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

1. Y&u ciu vé ky thuat

1.1. Giéi thiéu chung vé dw &n/dy toan mua sam, goi thau

- Tén goi thau: Goi s6 02 Hoa chat dong mau, dinh nhém méau

- Chu dau tu: Bénh vién da khoa tinh Quang Ngi 2 (Tén cii: Bénh vién da khoa
tinh Kon Tum);

- bia chi thuc hién ban giao hang héa: 224 Ba Triéu, phuong Kon Tum, tinh

Quang Ngai;

- Ngudn von: Ngudn thu tir dich vu kham chira bénh BHYT va céc nguon thu

hop phap khéc cta don vi;

- Hinh thire lya chon nha thau: Dau thau rong rii trong nudc.

- Phuong thire lya chon nha thau: Mot giai doan, mét tdi hd so;

- Thoi gian té chic lua chon nha thau: Tur thang 2 nim 2026;

- Loai hop dong: Hop theo don gia c6 dinh;

- Thoi gian thuc hién goi thau: 365 ngay ké tir ngay ky hop dong.
1.2. Yéu cau vé ky thuat

1.2.1. Pham vi cOng Vviéc:

Pham vi cong viéc cua nha thau chao hang tat cac cac chi phi bao gom cac noi
dung co ban sau (nhung khong han ché, nha thau c6 thé bo sung thém céc chi phi can
thiét khac phil hop véi goi thu):

- Cung cap, van chuyén hang hoa téi dia diém cung cap;

- Bao quan, nghiém thu, ban giao hang héa;

- Van chuyén céc hang hoa theo dung vi tri va yéu cau cia Cha dau tu;

- Ban giao hang hda phai thoa man cac yéu cau cia E-HSMT. Chiu moi chi
phi nghiém thu va van chuyén hang hoa;

- Chi phi kiém tra, nghiém thu, ban giao;

- Bao hanh hang hda va cac dich vu sau ban hang theo hop déng.

1.2.2. Yéu cau k¥ thuat chung:

- Nha thau tham gia dy thau phai cung cép dtng va da chang loai, khdi luong
hang hoa néu tai Bang Pham vi cung cip hang hoa theo yéu cau cia E-HSMT.

- Hang hoa cung cap phai nguyén dai, nguyén kién theo quy dinh ctia nha san
Xuit. Co day du ky ma hiéu, hdng san xuit, nuéc san xuat.



- C4c trang thiét bi va hang hda du thau cho goi thau nay phai dam bao du diéu
Kién luu hanh tai Viét Nam theo quy dinh ctaa phap luat.

- Hang héa mai 100%.

- Y&u cau cy thé vé thong sé k§ thuat cac hang hoéa quy dinh cu thé tai danh
muc mai thau.

* Ghi chu:

- Pac tinh k¥ thuéat :

Yéu cau nha thau cung cp cic tai liéu dé ching minh dic tinh ki thuat, thong
sb k¥ thuat cua hang hoa: Catalog, tai li¢u cua nha san xuit hodc hd so mé ta san
pham hodc tai liéu mo ta chi tiét thong sb k¥ thuat, huéng dan str dung theo yéu cau
tai biéu mau hang hoa moi thiu E-HSMT.

Catalogue san pham ban gdc, ban dich thuat Tiéng Viét (Highlight mau vao tén
hang hoa, cac thong s k¥ thuat dap ung E-HSMT, ky ma hiéu san pham hang hoa
du thau).

Ho so mb ta san pham hodc tai liéu mo ta chi tiét thong so k¥ thuat, hudng dan
str dung ban gdc, ban dich Tiéng Viét (Highlight mau vao tén hang hoa, cac thong sb
ky thuat dap tmg E-HSMT, ky ma hiéu sin pham hang hoéa du thau).

Toan bd chung tir, tai liéu k¥ thuat nha thau cung cip ban gdc hodc ban sao ¢o
dong dau xac nhan ctia nha thau (Nha thau chiu trach nhiém sao y ban chinh) va
Highlight mau vao tén hang héa, cac thong sb ki thuat dap tmg E-HSMT, ky ma hiéu
san pham hang héa dy thau va pham vi chtng nhan cta céac loai Gidy t& chimg minh
Tiéu chuan chat luong).

