.

- Chi1 du tu: Bénh vién Pa khoa tinh Tuyén Quang

- Pia diém thuc hién: Bénh vién Pa khoa tinh Tuyén Quang. Dia chi: S6 44,
duong Lé Duan, phudng Minh Xuan, tinh Tuyén Quang

- Hinh thtrc lya chon nha thau: PAu thau rong rai, trong nudc, qua mang.

- Phuong thure lya chon nha thau: Mot giai doan 01 ti hd so

- Nguén von: Nguén thu dich vu su nghiép cong.

- Thoti gian bat dau t6 chic lya chon nha thau: Quy IV nam 2025

- Loai hop dong: Tron goi

- Thoi gian thue hién géi thau: 365 ngay ké tir ngay hop dong c6 hiéu luc.

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cdu chung:

- Yéu cau nha thau mo ta thong s6 k¥ thuat ciia hang héa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuén thu cac thong sd ki thuat va cac
tiéu chuan dudi day hodc c6 cau hinh trong duong. Bt ky thuong hiéu, nhin hiéu
nao néu co trong bang yéu cau k¥ thuat déu mang tinh chit minh hoa céc tiéu chuan
chét lugng, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hang
héa c6 nguon géc, xudt xir, nha sdn xudt, thwong hiéu phix hop vdi diéu kién cung
cdp nhung phdi dim bdo yéu ciu cé thong so ky thudt, tinh ning si dung, tiéu
chudn cong nghé “twong dwong” hodic tot hon so véi cac yéu cau cu thé ¢ dudi va



cung cAp tai liéu chimg minh su dap tmg tot hon ctia hang hoa chao thau so voi yéu
cau ciia HSMT.

- Noi ham tuong duong dugce quy dinh trong yéu cau ky thuat dugc hiéu la:

(1) Pugc co quan c6 tham quyén ching nhan trong duong tiéu chuan

(2) Tuong duong vé chét luong hinh anh, d6 chinh xac mau sic va goc nhin.

(3) Twong twong vé tinh chat co khi va thudc tinh vat 1y cua vat liéu.

(4) Tuong duong vé tinh ning co ban, do tin cdy, pham vi ing dung

(5) Tuong dwong vé cong suit; hiéu suat, yéu cau thong s6 du vao; danh muc,
d6 chinh xac két qua dau ra.

(6) Tuong duong vé gia tri do; d6 chinh xéac két qua do;

(7) Tuong duong vé ham luong, ndng do, tinh chat

(8) Céc yéu td tuong duong khac (néu co)

* Luu y: Nha thau tring thau chiu trach nhiém cung cap thiét bi y té dé sir
dung hoéa chat, vat tw xét nghiém d6 theo quy dinh tai Piém a Khoan 1 Diéu 55
Luat dau thau s6 22/2023/QH]15.

- Nha thau phai c6 bang dap tng vé k¥ thuat ctia hang hoa chao thau theo céac
m?lu Sau.
+ Bang dap wng tinh phap 1y hang héa (file word/excel + ban ky déng dau, scan dinh kém E-
HSDT):
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- Hodic S6 gidy
chirng nhan dang
ky hueu hanh d@oi voi
thiét bi y té thugc
loai C, D
- Hodc Bang phan
logi TTBYT A, B,

C, D

INha thau cam két nhiing ngi dung ké khai néu trén la chinh xdc.

Trueong hop Nha thau co tinh ké khai thong tin khong trung thiec nham vieot qua bude danh gid vé ky thudt sé dwoc coi la hanh vi gian lgn trong
\ddu thau theo quy dinh tai Khodn 4 Diéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu trach nhiém, chzfp nhdn chiu xir Iy theo quy dinh cua E-
IHSMT va phdp lugt vé dau thiu

- Nha thau phai c6 bang dap tmg vé k¥ thuat ctia hang hoa chao thau so sanh

v6i yéu cau ky thuat cia E-HSMT (dinh kém file word/excel + ban ky dong dau,
scan tai E-HSDT):

tirng muyc)

