Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

1. Gi6i thiéu chung vé dy toin mua sim, goi thau

- Tén du toan mua sam: Mua sam thiét bj y té (hda chat sinh pham - vat tu) st
dung nam 2026-2027 1an 2 cua Bénh vién da khoa Dam Doi;

- Tén ggl thau: Goi 03. Céc loai test‘khac va cac loai test noi kiém;
- Chu dau tu: Bénh vién Da khoa Bam Doi

- Pia diém thyc hién: Ap 5, xa Pam Doi, tinh Ca Mau.

- Nguon vén: Nguon thu hoat dong sw nghiép va cac ngudn thu hop phap
khac cia Bénh vién Da khoa Pam Doi.

- Loai hop dong: Pon gia c¢b dinh

- Thoi gian thuc hién goi thau: 24 thang.

2. Yéu cau vé ky thuat

2.1. Yéu cu ky thuat chung

- Tat ca cac hang hoa phai c6 ngudn gdc xuit x rd rang, hop phap va dam bao
chat lvong méi 100%, chua qua st dung.

- Cam két hang hoa c6 nhan véi day du thong tin theo quy dinh hién hanh cua
phap luat vé nhin mac hang hoa.

- Cam két Bao quan, dong goi, van chuyén: Theo tiéu chuan ctia nha san xuét.

- Cam két thu héi trong truong hop hang hoa bi 161, bi hong hodc ¢ cac khuyét
tat nay sinh c6 thé dan dén nhimng bét loi trong qua trinh sitr dung binh thuong cua
hang hoa do 15i ciia nha thau, hodc khi c6 thong bao thu hodi ctia co quan c6 tham
quyén.

- Cam két thu hoi hang ho4 trong truong hop hang hoa di giao nhung khong
dam bao chat lugng, hoac khong sir dung dugc vai trang thiét bi hién c6 cta don vi
thu hudng

- Noi dung E-HSDT ban gbc va ban up 1én hé thong 13 hoan toan gidng nhau,
néu c6 sai s6t lam anh huong dén két qua trang thau va cac van dé khac gy hau qua,
nha thau phai chiu hoan toan trach nhiém trudc phép luat.

- Cam két cung cip chimg nhan xudt x va chat luong clia nha san xuét
(FSC/CO, ISO/CQ) d6i véi hang nhap khau hodc cam két cung cp chimg nhan chat
lwong xuat xuéng cua nha san xuat ddi voi hang hoa trong nude.

- Cam két han dung ctia hang hoa tai thoi diém giao hang: Han sir dung cua
hang hoa tinh tir thoi diém cung tng dén co s y té phai dam bao:

+ P6i voi hoa chat: Nha thau cam két: Han sir dung con tdi thicu 12 thang ddi



v6i hang héa c6 han dung tir 02 ndm tré 1én; 06 thang ddi voi hang hoa c¢6 han ding
tor 01 dén dudi 02 nam; % han dung doi véi hang hoa ¢ han dung dudi 01 nam. Doi
v6i hang hoa khong ghi ngdy san xuét thi han dung phai con téi thiéu 06 thang ké tir
ngay giao hang.

+ Di voi cac hang hod khac: Han st dung theo tiéu chuan nha san xuat nhung
dam bao phu hop vdi yéu cau str dung cua Chu dau tu.

- Cam két Hang hoa tham du thau phai dap tng du diéu kién vé luu hanh theo
quy dinh phap luat hién hanh.

- Cam két chiu toan bo chi phi van chuyén, boc Xép, bao hiém, ct gitr trong
qua trinh cung tmg hang hoa, kiém tra, nghiém thu va giao nhan hang.

- Cam két hang hoa duoc giao theo timng dot theo yéu cau ciia chu du tu, cung
cap theo s6 luong hang héa thuc té chu dau tu yéu cu trong mdi dot giao hang.

- Hang hoa phai duoc van chuyén va ban giao tai Kho - Bénh vién Pa khoa

Pam Doi, dia chi Ap 5, x3 Pam Doi, tinh Ca Mau.