- Tinh hop 1¢ ciia nha thau: Nha thau phai di diéu kién mua bén thiét bi y té:
cung cap phiéu tiép nhan ho so cong bd du didu kién mua ban thiét bi y té (d6i voi hang
hoa 1a thiét bi y té loai B, C, D, trir thiét bi y té thudc loai B, C, D duoc mua, ban nhu
cac hang hoa thong thudng theo quy dinh tai Diéu 4, Thong tu 05/2022/TT-BYT ngay
01 thang 8 nam 2022 ctia B Y té)

- Tinh hop phap ciia hang hoa chao thau ddi v6i hang hoa 1a thiét bi y té. Cung
cap day du céc tai lidu sau:

« Bang két qua phan loai thiét bi y t& con hiéu luc dugc Bo Y té cong khai
trén cong thong tin dién tir https://imda.moh.gov.vn/cong-khai-phan-loai-ttbyt (Ban gbc
hodic ban sao c6 dong dau xac nhan cta nha thau).

« SO luu hanh, cu thé:

* Déi véi thiét bi y té thuéc logi A, B cung cdp mot trong 6 cdc tai liéu sau:


https://imda.moh.gov.vn/cong-khai-phan-loai-ttbyt

+ 86 cong bd tiéu chuan ap dung thiét bi y té hodc Gidy phép nhap khau con hiéu
luc theo quy dinh hoac tuong duong

* Péi véi thiét bi y té thuéc logi C, D cung ccfp mot trong s6 cdc tai liéu sau:

+ S gidy ching nhan ding ky luu hanh hodc Gidy phép nhap khau con hiéu luc
theo quy dinh hodc tuong duong

Truong hop nha thau xac dinh hang héa tham dy “khdng” phai 1a thiét bi y
té theo quy dinh tai nghi dinh 98/2021/ND-CP ngay 08/11/2021, Nghi dinh
07/2023/ND-CP ngay 03/3/2023 vé stra d6i, bd sung mot sd diéu ctia Nghi dinh sb
98/2021/ND-CP ngay 08 thang 11 ndm 2021 cta chinh pha vé quan 1y thiét bi y té,
Vin ban hop nhat sé 04/VBHN-BYT ngay 03/6/2024 hop nhat Nghi dinh vé quan
Iy thiét bi y yé va Danh muc cac mit hang du thau nhu hang hoa théng thuong theo
quy dinh tai Piéu 4 Thong tu 05/2022/TT-BYT ngay 01/8/2022 cua Bo Y té vé viéc
Qui dinh chi tiét mot s diéu cua Nghi dinh s6 98/2021/NB-CP ngay 08/11/2021 cua
Chinh pha vé quan ly thiét bi y té thi nha thau cung cp tai liéu chimg minh hang
hoa dap tmg yéu cau k§ thuat theo E-HSMT.

- Céc tai liéu dinh kém trong HSDT néu 1a ngdn ngir khac thi phai dugc dinh
kém bén dich Tiéng Viét.

- Nha thau phai chiu trach nhiém vé tinh chinh xac cta cac tai liéu cung cép.
Truong hop can thiét chu dau tu yéu cau nha thau cung cip ban gbc cuia céc tai lidu
néu trén dé ddi chiéu lam cén cir xét thau.

1.2.3. Yéu cau vé tai lieu k¥ thuat va huéng dan st dung:

- Nha thau cung cap toan bo Catalogue san pham thé hién thong s6 nhiing dic
tinh, thong $6 k¥ thuat, ddm bdo theo mo ta tai danh muc trong HSMT va co ciu
hinh tinh nang k¥ thuat b?mg hoac cao hon so vdi yéu cu vé mat k¥ thuat dugc mo
ta tai biéu yéu cau vé mit k¥ thuat trong HSMT

- Nha thau phai cung cap tai liéu k¥ thuat va huéng dan sir dung ciia hang hoa
du thau do nha san xuat phat hanh khi ban giao hang hoa.

- B4 voi tai liéu va huéng dan sir dung cua hang héa dy thau do nudc ngoai
san xuat, nha thau phai cung cap ban hudng dan st dung bang tiéng Anh kém theo
ban dich ra tiéng Viét Nam. Nha thau phai hoan toan chiu trach nhiém vé tinh hop 18
cua ban dich.