STT| Tén | Yéuciu | Quycich | Papimgky | Quy Tai liéu ky thuat tham chiéu
hang | ky thuiat | déng go6i thuit cia cach trong E-HSDT
hoa ciia Ho (tham Ho so dy | déng goi
SO moi khao) théu cda
thiu theo E- hang
HSMT héa dw
thau
) 2 3 4) ) (6) (7
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- Model: ... | ctahang
- Nha san | hoéadu
Xuét: ... thau
- Xudt xu: ...
- Chu so hiru
(néu co): ...
M6 ta M6 ta hang Dan chiéu timg chi tiét mo ta
hang hoa héa cua E- hang hoa to61 Trang... cua
cua E- HSDT (chi Catalog/Tai li¢u ky thuat/Mo ta
HSMT tiét dap ung hinh anh... thuoc E-HSDT

(Highlight cac ndi dung lién quan
to1 MO ta hang hoa trén Tai li€u
dan chiéu)

Tiéu chi dap
ung  tuong
duong hoac

- Tai li¢u chimg minh theo hudng
dan bén trén vé “Noi ham tuong

duong”




STT| Tén | Yéucdu | Quycich | Papimgky | Quy Tai li¢u k§ thuit tham chiéu

hang | ky thuat | déng géi thuit cia cach trong E-HSDT

hoa ciia Ho (tham Ho so dy | déng goi
s0' moi khio) théu ciia
thiu theo E- hang

HSMT hoa dw
thau

@) 2 3) 4) G (6) (M
tot hon - Hodc tai li€u ching minh mot

s tinh ning k¥ thuat ctua E-
HSMT dua ra 1a ti€u chi khong
co ban (viéc khong dap ung
khong lam &nh hudng tdéi tinh
nang st dung cua hang hoa du
thau) dé T6 chuyén gia xem xét
danh gia “Chap nhan duoc”.

Tiéu chi gy Tai liéu ching minh yéu cau ky
han ché nha thuat chi c6 duy nhéat 01 nha san
thau (khong xuat dap tng

duoc  xem
xét va danh
gid)

Nha thau cam két nhitng ndi dung ké khai néu trén la chinh xdc.

Truwong hop Nha thau cé tinh ké khai thong tin / dich tai liéu ky thudt khong diing véi Thong sé ky thudt
ma Nha san xudt cong bo nham vuot qua buée danh gid vé ky thudt sé dwoc coi la hanh vi gian ldn trong
déu thau theo quy dinh tai Khoan 4 DPiéu 16 Ludt Pau thau va Nha thau sé hodn toan chiu trach nhiém,
chdp nhdn chiu xir 1y theo quy dinh ciia E-HSMT va phdp ludt vé dau thau

1.2.2. Yéu cau k¥ thuit chi tiét:

STT | Tén Danh muc Yéu céu, dic tinh k¥ thuit Quy
phan 16 | hang héa (hoic twong dwong) cach
dong goi

toi thicu

I | Phanld
s0 01:
Héa
chét cho
may
dinh
nhom
mau ty
dong




1.1 Gel card 6 | Giéng 1 chira Anti A (dong 11H5) 24 card/
giéng lam | Giéng 2 chira Anti B (dong 6F9) hop
dinh nhém | Giéng 3 chtra Anti D (IgM) (VI-) (dong P3x61+

méau bang 2 | TH-28)
phuong | Giéng 4 (Ctrl/Neutral) ¢ dinh nhém méu cho
phap va hoa | bénh nhan va tai méu
hop mién | Giéng 5 (A1/Neutral)
dich truyén | Giéng 6 (B/Neutral) ¢¢ dinh nhém mau nguoc
mau cho | hodc chéo cho khdi tiéu cau va huyét tuong
khéi tiéu | - Bao quan 4 - 25 d6 C; khong dé dong lanh.
cauva | - Tiéu chuan chét luong: ISO 13485; EC hoic
huyét twong | twong duong

