Chuwong V. YEU CAU VE KY THUAT

1.1. Giéi thiéu chung vé dw toan, goi thau

- Tén dy toan: Mua sdm thiét bi y té, vat tu, hoa chat xét nghiém phuc vu cong tac kham
chira bénh tai Bénh vién da khoa khu vuc Yén Hoa nam 2025 — 2026 (12 thang)

- G6i thau: Goi thau s6 01: “Mua sam thiét bi y té, vat tur, hoa chét xét nghiém phuc vu cong
tdc kham chira bénh tai Bénh vién da khoa khu vuc Yén Hoa tinh Tuyén Quang nam 2025 —
2026 (12 thang)”

- Tén Chu dau tu: Bénh vién da khoa khu vyc Yén Hoa tinh Tuyén Quang.

- Nguén von: Nguon thu dich vu KCB, nguén thu do co quan BHXH thanh toan

- Thoi gian thyc hién goi thau: 12 thang ké tir ngay hop dong c6 hiéu luc.

- Loai hop dong: Hop dong theo don gia ¢ dinh

- Hinh thirc Iya chon nha thau: Dau thau rong rai, qua mang.

- Phuong thtrc lya chon nha thau: Mot giai doan, mdt tai ho so.

1.2. Yéu cdu vé ky thugt

1.2.1. Yéu cdu vé kj thudt chung:

- Hang hoa méi 100% c6 ngudn gdc xuit xi 1d rang

- Hang hda dat mot trong cac tiéu chuan ISO hodc céc tiéu chuin khéc tuong duong con
hiéu luc dén thoi diém dong thau theo yéu ciu timg mit hang

- Tai liéu mé td vé dic tinh ky thuit, thong sé ky thuidt (quy cach,....) hodc co
catalogue... thé hién diy dd Ky ma hiéu, Nhdn mac san phim (theo quy dinh ctia nha san
xuat); Tén nha san xuit; Théng so ky thuat hang hdéa; Quy cach hang héa dé Chu dau tw
danh gia vé mat ky thuat theo yéu cau; kiém tra va giam sat viéc cung &ng sau khi tring
thau hinh anh ctia hang héa dw thau.

Céac tiéu chuan k¥ thudt cia cac nha thau néu trong E-HSDT phai thé hién trén
catalogue va tai li¢u k¥ thuat.

- Dbi véi cac hang hoa thudc loai B. C. D: Nha thau tham dy thau phai dugc cong bd du
diéu kién mua ban thiét bi y té theo quy dinh tai Nghi dinh 98/2021/ND-CP ngay 08/11/2021
cua Chinh phu

- S cong bd va Phiéu tiép nhan (hoic Phiéu thong tin) hd so cong bd du diéu kién san
xudt d6i véi TTBYT san xuat trong nude theo quy dinh N 98/2021/ND-CP.

- Thiét bi y té du thau phai dap Gng diéu kién lwu hanh ddi véi thiét bi y t& nhu quy dinh
tai khoan 2 Piéu 1 Nghi dinh 07/2023/ND-CP ngay 03/03/2023.

1.2.2. Yéu ciu vé ki thuat ( Yéu cau tdi thiéu)

- Hang héa phai dap (rng cic yéu cau vé dic tinh, théng sé ki thuit va cac yéu cau
khac nhw quy dinh dwéi diy va 1a mirc yéu ciu toi thi€éu phai dat hodc chip nhin dwoc