2. Tom tat thong so ky thuat cia hang héa, dich vu lién quan. Hang héa,
dich vu lién quan phai tuan tha cac thong so ky thuat va tiéu chuan sau day:



Quy
cach ky

STT | Tén hang hoa Théng s6 ky thuit thuat/ Pqn S6 lwong
. vi tinh
Dong ’
goi
I Ho4 chat may
DPong mau
Hoa chat dung dé xét nghiém thoi
gian APTT dong go6i kém theo
Calcium Chloride, thuc hién trén
Hoa chit do may x¢ét flghl@ni do?g mau. De;mg
e long. Thanh phan to1 thiéu chira
thoi gian APTT | ... 12 5x9mL
5 . silica keo, phospholipid tong hop, A
1 danh cho may +5x8m | Hop 30
han tich dong dém va chat bao quan. Thoi gian L
Ir)néu on dinh héa chat sau khi mé nap:
t6i thley tr 30 ngay nhiét d6 2-8
do C, toi thi€u tir 5 ngay nhiét do
15 @6 C trén may. Chung nhan
chat lugng CE, ISO (13485)
Hoa chat dung | Hoa chat dung dich dung dé lam
dich dung d&¢ | sach va tdy nhiém trén h¢ thong
lam sach va tay | may dong mau ty dong. Thanh 1x80m
2 nhiém trén h¢ | phan t61 thi€u chira dung dich L Hop 30
thong may natri hypoclorit. Péng goi: 80ml
dong mau tu (hodc twong duong). Chimg nhan
dong chat luong CE, ISO (13485)
Hoa chat dung dé xét nghiém xac
dil}h hoa‘g do cua yéu to VII} trong
mau huy¢t tuong trén h¢ thong
may dong mau ty dong bang
Xét nghiém phuong phap do quang c6 kha
. z | nang phat hién cac yéu to tién
dinh luong yéu
Z o phan tich (bao gbm tan huyet 10x1m A
3 to VIII trén Hop 10
, A or mau vang, mau duc, thé tich miu L
may phan tich
o , va cuc dong vi thé). Dang Bot
dong mau

d6ng kho. Thanh phan t6i thicu
chtra huyét twong nguoi da dugc
lam ngheo yéu to VIIL. Thoi gian
6n dinh: t6i thicu tir 24 gid 32 - 8
d6 C, tbi thiéu tir 24 gio & 15 6 C




Quy
cach ky

STT | Tén hang hoa Théng s6 ky thuit thuat/ Pqn S6 lwong
. vi tinh
Dong ’
, goi
trén may. Chirng nhan chat luong
CE, ISO (13485)
Hoa chat dung d€ xét nghiém xac
dil}h hoat o cua yéu to IX trén h¢
thong may dong mau ty dong st
dung phuong phép do quang ’c()‘
kha nang phat hién cac yeu to tién
Xetnghiém | phan tich (bao gom tan huyet
dinh luong yéu | mau vang, mau duc, thé tich mau 10x1m
4 t6 IX trén may | va cuc dong vi thé). Dang bot L Hop 10
phan tich dong | dong kho. Thanh phan t61 thiéu
mau chtra: huyét tuong nguoi da duoc
lam nghéo yéu t6 IX. Thoi gian on
dinh: t6i ‘ghleu tor 24 gio 62 - 8 do
C, to1 thidu tir 24 gio 6 15d0 C
trén may. Chirng nhan chat lugng
CE, ISO (13485)
Cong phan ng dung trén hé
Cong phan mg | thong may déng mau ty dong
dang khoi dung | bang phuong phap do quang. 2400cU
5 cho hé thong bong goi: Hop 2400 cuvette (600 vette Hop 60
may dong mau | dai x 4 cong). Thanh phan: nhya
tu dong polystyrene. Chirng nhan chat
lugng CE, ISO (13485)
Hoa chatdung - o 14 Ging dé xéc dinh khang
cho xét nghiém | . x %
2 . dong Lupus (LA) trong mau huyét
khang dinh w .
A tuong nguoi theo phuong phap
phat hién ~ Al L A
, A pha loang noc doc ran, thyc hién
khang dong A A an .
Lupus (LA) trén may xét nghiém dong mau. 10x2m
6 P Dang Bot dong kho. Thanh phan Hop 3)
theo phuong ST LA L
e t01 thi€u chira: chiét xuat noc doc
phap thoi gian

noc ran Russell
pha loang trén
may phan tich
dong mau

ran, calci, phospholipid, dém.
Thoi gian 6n dinh: tdi thleu tor 15
ngay nhiét do 2-8 6 C, t6i thiéu
tr 3 ngay nhiét do 15 do C trén