1.2 Gel card 6 | Giéng 1 chtra Anti-A (Dong 11H5) 24 card/
giéng lam | Giéng 2 chira Anti-B (Dong 6F9) hop
xét nghiém | Giéng 3 chira Anti-D (IgM) (VI-) (Dong P3x61

hoahgp | + TH-28)
mién dich | Giéng 4 chra Gel trung tinh
truyén mau | Giéng 5 va giéng 6 chita AHG (Anti Human IgG
chokhéi | va Anti C3D dong 12011D10)
hong cau va | - Dung dinh nhém mau bénh nhan va nhém mau
mAu toan | thi mau; 1am phan tmg hoa hop mién dich truyén
phan mau & mdi trudng mudi sinh 1y, nhiét d6 phong
xét nghiém 20 do C - 24 36 C va mdi trudng cd
str dung huyét thanh khang globulin ¢ nhiét do
37 @6 C; va xét nghiém tu chung.
- Bao quan 4 - 25 d6 C; khong dé dong lanh.
- Tiéu chuin chét luong: ISO 13485; EC hoac
tuong duong
1.3 Gel card 6 | Gel card 6 giéng, mbi giéng chira khang thé Anti | 24 card/
giéng xét | Human IgG va khang thé don dong Anti C3d hop
nghiém (dong 12011D10). Dung lam xét nghiém
sang loc, | Coombs tryuc tiép; Coombs gian tiép bao gom
dinh danh | phan trng hoa hgp, sang loc va dinh danh khang
khang thé | thé bat thuong.
bat thuong | - Bdo quan 4 - 25 d6 C; khong dé dong lanh.
va lam phan | - Tiéu chuan chit luong: ISO 13485; EC hoic
ung hoa hop | twong duong
1.4 Gel card 6 | Gel card 6 giéng, mdi giéng chtra gel trong dung | 24 card/
giéng xét | dich dém thich hop; Ding lam phan tng hoa hop
nghiém hop, sang loc va dinh danh khang thé bat
trong mo6i | thuong, dinh nhém mau theo phuong phap hong

truong muodi

cau mau.

- Bao quéan 4 - 25 d C; khong dé dong lanh.

- Tiéu chuén chit lwong: ISO 13485 hoic tuong
duong




1.5 Dung dich | Dung dich dém lyc ion thap, voi ndng d6 Natri 500 ml/
luc ion yéu | clorid thich hop, pht hop dé str dung véi gelcard chai
phaloang | dung cho xét nghiém huyét thanh hoc nhém
hong cau | mau.
- Bao quan: 2 - 8 d C; khong dé dong lanh.
- Tiéu chuan chit luong: ISO 13485 hoic twong
duong
1.6 Khay giéng | Khay 96 giéng ding pha lodng hong cau 96 giéng/
sau pha - Kich thuge: > 121,9mm x 84,8mm x 30,Imm khay
lodng - Tiéu chuin chit luong: ISO hoic twong duong
1.7 Dung dich | 0.1 mol/l Sodium Hydroxide Solution (N/10) Chai 1 lit
rira kim - Dung dich dung khur trung kim hut
- Thanh phan: Sodium hydroxide (0~1%);
Nudc (> 99%)
- Tiéu chuan chét lugng: ISO
1.8 Kim hat | Chiéu dai: > 160 mm Hop 1
mau Puong kinh ngoai kim: > 1,81 mm chiéc
Duong kinh trong: > 1,45 mm
Chét liéu thép khong ri, dugc phu teflon dé han
ché nhiém khuan, nhiém chéo
II | Phanld
s0 02:
Héa
chat
phan
tach
thanh
phin
mau
2.1 B0 kit thu | - B0 kit st dung mot lan, hoan toan khép kin va 8 Bo/
nhan tiéu | vo tring Thung
cau doi - Phuong phap khtr trung: EtO (Ethylene Oxide)

- Hiéu suat thu thap tiéu cau: > 6.0 x 1011

- Céc day dan c6 chi thi mau gitp thuan tién
trong qué trinh lap dat

- BO kit chi str dung 1 kim

- Tai tiéu cau cho phép bao quan lén dén 7 ngay
- BO kit twong thich voi phan mém gan tach tiéu
cau UPP

- C6 tui chdng déng ACD-A > 500ml di kém

- C6 thé bu dung dich mudi trong qua trinh gan
tach

- B6 kit bao gom:

+ Binh ly tam, dung tich 225ml: 1 cai

+ Kim két ndi voi tai chdng dong: 1 cai

+ Kim liy mau va tra mau vé nguoi hién, kich c¢&




17G: 1 céi

+ B phén ldy mAu mau chan khong: 1 bd

+ B0 phan loc khi trén duong truyén mau: 1 bd
+ Tai dung san pham tiéu ciu, dung tich
1.000ml: 2 tai _