Stt Danh muc Théng s6 k§ thuit( mirc yéu cau | Quy cach | Pon vi S6 S6 GPNK/ | Tiéu chuin
hang hoa tdi thiéu) dong goi tinh lugng GPLH/ chit lwong
TKHQ
(néu c6)
1 Bong hut Quy céch: 1kg/ goi. Béng y té 01kg/tai Kg 40 Yéu cau Yéu cau
tham nudc 100% bong xo thién
nhién.
2 Con 70 Thanh phan chinh Ethanol 70%, | can 30 lit Lit 200 Yéu cau Yéu cau
dung dich dung ngoai. Can 30 lit
3 Dung dich Hoat chat: Chlorhexidine chai Chai/ml 5 Yéu cau Yéu cau
rira tay phau digluconate 2,0 % (w/w). Chai 500ml
thuat. 500ml
4 | Dung dich sat | Chlorhexidine Digluconate 0,5% chai Chai/ml 10 Yéu cau Yéu cau
khuan tay | (v/v); Ethanol 80% (v/v); Isopropyl | 500ml
alcohol (Isopropanol) 7.2% (v/v) va
cac chat phu gia. Chai 500ml
5 Bang vai Kich thudc: Smx10cm 1a dang gac y 10 Cudn 300 Yéu cau Yéu cau
cudn té , duoc dét tir soi cotton 100% cudn/goi
6 Bang dinh 5 | Bing keo y té kich thugc Scmx5m Cudn 300 Yéu cau Yéu cau
cmx5cm Hop/6
cudn
7 | Gacytekho | Gac hut nuéc 100% cotton, kho 1000 Meét 400 Yéu cau Yéu cau
0,8m 0,8m mét/kién




Bom tiém
Iml

Xy lanh dung tich Iml dugc san
Xuat tr nhya y té nguyén sinh trong
sudt, nhin bong, khong cong vénh,

khong c6 ba via. Vach chia dung

tich rd nét.

- Gioang c6 nim bom hét hanh trinh
gitip tiém hét thudc, dat khoang chét
< 0.03ml, khi va dung dich tiém
khong lot qua dugc gioang.

- Kim 1am bang thép khong gi, sic
nhon, vat 3 canh. Kim 26Gx1/2".
DPéc kim c¢6 mau gitp phan biét ¢
kim theo tiéu chuan qudc té va duogc
gan chit vai than kim khong gay ro
ri, an toan khi stir dung.

- San pham dugc tiét tring bang khi
Ethylene Oxide (E.O). Chiing nhan
EN ISO 13485 hodc twong duong

Hop 100
cai (Kién
4200 cai)

Chiéc

100

Yéu cau

Yéu cau

Bom tiém
10ml

Xy lanh dung tich 10ml dugc san
xudt tir nhua y t& nguyén sinh trong
sudt, nhin bong, khong cong vénh,

khong co ba via. Vach chia dung

tich rd nét.
- C6 thang chia dung tich hut téi da

Hop 100
Céi (Kién
1200 cai)

Chiéc

35.000

Yéu cau

Yéu cau




dén 12ml, vach chia nho nhat
<0,2ml
- Pit tong c6 khia bé gdy dé huy,
khong c6 ba via.

- Kim lam bang thép khong gi, sic
nhon, vat 3 canh. Kim cac co
23Gx1", 25Gx1". Béc kim c6 mau
gitp phan biét cd kim theo tiéu
chuan quéc té va dugc gin chit véi
than kim khong gay r0 ri, an toan
khi str dung.

- C6 gidy chung nhan dat tiéu chuan
CE , EN ISO 13485 hoac tuong

duong
10 Bom tiém Xy lanh dung tich 5ml, dwuocsan | Hop 100 | Chiéc | 25.000 | Yéucau Yéu cau
5ml xudt tir nhua y té nguyén sinh trong | Cai (Kién
sudt, nhan bong, khong cong vénh, | 2000 cai)

khong c6 ba via. Vach chia dung
tich rd nét.
- C6 thang chia dung tich hit t6i da
dén 6ml
- Pit tong c6 khia bé gdy dé huy,
khéng cé ba via.

- Kim lam bang thép khéng gi, sic




nhon, vat 3 canh. Kim cac co
23Gx1", 25Gx1". Péc kim c6 mau
gitp phan biét cd kim theo tiéu
chuén quéc té va dugc gin chit véi
than kim khong gay r0 ri, an toan
khi str dung.