Quy
cach ky

STT | Tén hang hoa Théng s6 ky thuit thuat/ Pqn S6 lwong
. vi tinh
Dong ’
, goi
may. Ching nhéan chat lugng CE,
FDA, ISO (13485)
Hoéa chat dé xéac dinh thoi gian
prothrombin (PT) va dinh lugng
fibrinogen trong huyét twong
nguoi trén may xet nghiém dong
mau tu dong. Hoa chat véi do
nhay ISI trung binh dat 1,00. D(f)ﬂ
. X tuyén tinh v&i Fibrinogen t6i thiéu
H(‘)a} chat do thudc 60 - 700 mg/dL. Dang Bot
thot gian PT NP » o\ oan 5%20m
5 . kho va chat bao quan va dém. A
7 danh cho may . NP . % .« | L+5x20 | Hop 50
A1 an Thanh phan t61 thiéu chira: yéu to
phan tich dong o e ons A - mL
. mo nguoi tai to hop, phospholipid
mau 2 . A A
tong hop, canxi clorua. Do 6n
dinh str dung sau khi hoan nguyén
(hoic md nip) t6i thiéu tur 10 ngay
& nhiét do 2-8 do C va t6i thiéu tir
10 ngay ¢ 15 do C trén may.
Chung nhan chat luong CE, ISO
(13485)
Hoa chit dung Hoa chAat dlAmgAdmh d,ungAde 1an’1
) X 2 sach trén h¢ thong may dong mau
dich dung dé A hanh ohin (i thid
lam sach trén W dong: Thanh p an ot thicu 1x500m
8 Ak . chtra acid chlohydric 100 mmol/L. Hop 40
hé thong may , . y L
A . Dong goi: 500 mL (hodc tuong
dong mau tu . A X
don duong). Ching nhan chat lugng
NE CE, FDA, I1SO (13485)
o Hoa chat dung dé kiém chuan cho
Chatkiém | xét nghiém dong mau nhu PT,
ching murc bat | APTT, Hepatocomplex ¢ dai do
thuong cao bat thuong cao. Dang Bot kho. 10x1m
9 dung cho cac | Thanh phan t0i thi€u chira huyét L Hop 30

x€t nghiém trén
may phan tich
dong mau

tuong nguoi. Thoi gian 6n dinh:
t6i thicu tir 24 gio véi xét nghiém

PT, AI?TT hoaq thoi gian 6n dinh
toi thieu tur 8 tiéng véi xét nghiém




Quy
cach ky

STT | Tén hang hoa Théng s6 ky thuit thuat/ Pqn S6 lwong
. vi tinh
Dong ’
goi
Hepatocomplex. Chung nhén chat
lugng CE, FDA, ISO (13485)
Hoa chat dung dé kiém chuan cho
x¢ét nghiém dong mau nhu PT,
APTT, TT, Fibrinogen, cac loai
yéu td, yéu té Von Willebrand,
Chét kiém Antithrombin, Plasminogen,
ching murc Plasmin Inhibitor, Protein S,
binh thuong Protein C, Hepatocomplex ¢ dai 10x1m
10 |dungchocac | do binh thuong. Dang Bot kho. L Hop 30
xet nghiém trén | Thanh phan t6i thiu chira huyet
may phan tich | twong ngudi. Thoi gian on dinh
dong mau t6i thiéu 24 gid v6i xét nghiém
PT, APTT, Fibrinogen, TT hoac
t6i thiéu tir 8 tiéng v4i xét nghiém
Hepatocomplex. Chimg nhén chét
luong CE, FDA, ISO (13485)
Hoa chat dung dé kiém chuan cho
xét nghiém dong mau nhu PT,
APTT, TT, Fibrinogen,
Chat kiém Antithrombin, Protein S, Protein
chimg murc bat | C, Hepatocomplex & dai do bat
thuong thap thuong thép. Dang Botkho. 10x1m
11 |dungchocac | Thanh phan toi thiéu chira huyét L Hop 10
xet nghiém trén | tuong nguoi. Thoi gian 6n dinh:
may phan tich | ti thiéu 24 gid vé6i xét nghiém
dong mau PT, APTT, Fibrinogen, TT hoac
6i thidu tir 8 tiéng v4i xét nghiém
Hepatocomplex. Chimg nhan chét
luong CE, FDA, ISO (13485)
Hoéa chat dung | Hoa chat dung dich dung dé xtc
dich dung d¢ rira trén hé théng phan tich dong
12 Xﬁp rua trén hé mé}l ty dong. Thanh phr:fm tbi 1x4000 Binh 60
thong phan tich | thiéu chira 2-Methyl-4- mL