+ T0i dyng san pham huyét trong, dung tich
1.000ml: 1 tai

+ Tai léy mau mau cho xét nghiém sang loc,
dung tich 50ml: 1 tai

+ Thi ldy mau tiéu cau, dung tich 90ml: 1 tai
+ Tui khi can bang ap suit hé thong, dung tich
600ml: 1 tai

+ Kep nhya: 7 cai

Tiéu chuan chat luong ISO, CE hoic tuong
duong

2.2

B6 kit thu
nhan ti€u
cau don

- Bo kit str dung mot 1an, hoan toan khép kin va
vO trung

- Phuong phap khtr trung: EtO (Ethylene Oxide)
- Hiéu suét thu thap tiéu cau: >3 x 10”11

- Céc day dan c6 chi thi mau gitp thuan tién
trong qué trinh lap dat

- B¢ kit chi sir dung 1 kim

- Ti tiéu cau cho phép bao quan lén dén 7 ngay
- B¢ kit twong thich véi phan mém gan tach tiéu
cau UPP

- C6 tui chdng déng ACD-A > 500ml di kém

- Bo kit bao gom:

+ Binh ly tam, dung tich 225ml: 1 cai

+ Kim két ndi voi tai chong dong: 1 cai

+ Kim liy mau va tra mau vé nguoi hién, kich c&
17G: 1 céi

+ B phan ldy mAu méu chan khong: 1 bo

+ B phan lgc khi trén dudng truyén mau: 1 bd
+ Tui dyng san pham tiéu cau, dung tich
1.000ml: 1 tai

+ Tai dyng san pham huyét twong, dung tich
1.000ml: 1 tai

+ Tai 14y mau mau cho xét nghiém sang loc,
dung tich 50ml: 1 tai

+ Tai ldy mau tiéu cau, dung tich 90ml: 1 thi

+ T0i khi can bang 4p suat hé thong, dung tich
600ml: 1 tai

+ Kep nhya: 6 cai

Tiéu chuén chét luong ISO, CE hodac tuong
duong

8 Bo/
Thung




III | Phanld
s6 03:
Hoéa
chét cho
may xét
nghiém
dong
mau
3.1 Hoa chat | Hoa chat xét nghiém PT trén may dong mau tu Hop
xét nghiém | dong. Mot hop bao gom: 12x10ml
PT - R1: chira thromboplastin dong khé duoc chiét
xudt tir ndo tho. Ngoai ra con chira mot chét G
ché heparin dac hi¢u.
- R2: dung méi hoa tan c6 chira canxi.
Pat tiéu chuan ISO 13485 hoic twong dwong
32 Hoa chat | Hoa chat ding dé xac dinh thoi gian Hop
xét nghiém | thromboplastin hoat hoa tirng phan (APTT) 6x5ml
APTT trong huyét twong, chtra cephalin tir mé nio tho,
dung dich dém kaolin.
Pat tiéu chuan ISO 13485 hoic twong duong
33 Hoa chat | Hoa chat chira thrombin ngudi da citrat hoa co 12 x4 ml
dinh lugng | chtra canxi (khoang 100 NIH units/ml) va c6
Fibrinogen | chira mot chét tc ché dic hiéu heparin inhibitor
cho phép phan tich fibrinogen trong mau huyét
tuong c6 heparin.
Pat tiéu chuan ISO 13485 hoic twong duong
3.4 Hoa chat | Dung dich Canxi Clorua 0.025 M dung cho cac Hop
CaCL2 xét nghi€ém dong mau nhu thoi gian hoat hoa 24x15ml
ding cho | thromboplastin timg phan (APTT) hay cho cac
xét nghiém | phan tich cac yéu t6 con dudng ndi sinh
dong mau | Pat tiéu chuan ISO 13485 hoic tuong duong
3.5 Hoa chat | Dung dich pha lodng cho xét nghiém dong mau Hop
dung pha | (dung dich dém) c6 pH khoang 7,35. 24x15ml
lodng mau | Pat tiéu chuin ISO 13485 hodc twong duong
cho xét
nghi¢m
Fibrinogen
3.6 Dung dich | Hoa chét rira kim hé thong may dong mau tu 24x15ml
rua kim dong, bén trén may 5 ngay, chira potassium
méay déng | hydroxide nong do < 1 %
mau tu Pat tiéu chuan ISO 13485 hoic tuong duong
dong
3.7 Dung dich | Dung dich rtra pha san cho cac hé théng phan 2.5L
rira hé tich d6ng méau ty dong, thanh phéan chinh chira
thong may | chat diét ndm ho ether glycol pha loing trong

dung mdi nudc.