C6 gidy chiing nhan dat tiéu chuan
CE, TCVN 5903:1995, tiéu chuan
tiét trung EN ISO 11135: 2014,
EN ISO 13485 hoac tuong duong

11 | Bomtiém dp | Bom tiém nha khoa dung trong gy Cai 2 Yéu cau Yéu cau
luc té. Loai >1.8ml
12 | Kimchocdd | Paukim 3 mit vat, tiét tring EO, | 20 cai/hop |  Céi 40 Yéu cau Yéu cau
cac loai, cac | chudi kim trong sudt phan quang, co
coO nhiéu ranh
13 Kim cham Than kim duoc 1am tir thép khong | 10 cai/ vi Cai 8000 Yéu cau Yéu cau
ctru céc sd gi; phan tay cam dugc cudn bang
thép; khtr tring bang khi EO
14 | Daytruyén | Ddy dan: Dai 1600mm, dugc lam tir |  TGi 01 B 2.500 | Yéucau Yéu cau
dich c6 kim | nhua nguyén sinh PVC trang silicon | b§/500
c6 do dan hoi cao. Co cong tiém bo/kién

thude chit Y. Pau ni kim thiét ké
khoa van dé khoa chit kim (Luer
lock). Van thoat khi (van loc khi):




c6 thiét ké mang loc khudn 0.2um
v6 khuan. Bau dém giot dung tich >
8.5ml. C6 mang loc dich 15um

15 Gang kham San xuat tir cao su thién nhién, co 50 boi 10.000 Yéu cau Yéu cau
) ngén co phu bot tinh bot, cac cd khac nhau do1/hdp
bot
16 Gang tay San xuat tir cao su thién nhién.Tiét | Tai 01 doi boi 1.500 Yéu cau Yéu cau
phau thuat tiét tring
tring céc sd
17 | Gangtay dai | San xuattir cao su thién nhién, c6 | Tui01d6i | Doi 150 Yéu cau Yéu cau
san phu bot chéng dinh. Puoc tiét tring
bang khi EO. C6 ¢& 7.0-7.5
18 | Ongnghiém | Chat liéu: Ong dugc 1am bang nhya | Khay 100 | 6ng/cai | 5.000 Yéu cau Yéu cau
nhuya conap | y té PP, kich thuéc éng 12x75mm, ong
den Niép bang nhya LDPE mau den. (Kién
Hoa chat bén trong 1a chat khang | 2400 dng)

dong Heparine Lithium. Dung dé

tach huyét twong lam xét nghiém
dién giai @6 (Na+, K+, Cl....trir Liv),
khi mau. Ngoai ra con st dung cho
cac xét nghiém sinh hoa dac biét 1a

NH3 va dinh lugng Alcool trong
méau.Hoéa chat bén trong dung khang

dong cho 2ml mau vé6i vach lay mau




2ml riéng biét trén nhin ong.
Dat tiéu chuan EN ISO 13485, CE
hodc tuong duong

19

Ong nghiém
chéng dong
EDTA

Chét liéu: Ong duoc lam bang nhya
y té PP, kich thudc dng 12x75mm,
Nip bang nhya LDPE mau xanh
duong. Hoa chit bén trong 1a
Dipotassium Ethylenediaminetetra
Acid (EDTA K2) véi ndng d6 tiéu
chuan dé gitr cac té bao trong mau
nhat 1a tiéu cau ludn & trang thai
tach roi t6i da tir 6 - 8 gio. Ding
trong xét nghiém huyét hoc (cong
thirc méu va xét nghi¢m
HbA lc..).Héa chét bén trong ding
khéng dong cho 2ml mau véi vach
ldy mau 2ml riéng biét trén nhin
ong.

Dat tiéu chuan EN ISO 13485, CE
hodc tuong duong

Khay 100
6ng
(Kién
2400 6ng)

ong/cai

6.000

Yéu cau

Yéu cau

20

Ong thong
duong tiéu

Xo6ng thong tiéu 1 nhanh. Cac c& tir
8-16. Tiét trang bang khi EO.