dong mau tu
dong

isothiazolin-3-one hydrochloride
(MIT HCI). Bong go6i: 4L (hodc




Quy
cach ky

STT | Tén hang hoa Théng s6 ky thuit thuat/ Pqn S6 lwong
. vi tinh
Dong ’
goi
twong duong) Chirng nhan chat
luong CE, FDA, ISO (13485)
Hoa chat dung dé hiéu chuan cho
xét nghi¢ém dong mau nhu PT,
Fibrinogen, cac loai yéu t6, yéu to
Von Willebrand, Antithrombin,
Plasminogen, Plasmin Inhibitor,
Protein S, Protein C. Dang dong
Chét chuan kho. Thanh phan tbi thiéu: chira
dung cho cac | huyét tuong nguoi. Thoi gian on 10x1m
13 | xét nghiém trén | dinh: t61 thiéu tir 24 gid & nhiét do L Hop 2
may phéan tich | 2-8 @6 C véi xét nghiém PT,
dong mau APTT, Fibrinogen, TT,
Antithrombin, Plasminogen,
Plasmin Inhibitor, Protein C va
Protein S, t6i thiéu tir 8 gio & nhiét
do 2-8 do C voi cac xét nghiém
yéu t6. Chtng nhan chét luong
CE, FDA, IS0 (13485)
Hoa chat dung dé pha lodng xét
Hoa chét ding nghiém chuin may trén may xét
2 N nghi¢m dong mau. Dang Long.
dephaloang | o b o han 6i thidu c6 chira natri | 1x100m | .
14 | trén h¢ thong . \ . . . Hop 20
phan tich dong cloride va nevttrl azide. Pong goi: L
MaL 100 mL (hodc tuong duong).
Chung nhan chat lugng CE, FDA,
ISO (13485) ?
, L 1 Hoa chat dung dé xét nghiém dinh
gléoiéihlf;li?rlf lugng Fibrinogen-Clauss. Dang
dinh luong ' Bot kho. Thér}h phan t61 thiéu
Fi brinogen chua: throrql?ln pﬁguén goc bo. B 10x2m
15 theo phu:on’g tgyén tinh t61 thiéu 35 rr}g/dL va L Hop 20
phap Clauss to1 da 1000 mg/dL. Do 6n dinh st

trén may phan
tich dong mau

dung sau khi hoan nguyén (hodc
mo nap) toi thidu tir 3 ngay nhiét
dg 2-8 d6 C, toi thidu tr 3 ngay




Quy
cach ky

STT | Tén hang hoa Théng s6 ky thuit thuat/ Pqn S6 lwong
. vi tinh
Dong ’
goi
nhiét do 15 do C trén may. Pong
g6i: 20 mL (hoac tuong duong)
Chtng nhan chat luong CE, FDA,
ISO (13485)
Hoa chat dung dé xét nghiém dinh
luong D-Dimer theo phuong phéap
mién dich d6 duc thuc hién trén
may xét nghiém dong mau, loai
trir kha ning mac thuyén tic huyét
khéi tinh mach (VTE). Ngudng
xét nghiém t6i thiéu tir 500
Hoéa chat dung | ng/mL, d nhay tbi thiéu tir
dé xét nghiém | 99.99%, d6 dic hiéu trung binh
dinh lwong D- | dat tir 40%, d6 tuyén tinh tdi thiéu | 3x4mL
16 | Dimer, theo thudc 215 - 128000ng/ml (ché do | +3x6m Ho 10
phuong phap auto rerun) va gia tri tién luong L+2x1 P
mién dich latex | am tinh (NPV) dat 100%. Hoa mL
trén may phan | chat kém theo chat dém (hoic chat
tich d6ng mau | pha lodng) va chat chuan. Dang
Long. Do 6n dinh sir dung sau khi
hoan nguyén (hoic md nip): hoa
chat Latex t6i thiéu tir 30 ngay
nhiét d6 2-8 d¢ C, t6i thiu tir 7
ngay nhi¢t do 15 do C trén may.
Chtng nhan chét luong CE, 1SO
(13485)
Hoa chat dung dé kiém chuan cho
Chat kiém xét nghiém dinh luong D-Dimer,
ching dung gém 2 muc ndng do ngudng va
cho xét nghiém néng do bat thuong, thuc hién trén
. o O . ox1mL
17 d;ph lugng D- | may xét nghlcm‘don,g' mau. Dang +5x1m | Hop 5
Dimer (dv: Long. Thanh phan t6i thi€u chira L i
FEU ng/mL) D-Dimer ¢6 nguon goc tu fibrin

trén may phan
tich dong mau

ngudi. Thoi gian on dinh: t6i thicu
tir 30 ngay nhiét d¢ 2-8 do, toi
thiéu tir 24 gid nhiét do 15 do trén