dong mau

Han st dung > 24 thang ¢ nhi¢t do 2-25 d6 C.

tu dong Khi d¢3 mo, dung dich 6n dinh > 30 ngay ¢ nhiét
do phong.
Pat tiéu chuan ISO 13485 hoic twong duong
3.8 Hoa chat | Chat kiém chuén cho xét nghiém D-Dimer, Yéu Hop
dung kiém | t& VWFE va protein S Free. 24x1ml
chuan cho | Cung cip huyét trong binh thudng va bat
xét nghiém | thudng danh cho viée kiém soat chét luong cac
dinh luong | xét nghiém khang nguyén bang phuong phap
D-Dimer | mién dich d¢ duc.
Dat tiéu chun ISO 13485 hoic twong duong
3.9 Hoa chat | Dinh lwong D-Dimer huyét tuong tinh mach Hop
dinh luong | bang phuong phap do mién dich d6 duc. Hoa 6x6ml
D-dimer | chat gém:
« Thudc thtr 1: 6x5ml dung dich dém chura tac
nhan ngin chin dj khang thé (bao gom yéu t6
dang thap).
« Thudc thir 2: 6x6ml dung dich huyén phu vi hat
latex dugc pha boi hai khang thé don dong khac
nhau khang D-dimer nguoi.
Pat tiéu chuan ISO 13485 hoic twong dwong
3.10 Cuvette - Cuvette phan Ung trén may dong mau ty dong. 1000
phan tng | Cuvette dang cudn, mdi cudn chira 1000 cuvette Giéng
kém bi tir | don, cac cuvette don dugc lam bang nhya trong
ding cho | sudt gén trén ruy biang, mdi cuvette chira 01 vién
may dong | bi tir duoc lam bang thép khong gi.
mau ty St dung twong thich trén hé thong may dong
dong mau cong nghé Bi tur.
Pat tiéu chuan ISO 13485 hoic twong dwong
3.11 Hoa chat | Hoa chat kiém chuan xét nghiém dong mau 12x2x2m
ding kiém thudng quy, dung cho may dong mau tu dong. 1
chuan cac | Huyét tuong ngudi binh thudng va bat binh
xet nghiém | thudng ¢ citrated dang dong kho; g6m hai mirc
doéng mau | ndng do khac nhau cia cac chi sé dong mau
thuong quy: PT, aPTT, TT, Fibrinogen,
Antithrombin.
Pat tiéu chuan ISO 13485 hoic twong dwong
3.12 Diia khudy | Thanh khudy tir trang kich thugc 2x7mm dung | Tai/ 1 cai
tir trang cho xét nghiém PT.
(2x7), ding | Dong goi 1 thanh/thi, thanh khudy mau tring
trén may
dong mau
3.13 Piia khudy | Thanh khudy tir mau do kich thudc 3,2x12,7mm | TGi/ 1 cai
tir do ding cho hoa chat xét nghiém APTT.
(3,2x12,7), | Bong goi 1 thanh/thi, thanh khudy mau tring

dung trén




may dong

mau
3.14 Hoa chat | Ho4 chat kiém chuén xét nghiém Sang loc khang | 3x2x1ml
kiém chuan | dong Lupus
xét nghiém
LA
3.15 Hoa chat | Hoa chat xét nghiém Sang loc khang déng Lupus | 12x2ml
Sang loc | trén may dong mau ty dong
khang dong
Lupus
3.16 Hoa chat | Hoa chit khang dinh khang dong Lupus trén 12x2ml
khing dinh | may dong mau tu dong.
khang dong
Lupus
IV | Phanlo
50 04:
Hoa
chit cho
may
dién di
huyét
sic to
4.1 Dung dich | Dung dich Capyclean dung dé rira dau do do 1 x25ml
riramdy | mau trén hé thdng ty dong cho cac ing dung
dién di mao | di€n di mao quan.
quan Pat tiéu chuan ISO 13485 hoic twong dwong
4.2 Chét kiém | Chat di chirmg Hb A2 bénh hoc duoc bao ché 1x Iml
chuan dé kiém soat chat luong dinh lugng Huyét sic t6
Hemoglopin | A2 & nguoi trong quy trinh dién di Hemoglobin.
mirc bénh 1y | Thanh phan: Gom chat ddi chimg Hb A2 bénh
hoc duoc 1y tir nhiéu mau mau ngudi c6 ty 18
Hb A2 gia tang. Hb A2 bénh hoc dugc bdo quan
dué6i dang dong kho 6n dinh hoa.
Pat tiéu chuan ISO 13485 hoic twong dwong
4.3 Chat kiém | Chat ddi chimg Hb A2 thong thuong dugc bao 5x Iml
chuén ché dé kiém soat chat lugng dinh lugng Huyét
Hemoglopin | sic td A2 va ddi chung sy di chuyén cua kiéu
mirc binh | thirc huyét sic t6 & ngudi trong quy trinh dién di
thuong Hemoglobin.