01 cai/ tui

cai

20

Yéu cau

Yéu cau

21

Day hut nhét
c6 van (kop)

Céac s6 5-6-8-10-12-14-16-18. San
pham duogc két cau 02 phan. Khoa

tli 20 cai/

Cai

60

Yéu cau

Yéu cau




cac sb van va day dan. Day dan duoc san
xuat tir chat liéu nhya PVC nguyén
sinh khong chira DEHP. Khoa van
chia nhiéu mau d& phan biét giita
cac s6 ¢6 nip
22 | Daythooxy | Cac cd so sinh, tré em, ngudi lon. | TUai 01 cai Bo 1.000 Yéu cau Yéu cau
kinh céac co Day dan chinh c6 chiéu dai > 2000
mm duoc san xuat tir chét liéu nhua
PVC nguyén sinh
23 Tai dan Ivu Dung tich 2000ml, c6 bang ghi Tui 01 cai 40 Yéu cau Yéu cau
nudce tiéu thong tin bénh nhan; Van xa thoat cai/ kién
day chit T, c6 van chdng trao nguoc | 200 céi
va c6 lap day, gom 2 loai c6 quai
treo va khong c6 quai treo; Tiét
trung bang khi EO.
24 Chi Black | Chi khong tan tu nhién s6 3/0, dwoc | Hop 24 501 300 Yéu cau Yéu cau
Silk 1am tir protein chiét xuat tir kén tam, so1
2(3/0)75cm c6 trang phu 16p sap hodc silicon.
1/2CT 26 Kim 1am tir thép khong gi. Chiéu dai
75 cm, kim tam giac 3/8c vong tron,
dai 26 mm.
25 | ChiNilons6é | Chi phau thuat khong tiéu donsgi | 12 s0i/ Soi 100 Yéu cau Yéu cau
2/0 - lién kim |  1am bang chat liéu Polyamide 6 hop

hodc 6.6 s6 2/0 dai 75cm, kim tam




giac nguoc 24mm, 3/8C. Kim lam
bang cong nghé OriPass hoic twong
duong do bén kéo >2700mPA, do
cting bé mat hon >600VPN. Kim
duoc khic bang hoa chat d¢é dam
bao hiéu suét kim on dinh.
Pat tiéu chuan ISO13485; CE; FDA
hodc tuong duong
Xuat xir : Nhém G20

26

Chi Nilon sb
3/0 - lién kim

Chi phau thuat khong tiéu don soi
lam bang chat lidu Polyamide 6
hodc 6.6 s6 3/0 dai 75cm, kim tam
giac ngugc 24mm, 3/8C. Kim lam
bang cong nghé OriPass hoic twong
duong d6 bén kéo >2700mPA, do
ciing bé mat hon >600VPN. Kim
duoc khic bang hoa chit dé dam
bao hiéu suit kim 6n dinh.

Pat tiéu chuan ISO13485; CE; FDA
hodc tuong duong
Xuét xtt : Nhém G20

12 soi1/
hop

Soi

150

Yéu cau

Yéu cau

27

Chi Nilon sb
4/0 - 1ién kim

Chi phau thuat khong tiéu don soi
lam bang chat liéu Polyamide 6
hogc 6.6 s6 4/0 dai 75cm, kim tam

12 so1/
hop

Soi

50

Yéu cau

Yéu cau




giac nguoc 19mm, 3/8C. Kim lam
bang cong nghé OriPass hoic twong
duong do bén kéo >2700mPA, do
cting bé mat hon >600VPN. Kim
duoc khic bang hoa chat d¢é dam
bao hiéu suat kim 6n dinh.
Pat tiéu chuan ISO13485; CE; FDA
hodc tuong duong
Xuat xir : Nhém G20

28 | Chi Catgut so Chi tiéu thién nhién tan chdm Hop 30 Tep 200 Yéu cau Yéu cau
1 lién kim Collagen tinh khiét, don soi, s6 1 tép
kim tron 1/2 chiéu dai chi 75cm,
chiéu dai kim 26mm, kim lam tir
thép khong gi, kim phu silicon.
29 Chiphdu | Chi tiéu tong hop da soi Polyglactin | Hop/12 Soi 24 Yéu cau Yéu cau
thuat 910 s6 1 dai 90cm, duoc boc boi tép

VICRYL sb 1

Polyglactin 370 va Calcium Stearate
hodc twong duong. 1 kim tron dau
tron, dai 40mm, 1/2 vong tron.
Puong kinh kim < 1.016mm gitp
gidm chdy mau chan kim. Kim
dugc phu bai 16p silicone cai tién,
ving kep kim phang cé rinh chay

doc bén trong va ngoai than kim




giap gilt chat kim khi thao tac. Luc
cing gitt vét thuong 75% sau 14
ngay, 50% sau 21 ngay, 25% sau 28
ngay. Thoi gian ty tiéu hoan toan:
56-70 ngdy . Pat tiéu chuan CE va
CFS hodc tuong duong