Quy

) cach ky Pon ]
STT | Tén hang hoa Thong so ky thuat thuat/ vi tinh So lwgng
DPong :
goi
may. Chting nhan chat luong CE,
1SO (13485)
. £, 1 Hoa chat dung dé sang loc khang
glzagga:lgﬁré%n dong Lupus. (LA) trong mau puyé’t
sang loc phéf tuong nguoi the? phéu:omg phaH
hien kﬁéng pl}a loqng r}()c doi ran,Athu:c h,1¢n
don o Lupus trén may xet nghiém dong mau.
Dang Bot dong kho. Thanh phan
(LA) theo [T , . A A A 10x2m A
18 huong phép to1 thi€u chira: chiét xuat noc doc L Hop 5
fh(‘)’i gian noc ran, calci, phospholipid, dém.
i Russellvpha Thot gia.n on dinh t61 thié’u. tL‘r.ES
lodng trén méy ngay nhiét d(?) 2-8dg C, toi thAléu
phan tich dong tir 3 ngay nhi€t do 15 d6 C tren
MAL may. Chimg nhan chat lugng CE,
FDA, ISO (13485)
Pén led 671nm | Pén LED cung cap anh sang budc
19 | dung cho mady |song 671nm cho bd phan do Tai Tai 5
ACL TOP quang may dong mau ACL TOP
Hoéa chit may
[ dinh nhom
mau Gel Card
tu dong
Gel card > 8 giéng, > 1 test/card,
thé dung dé xac dinh céc khang
nguyén cua h¢ ABO va Rh (D)
. cling nhu nhom ABO chiéu nguoc
Sﬁé‘;‘ﬁf&nh trong ky thugt gel. Thanh phén toi
ABO/Rh béng thiéu gom: Anti A; énu 7B;VAnt1
1 hai phurong AB; Apt1 D }(hong co khq nang 2x25car Hop 1013
. £ phat hién bién thé D; Anti D c0 ds '
phap huyét

thanh mau va
hong cau mau

kha nang phat hién bién thé D; vi
6ng kiém soat (dung dich co chat
dém khong c6 khang thé); dung
dich co6 chat dém khong co khang
thé (xét nghiém nhém ABO chiéu
nguoc). Xét nghiém dugc thuc




STT

Tén hang hoa

Théng s6 ky thuit

Quy
cach ky
thuat/
DPong
goi

Pon
vi tinh

S6 lwong

hién thu cong hoac trén may phan
tich nhom mau ty dong. DO nhay:
t0i thieu tir 99,5%, do ddc hiéu:
100%. Béo quéan: 2 dén 8 46 C.
Dong goi: > 50 card/hop. Chiing
nhan chat lugng FDA CE, I1SO
(13485)

Gelcard dinh
nhom méau
ABO/Rh bang
phuong phap
huyét thanh
mau

Gel card > 8 giéng, > 2 test/card,
thé dugc dung dé xac nhan cac
nhém mau thuoc hé ABO va Rh
(D) trong k¥ thuat gel. Xét
nghiém duogc thuc hién thu cong
hodc trén may phan tich nhém
mau ty dong. Thanh phﬁn tbi thiéu
(x2): gdm Anti A; Anti B; Anti D
khong c6 kha ning phat hién bién
thé D; vi ong kiém soat (dung
dich chira chat dém khong co
khang thé). o nhay: tdi thiéu tir
99,7 %, d0 dac hi¢u: 100% Bao
quan: 2 dén 25 46 C. Pong gbi: >
50 card/hop. Chimg nhén chat
lugng FDA, CE, ISO (13485)

2x25car
ds

40

Gelcard dinh
nhom méau
bang phuong
phap hong cau
mau, thuc hién
phan tmg hoa
hop nhém méu
622d0C

Gel card > 8 giéng, thé duoc s
dung cho cac xét nghiém trong
mdi truong mudi va enzym, dong
thoi dung 1am vi 6ng kiém soat
trong k¥ thuat gel. Cac xét nghiém
ky thuat nudc mudi va enzym bao
gom: sang loc va xac dinh khang
thé bat thuong, phan @ng chéo, tu
kiém so4t, dinh loai té bao hong
cau va xac dinh nhém ABO chiéu
nguoc. Xét nghi¢m dugc thyc
hién thu cong hoac trén may phan
tich nhom mau tu dong. Thanh
phan t6i thiéu: gdm dung dich co