2.2. Yéu ciu k¥ thuit cu thé

Tom tit thong s6 k¥ thuat cia hang héa va cac dich vu lién quan phai tuan thu
cac thong so ky thuat va cac tiéu chuan sau day:

Quy cach |DPon vi

STT| Ténhanghoa |Tinh nang ky thuit co ban tham khio tinh So lugng
D0 nhay tuong duong
99,5% tr6 1én , d6 dac hi¢u
, . > 0Qo X,
01 Test thir Anti HIV | >99%, Cho két qua nhanh Hop 100 test | Test 100

Sinh pham 3 trong vong 15-20 pht.
Khéng nguyén khéac sinh
pham 1, sinh pham 2.
Xeét nghiém Dengue Ag la
dung cu xét nghiém sac ky
mién dich, dinh tinh phat
hién khang nguyén Dengue
02 Dengue NS1Ag NS1 (DEN 1,2,3,4) trong Hop 25 test Test 10.000
huyét thanh hodc huyét
tuong hodc mau toan phan
cua nguoi. PO nhay > 98%,
do dac hiéu > 98%
Pham vi do: 10-580 mg/dI
(0.6-33 mmol/l); Mau mau
03 | Glucose teststrip | tbi thiéu 0.4pul; Loai mau: | Hop 50 test | Test 10.000
Méu mao mach toan phan
(glucose mao mach).




04

Pylori test

Phat hién khang thé khang
H.pylori /mau .Test dang
cassette, thuc hién trén mau
méu toan phan hogc huyét
turong hodc huyét thanh. Do
nhay > 95% tr¢ 1€n, d6 dac
hiéu > 93% tro lén.

Hop 25 test

Test

1.200

05

Test Dengue
IgG/IgM

Phat hi¢n va phan biét
khang thé IgG va IgM
khéng cac type virus
Dengue 1,2,3 va 4. St dung
mAu huyét thanh hodc huyét
tuong. BJ nhay tuong
duong 94,6% trd 1én, DO
dac hi¢u tuong duong
96,5% tro 1€n. Thoi gian
doc két qua tir 15 - 20 phit

Hop 25 test

Test

400

06

Test thfrﬂ HIV sinh
pham 1

Phat hién virus HIV trong
mau huyét thanh hodc huyét
twong hodc mau toan phan
nguoi. PO nhay tuong
duong 99,5% trd 1én; Do
déac hi¢u twong duong 98%
trd 1én.

Kit thtr c6 khoang thoi gian
doc tir 15 dén 60 phut tro
Ién.

Boc 100 test

Test

3.000

07

Test HBsAgQ

Phat hién khang nguyén
HBsAg trong huyét thanh
hozc huyét trong ngudi.
Mau pham huyét thanh hodc
huyét twong. Do
nhay:100%, D¢ déc hi¢u:
99.88%. Thoi gian doc két
qua tur 15 - 20 phat

Hop 40 test

Test

6.000

08

Test An ti-HCV

Phat hién khang thé khang
HCV trong huyét thanh
hodc huyét trong hoic mau
toan phan nguoi. DO nhay:
100%. Bd dac hi¢u: 100 % .
Thoi gian doc két qua tir 15
- 20 phat

Hop 40 test

Test

1.500

09

Test thfrq HIV sinh
pham 2

Do nhay 99,5% , o dac
hiéu >99%, Cho két qua
nhanh trong vong tir 10-20
phut, c6 khang nguyén.
Khac sinh pham 1, sinh
phiam 3.

Hop 100 test

Test

100




10

Test nhanh Anti HBs

Test HBsAb dinh tinh phat
hién khang thé khang vi rut
viém gan B trong huyét
thanh hozc huyét twong
nguoi. B nhay tuong
duong: 99.8% trd 1én. Do
dac hi¢u > 98% tro 1én.
Thoi gian doc két qua tir 05-
20 phut

Hop 25 test

Test

4.000

11

Test Syphylis

Phat hién khang theé Giang
mai trong mau huyét thanh
hodc huyét twong. Thoi gian
doc két qua tir 05 - 20 phit.
Do nhay twong duong
99,9% trd 1€n, do dac hi¢u
tuong duong 99,7% trd 1én.

Hop 50 test

Test

5.000

12

Test thir ma tiy tong
hop

Test nhanh xét nghiém dinh
tinh, dong thoi cac chat gay
nghién c6 trong nudc tiéu
khi nong d6 vugt ngudng.
Thoi gian doc két qua tir 05
- 10 phut D6 nhay tuong
duong 99% tr¢ 1én. Do dac
hiéu twong duong 99% trd
Ién

Hop 25 test

Test

5.000

13

Test Troponin |

Dung dé phat hi¢n c¢Trl
trong mau toan phan hoic
huyét thanh hogc huyét
tuong ciia nguoi.
Thoi gian doc két qua tir 10
- 15 phat. BJ nhay tuong
duong 92% trd 1én. Do dac
hiéu tuong duong 98% tro
1én.