Thanh phan: Gom chét d6i ching Hb A2 thong
thuong dugce 1ay tir nhiéu miu mau ngudi. Hb
A2 duoc bao quan dudi dang dong kho 6n dinh
hoa. Pat tiéu chuan ISO 13485 hoic tuong
duong




4.4 Bo kit dién | Bo Kit dién di Hemoglobin (E) duogc thiét ké dé | 6x250ml
di tach cac Hemoglobin binh thuong (A, F va A2) 3x225ml
Hemoglobin | va phat hién cac bién thé Hemoglobin chinh (dic | 3x25ml
biét1a S, C, E hodc D) bang ky thuat dién di
trong dung dich dém kiém (pH9,4) véi hé théng
dién di mao quan.
Dat tiéu chuin ISO 13485 hoic twong duong
4.5 Dung dich | Lo dung dich dam dac c6 chura chat bao quan dé 1x5ml
bao vé ct gitr nudc cat hodc nude khir ion dung dé stc
ngan vi rira mao quan trong hé thong dién di.
khuan phat | Pat tiéu chuan ISO 13485 hodc twong duong
trién va lang
can 6ng
mao quan
trén may xet
nghiém dién
di mao
quan.

4.6 Ong dyng | Ong va nip dé chira hoa chat kiém chuan trén 20
chat chuan | may xét nghiém dién di. Tai gdm 20 dng va nap. | 6ng/thi
cho cac xét | Dat tiéu chuan ISO 13485 hodc twong duong

nghiém dién
di
4.7 B0 kit dién | B0 kit dién di Protein 2x250ml dung trén may 2x250ml
di Protein | dién di mao quan.
Pat tiéu chuan ISO 13485 hoic twong duong

4.8 Hoéa chat | Hoa chat kiém chuan dién di protein mtc binh 5x1ml

kiém chuén | thuong.

dién di Pat tiéu chuan ISO 13485 hoic twong duong
protein murc
binh thuong

4.9 Hoa chat | Hoa chat kiém chuan dién di protein muc bat 5x1ml

kiém chuan | thuong.

diéndi | Dat tidu chuan ISO 13485 hoic twong dwong
protein muc
bat thuong

1.3. Cac yéu cau khac
* Nha thau phdi nop cing véi E-HSDT cdc tai liéu sau ddy:
Pbi voi toan bd hang héa:

- Co Catalog hoac tai li¢u k¥ thuat khac cua Nha san Xuét ¢ dﬁy du nd1 dung
ching minh céc dic tinh, thong sb ky thuat ddi véi cac hang hoa chio thau (Néu la
ngdn ngir nude ngoai phai co ban dich sang tiéng Viét) co day du ndi dung chimg



minh thong s6 k§ thuat ddi véi cac hang hoa tham du thau theo yéu cau ciia E-HSMT
va chiu trach nhiém vé noi dung va tinh chinh x4c giita ban gc va ban dich). Pong
thoi, nha thiu cin danh diu (Highlight) thong sé cu thé ciia hang héa dap ving
yéu cau Ky thuit tai E-HSMT trén ca tai li¢u Tiéng Anh va Tiéng Viét.

Ddi v6i hang héa 1a Thiét bi y té: Nop thém céc tai li€u sau.

- C6 gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 hoic CE
hoac FDA hodc tuong duong cua nha san xuét con hiéu lyc véi cac mat hang tham
du.