2x25car
ds

40
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Tén hang hoa

Théng s6 ky thuit

Quy
cach ky
thuat/
DPong
goi

Pon
vi tinh

S6 lwong

chat dém khong c6 khang thé (vi
6ng neutral). Bao quan: 2 dén 25
do C. Bong goi: > 50 card/hop.
Chtng nhan chat luong FDA, CE,
ISO (13485)

Gelcard
Coombs truc
tiép, thuc hién
phan tmg hoa
hop nhém mau
637d6C

Gel card > 8 giéng, thé duoc ding
trong Xét nghiém khang globulin
truc tiép va gian tiép trén cac mau
mau nguoi trong ky thuat gel. Cac
xét nghiém bao gom sang loc va
xéc dinh cac khang thé bat
thuong, phan (ng chéo, tu kiém
soat va phan loai té bao hong cau.
Thanh phan t6i thiéu: dung dich
V6i cuong do i-6n thap co chat
dém (LISS) véi khang globulin
ngudoi; hdn hop khang thé khang
IgG da dong va khang thé khang
C3d don dong. Xét nghiém dugc
thuc hién thu cong hodc trén may
phan tich nhém mau tu dong. Bao
quan: 2 dén 25 46 C. Pong gbi: >
50 card/hop. Chimg nhén chat
lugng FDA, CE, ISO (13485)

2x25car
ds

20

Dich pha loang
hdng cau bénh
nhan cho may
dinh nhém mau
tu dong

Thudc thtr d&é pha hon dich té bao
hong cau va dich pha lodng huyét
tuong / huyét thanh duoc st dung
trong ky thuat gel. Xét nghiém
dugc thuc hién tha cong hoac trén
may phan tich nhom mau tu dong.
Thanh phan t6i thiéu: gdm glycin
va glucose; cloramphenicol va
neomycin sulfat 1am chat bao
quan. Bao quan: 2 dén 8 d6 C.
Dong goi: 200 mL (hoac tuong
duong). Ching nhéan CE, ISO
(13485)

2x100m
I

250
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Dich rira hé
théng cho may
dinh nhom mau
tu dong

Dung dich duoc str dung dé ria hé
thdng lién quan dén chét long cua
may phan tich nhém méu ty dong.
Thanh phan téi thiéu: gdm dung
dich mudi dam dic ¢ pha mau
d6, chat bao quan natri azit &
trang thai pha loang cudi cung.
Bao quan: 2 d&én 25 d6 C. Pong
g61: 1500 mL (hodc tuong
duong). Chtng nhan chét luong:
CE, 1SO (13485)

12x125
ml

36

Dich rtra kim
cho may dinh
nhom mau tu
dong

Dung dich duoc st dung dé rira hé
thdng lién quan dén chét long cua
may phan tich nhom mau tu dong.
Thanh phan téi thiéu: gdm dung
dich ¢am dic chira chat hoat dong
bé mit c6 pha mau xanh duong,
chat bao quan natri azit ¢ trang
thai pha loang cubi cung. Bao
quan: 2 dén 25 46 C. Pong gbi:
1500 mL (hoac tuong duong).
Chtng nhan chét luong: CE, ISO
(13485)

12x125
ml

72

Bo kit hong
cau mau sang
loc khang thé
bat thuong

Hong cau mau dugc st dung dé
sang loc cac khang thé bat thuong
trong k¥ thuat gel. Thanh phan tdi
thiéu: chira 0,8% hdn dich san
sang sur dung tir cac té bao hong
cAu nhom O dugc san xuét bai
mét ngudi hién tang duy nhét cho
mdi lo. Céc té bao ¢ trong dung
dich c6 chat dém va chat bao quan
(neomycin va cloramphenicol).
Xét nghi¢m duogc thyc hién thu
cong hodc trén may phan tich
nhom mau ty dong. Bdo quan: 2

3x10ml

16




Quy
cach ky

STT | Tén hang hoa Théng s6 ky thuit thuat/ Pqn S6 lwong
. vi tinh
Dong ’
goi

dén 8 do C. Pong géi: 30 mL
(hodc twong duong). Chimg nhan
chat luong: CE, ISO (13485)

Hong cau mau dugc st dung dé
xac dinh nhém ABO chiéu nguoc
trong ky thuat gel. Xét nghiém
dugc thuc hién tha cong hoac trén
may phan tich nhom mau ty dong.
Thanh phan t6i thiéu: gom hdn
dich 0,8% sin sang sir dung tir cac
Hong cau mau | té bao hong cau ngudi thudc nhom | 2x10ml | Hop 16
méu Al, B; cc té bao & trong
dung dich c6 chat dém va chat bao
quan (neomycin, cloramphenicol).
Bio quan: 2 dén 8 d6 C. Pong
g6i: 20 mL (hoac tuong duong).
Chung nhan chat luong: CE, ISO
(13485).