Hop 25 test

Test

2.000

14

Que thtr nuée tiéu sir
dung cho may phan
tich nudce tiéu Urit

Que thir nudc tiéu 10 thong
s6 dé do céc thanh phan:
Bach cau, Ketone, Nitrite,

Urobilinogen, Bilirubin,
Glucose, Protein, Specific
gravity, pH, Hong cau
trong nudc tiéu.

Hop 100 test

Test

52.000

15

Chat ndi kiém nudc
tiéu Urit

La dang chat long dung dé

kiém soét két qua trén may

tong phan tich nudce tiéu co
chi s6 am tinh

Hop 3 x 8§ mL

16

Chat ndi kiém nudc
tiéu Urit

La dang chat long dung dé

kiém soét két qua trén may

tong phan tich nudce tiéu co
chi s6 duong tinh

Hop 3 x 8 mL




17

Test EV71 IgM/1gG
test nhanh

Phat hién khang thé IgM
khang Entervirus 71. Mau
st dung: huyét thanh hoic
huyét tuong. D6 nhay 85%.
Do dac hi¢u 88%.

Hop 40 test

Test

400

18

Test thai

Phat hién hormone hCG
(Human Chorionic
Gonadotropin) trong nudc
tiéu
Do nhay > 95%, d¢ dac hi¢u
>95.%.

Hop 50 Test

Test

400

19

Phim X-quang k§
thuat s6 20x25

Kich ¢&: 20 x 25cm. Phim
kho k¥ thuat sb cong nghé
in laser. Tuong thich véi cac
dong may in Fuji Drypix
Edge . Xuét xir: Cac nuéc
cong nghiép phat trién G7.
Chat luong hinh anh cao,
cung cdp hinh anh rd rang.
Béo quan: Nhiét do 10—
25°C; D am 30-60%. C6
ching nhén dat tiéu chuan:
ISO 13485, ISO 9001 hoac
tuong duong

Hop 150

Tam

42.300

20

Phim X-quang k¥
thuat so 25x30

Kich ¢d: 25x30cm. Phim
kho k¥ thuat s6 cong nghé
in laser. Tuong thich véi cac
dong may in Fuji Drypix
Edge . Xuat xir: Cac nudc
cong nghiép phat trién G7.
Chat lwong hinh anh cao,
cung cép hinh anh rd rang.
Béo quan: Nhiét do 10—
25°C; Pd am 30-60%. C6
ching nhén dat tiéu chuén:
ISO 13485, ISO 9001 hoac
tuong duong

Hop 150

10.500

21

Phim nha 30x40mm

Kich thudc 30x40mm. Phim

rira lién. Pam bao do tuong
phan cao, hinh anh sic nét.

Mbi gbi phim bao gom mot
tam phim va mot tai chira
dung dich . Thoi gian rua
khoang 2-3 phut & nhiét do

phong.

Hop 100 tAm -
chai nuéc 250
ml

100

22

Day ndi bom tiém
dién

Day ndi bom tiém dién c6
khoéa két ndi luer lock duogc
lam tir chét liéu PVC y té
trong sudt, co khoa chan
dong. D6 dai cia day ndi
140 cm. Pat tiéu chuan tiét

trung EN 1SO 11135: 2014,

Hop 100 soi

Soi

2.500




EN ISO 13485 hoac tuong
duong.

* Ghi chd: Nha thau dyu thau hang héa theo yéu cau c6 dic tinh thong sb k§
thuat quy dinh hoic twong duong hoic tt hon so voi E-HSMT (tén va ma hiéu néu
6 chi mang tinh chat tham khio), truong hop hang hoa twong duong hoic tt hon
thi nha thau phai c6 tai liu chtimg minh va dam bao hang hoa du thau co dic tinh k§
thuat, c6 tinh ning sir dung twong duong véi cac hang hoa yéu cau. “Tuong duong”
c6 nghia la c6 déc tinh k¥ thuat tuong tu, co6 tinh nang str dung la twong duong vai
cac hang hoa da néu trén.