- S6 luu hanh con hiéu luc bao gdm S6 cong bé tiéu chuan ap dung dbi véi
Thiét bi y té thudc loai A, B do S¢' Y té cap hodc S gidy chimg nhan dang ky luu
hanh d6i voi Thiét bi y té thudc loai C, D do Bo Y té cap va Két qua phan loai Thiét
bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi dinh
s6 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/ND-CP ngay 01/01/2025
ctia Chinh phu. Dbi véi truong hop S6 luu hanh hét hiéu luc, dé nghi Nha thau giai
trinh kha nang cung ing hang hoa.

Luu y:

- Trong truong hop Nha thau ching minh hang hoa chao thau khong phai 1a
Thiét bi y t& (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y té hodc
thiét bi phu tro diing cho y té) thi Nha thau khong can nop SO luu hanh va Két qua
phan loai Thiét bi y t& cho hang hoa d6.

- Nha thau phai cam két hang hoa chao thau da duoc ké khai gia (D6i voi hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu sé 29/2024/TT-BYT ngay
03/11/2024 ctia Bo Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Diéu 1,
Nghi dinh 07/2023/ND-CP ngay 03/03/2023 va cam két gia ban khong cao hon gia
ké khai hodc gia niém yét theo Khoan 1, Piéu 18, Nghi dinh s6 85/2024/ND-CPngay
10/07/2024 & Diém 7, Khoan 18, Piéu 1, Nghi dinh 07/2023/ND-CP ngay
03/03/2023.

- Nha thau c6 cam két tai thoi diém ddi chiéu tai liéu hodc hoan thién hop
dong: Nha thau phai ndp cac tai liéu ching minh kha ning cung tng hang héa cé
ngudn goc ré rang va hep 18, nham dam bao dap tng yéu cau vé niang luc ky thuat
theo quy dinh vé “Diéu kién ky két hop déng” tai Khoan 2 Piéu 66 Luat dau thau so
22/2023/QH15. Trudng hop Nha thau khong thé cung cap tai lidu chimg minh, Nha



thau s& khong du diéu kién xét trang thau theo huéng dan tai Khoan 19 Diéu 140
Nghi dinh s6 214/2025/ND-CP.
Dbi véi yéu cau lip dit, giao hang, tudi tho cua hang héa:

1. Cam két tat ca hang hoa cung cap méi 100%, chua qua st dung, san xuat
nam 2025 trd di, c6 ngudn gdc xuat x rd rang, con nguyén dai, nguyén kién theo
quy cach dong géi clia nha san xuat.

2. Tai budc dbi chiéu tai liéu, d6i v6i hang hoa 1a hoa chit xét nghiém, nha
thau cung cip hang hoa dé Bén mua tién hanh Xac nhén gia tri str dung ctia phuong
phap trong Quan 1y chit luong xét nghiém theo Quyét dinh s6 2429/QD-BYT ngay
12/06/2017 cua BO Y té; trong truong hop thir nghiém hang héa thuc té khong dap
g dtng tinh ning k¥ thuat da chao tai E-HSDT va yéu cau k¥ thuat cia E-HSMT
thi dugc hiéu nha thau khong dap (mg dénh gia vé ky thuat. Trong truong hop nha
thau khong dong y cung cap hang hoa thir nghiém tai budc d6i chiéu tai liéu, hang
hoa cung cép theo Hop dong sau khi Bén mua thir nghiém khong dap tng duoc
Quyét dinh s6 2429/QD-BYT ngay 12/06/2017 ctia BO Y té, nha thau s& bi cham dut
hop d6ng va Bén mua s& ra Quyét dinh xur 1y vi pham va dang tai 1én Hé thong mang
dau thau Qubc gia.

Muc 2. Ban vé: Khong c6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang héa
dugc yéu cau s& duoc td chire tai Bénh vién Pa khoa tinh Tuyén Quang; Dia chi: So
44, duong Lé Duan, phuong Minh Xuén, tinh Tuyén Quang. Hang héa nha thau cung
cap trudc khi duoc nghiém thu s& duoc bén moi thau kiém. Bét cir hang hoéa nao
khong dam bao chét lugng theo yéu cau caa E-HSMT va E-HSDT sé& khong duoc
nghiém thu.