Ghi chi: Bat ky thirong hiéu, ma hiéu, danh tir riéng (néu c6) trong bang yéu
cau ky thugt chi mang tinh chat minh hea cho céc tiéu chudn chat lwong, tinh nang ky
thugt khé mo ta, nha thau c6 thé lwa chon dir thau hang héa c6 nguOn goc, Xudt Xir,
nha sdn xudt, thirong hiéu, ma hiéu phi hop véi diéu kién cung cdp nhung phdi dam
bdo yéu cau tiéu chudn ky thudz, dac tinh ky thudt, tinh ndng si dung ~ twong dwong”
V6i yéu cau toi thiéu.

3. Céc yéu cau khéc:

- Hang hoa dy thau phai néu rd: Ky ma hiéu; Nhan hié¢u; Nam san xuat; Xuat
xt; Hang san xuat; Cau hinh, tinh ning k¥ thuat co ban dap tng yéu cau cua E-
HSMT tai chuong V (Theo file dinh kem)

- Cam két cung cap hang héa méi 100% chua qua sir dung, san xuit tir ndm
2025 tré ve sau;

- Tiéu chuan chat luong cua hang hoa du thau: Phai dam bao hang héa dy thau
c0 tiéu chuan chat lugng ding theo tiéu chuan chat Iuwgng da cong bo.

- Nha thau phai cung cap day du Catalogue va céc tai liéu c6 lién quan (ban gdc)
nhu: Tai liéu k¥ thuat, hudng dan sir dung. .. cho toan bd hang hoa chao thau dé chiung




minh hang hoa do minh chao thau 1a dép tmg cac yéu cau vé ki thuat.

- Céc tiéu chuan k¥ thuat cta cac nha thau néu trong E-HSDT phai thé hién
trén catalogue va tai lidu k¥ thuét ban gdc va ban dich. Nha thau chao cac TSKT cua
hang hda theo thit twr yéu cau va ghi rd thong sd k§ thuat tham chiéu tai trang nao cua
catalogue hay tai liéu k¥ thuat. (Theo file dinh kém)

- Quy céch: Nha thau c6 thé chao quy cach dong goi khic véi yéu cau cua E-
HSMT nhung dam bao tong khéi lwong dong géi 16n hon hodc bang quy cach dong
g6i yéu cau ddi véi danh muc hang hoa, hang hoa du thau phai dap tmg yéu cau vé
quy cach cua E-HSMT

- S6 luong hang hoa s& dugc Chil dau tu yéu ciu cung cap theo timg dot, tuy
theo nhu cau thyuc té str dung. Thoi gian giao hang trong vong 07 ngay (24 gio doi
v6i truong hop cip ciru) ké tir khi ¢ yéu cau tir Chu dau tu thong qua dién thoai,
zalo, mail, Fax.....

* Nha thiu phai 1am gidy cam két vé gia theo miu sau:

TEN NHA THAU CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phuc

S6: /GCK

vt eeeneeeees, NGAY  thdng  nam... ...

GIAY CAM KET
Kinh gtri: Bénh vién Pa khoa tinh Quang Ngai 2
Cian cir E-HSMT ciia Bénh vién Pa khoa tinh Quang Ngii 2 vé Géi s6 02 Hoa
chat dong mau, dinh nhém mau.
Nay 7Tén Nha thdu xin dy thau Goi thau: Goi s6 02 Hoa chat dong mau, dinh
nhoém mau véi gia du thau 13: sé tién tham gia dy thau( bang chi-.......)
Nha thau chlng t61 xin cam két chju trach nhiém trude phap luat vé muc gia du
thau ctia nha thau 1a phu hop véi gia thi trudng theo quy dinh cua phap lut. Nha thau

hoan toan chiju trach nhiém vé gia du thau néu trén.
PAI DIEN HOP PHAP CUA NHA THAU
( ky tén, dong dau)

Muc 2. Ban vé: Khong co.

Muc 3. Kiém tra va thir nghiém: Céc kiém tra va thir nghiém can tién hanh
gom co: theo hop dong dugc Ky két.