2.3. Cac yéu cau khac

Nha thau phai sir dung biéu miu du thau vé mit ky thuit ciia hang héa theo miu sau: Nha thau ké khai va dinh kém file excel

Tén nha thiu:

BIEU MAU DU THAU VE MAT KY THUAT

- S6 GPLH/ A
Dac tinh Tiéu PKLH/ Ban .
Tén Tén bic tinh | théng so hudn GPNK/ Phié phan Qu Két qua
Tén hang | thwong thong so | Ky thuat ¢ llll At tiép nhan hkeuo, Héng Nué loai céc% Pon S8 phin loai | Tailiéu tham

phan héa mai Ky méa ky thuat | cuia hang llcm’n ce‘g s 6“.‘(:]11'1’(:15 san sﬁnll;(ucé ¢ trang dén vi lll’()":l trang thiét | chiéu trong

(16) | theo E- | (néu higu trong E- | héa chao & D SO CAUNE 1 v uat TBYT "€ | tinh ME | biyt E-HSDT

HSMT |  co) HSMT | thiuE- | 1Ng | nhan dingky méu | 9 (néu c6)
hoa Iuu hanh hoidc .
HSDT c0)
tuong duong
1 ) 3 (4) () (6) () (8) 9) (10) (11) (12) | (13) | (14) (15) (16)

A B C D | Trang...cua

L Catalog, tai

A B,C,D liéu str dung

hoac cac tai

liéu khac
A B,C, D | tuong duong,
thudc E-
HSDT
Ghi cha:

- (1) Tén phan (16): La tén phdan (16) thuéc Chirong IV. Biéu mau moi thau ciia E-HSMT
- (3) Nha thdu chao tén thwong mai ciia hang hod duw thau;
- (2,5) Danh muc va Yéu cau ddc tinh théng so ky thudt theo E-HSMT;
- (7) Tiéu chucfn hé théng quadn Iy va chitng nhan chat lwong: ISO 13485, CE, FDA hodc twong dwong.
- (8) S gidy phép luu hanh san pham/ S6 dang ky hew hanh/ S6 Gidy phép nhdp khdu: Hang héa dwoc xdc dinh la trang thiét bi y té dy
thau theo quy dinh tai diém a, khodan 1, diéu 22 cia Nghi dinh 98/2021/NP-CP ngay 08/11/2021 va Nghi dinh sé 07/2023/ND-CP.

Nha thau phai chiu trach nhiém toan bo cac thong tin duoc liét ké trong biéu nay.




Muc 2. Ban vé
Khong c6 ban ve.
Muc 3. Kiém tra va thir nghiém

Bén mua hoic dai dién ciia bén mua c6 quyén kiém tra dé khing dinh hang
hoa ¢ dic tinh k¥ thudt phu hop véi yéu cau ciia hop doéng hay khong. Trudng hop
phat hién hang kém chét luong, khéng ding v6i hang héa chio thau hodc khong dap
g yéu cau chuyén mén thi don vi thu hudng c6 quyén tir chdi nhan hang, nha thau
phai c6 trach nhiém cung (mg hang hoa theo diing tiéu chuan nha thau da chao.

Noi dung kiém tra:

Buéc 1: Khi hang héa dugc chuyén dén bén mua, bén ban bao cho bén mua
biét dé hai bén cung nhau tién hanh kiém tra cac ho so, ching tir lién quan dén hang
hoa theo hop dong da ky két.

Buwéc 2: Nha thau phai tién hanh kiém tra thr nghiém hang héa dudi su giam
sat ciia chul dau tu va can bo k¥ thuat dai dién cua cha dau tu dé chimg minh hang
hoa d6 c6 chat lugng, thir nghiém dic diém k¥ thuat ... phu hop véi cac quy dinh
trong hop dong.

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

- Céch thuc xu 1y dbi v6i hang hoa khéng dat yéu cau qua kiém tra, thir
nghiém: Bt cr mot hang héa hodc chi tiét hang hoa qua kiém tra va thir nghiém ma
khong phu hop vé chat luong, vé dic tinh k§ thuat ..., thi chi dau tu ¢ thé tir chdi
va nha thau sé& phai thay thé cac hang hoa hoic chi tiét hang hoa bi tir chdi, moi chi
phi thay thé hang hoa déu do nha thau chiu trach nhiém, cac hang hoa thay thé phai
dap tng cac yéu cau vé dic tinh k¥ thuat. Truong hop nha thau khong c6 kha ning
thay thé hay diéu chinh cac hang hoa hoic chi tiét hang héa khong phu hop, chil dau
tu ¢6 quyén to chure viée thay thé hay diéu chinh d6 néu can thiét. Moi rui ro va chi
phi lién quan do nha thau chiu.

Budéc 3: Sau khi thir nghiém hai bén tién hanh nghiém thu hang héa va dua
vao st dung. Hang hoa duoc chuyén sang nghia vu bao hanh ngay sau khi cac bén
théng nhat nghiém thu va dua vao st dung.