Xuat xir : Cac nuéc EU

30

Chi phau
thuat
VICRYL s6 2

Chi phau thuét s6 2 dai <90cm, kim
tron dai >40mm, 1/2 vong tron. Chi
duoc bao phu bdi 16p Polyglactin
370 va Calcium Stearate. Vung kep
kim phang c6 ranh chay doc bén
trong va ngoai than kim gitp gitr
chét kim khi thao tac. Thoi gian tiéu
hoan toan tr 56-70 ngay; Stc cang
con 75% sau 14 ngay; 50% sau 21
ngay. Pat tiéu chuan ISO13485; CE
hoic twong duong.Xuét xtr : Cac
nudc EU

Hop/12
tép

Soi

24

Yéu cau

Yéu cau

31

Chi phau
thuat
VICRYL sd
2/0

Chi tiéu tong hop da soi Polyglactin
910 s6 2/0 dai 75cm, dugc boc bdi
Polyglactin 370 va  Calcium
Stearate. 1 kim tron dau hinh thoi,
dai 26mm 1/2 vong tron. Puong

Hop/12
tép

Soi

48

Yéu cau

Yéu cau




kinh kim < 0.661mm giup gidm
chdy mau chan kim. Kim dugc phu
boi 16p silicone cai tién, ving kep
kim phiang c6 rinh chay doc bén
trong va ngoai than kim giap gifr
chat kim khi thao tac. Luc cang gilt
vét thuong 75% sau 14 ngay, 50%
sau 21 ngay, 25% sau 28 ngay. Thoi
gian tu tiéu hoan toan: 56-70 ngay.
Pat tiéu chuan CE va CFS hoic
tuong duong
Xuat xir : Cac nuéc EU

32

Chi phau
thuat
VICRYL sd
3/0

Chi tiéu tong hop da soi Polyglactin
910 sb 3/0 dai 75cm, duogc boc boi
Polyglactin 370 va  Calcium
Stearate. 1 kim tron dau hinh thoi,
dai 26mm 1/2 vong tron. Puodng
kinh kim < 0.661lmm giip giam
chdy mau chan kim. Kim dugc phu
boi 16p silicone cai tién, ving kep
kim phing c6 ranh chay doc bén
trong va ngoai than kim giup giir
chdt kim khi thao tac.Luc cang gilr
vét thuong 75% sau 14 ngay, 50%

Hop/12
tép

Soi

300

Yéu cau

Yéu cau




sau 21 ngay, 25% sau 28 ngay. Thoi
gian tu tiéu hoan toan: 56-70 ngay.
Dat tiéu chuin CE va CFS hoic
tuong duong

Xuat xtt : Cac nudc EU

33 Kep ron San xuat tir chat liéu nhya PP Hop 100 Cai 400 Yéu cau Yéu cau
nguyén sinh. Cai (Ki¢én
3000 cai)
34 Bong dén | Bong deén st dung cho may sinh hoa |  Hop 1 Cai 3 Khoéng yéu | Khong yéu cau
sinh hoa tu dong chiéc cau
35 | Test nudc tiéu | Dung duoc cho cic may phan tich 100 Hop 40 Yéu cau Yéu cau
10 thong sb nuée tiéu Mission. Co budc song test/HOp
525 nm va 635 nm. Po céc chi so:
Leukocytes, Nitrite, Urobilinogen,
Protein, pH, Blood, Specific
Gravity, Ketone, Bilirubin, Glucose
(LEU/ NIT/ URO/ PRO/pH/
BLO/SG/ KET/ BIL/ GLU)
36 | Test nudc tiéu | Sir dung cho mdy xét nghiém nudc 100 Hop 5 Yéu cau Yéu cau
10 thong s6 | tiéu Clinitek Status (mdy xét nghiém | test/Hop

nudce tiéu Siemens). Xét nghiém 10
thong sb co ban cia nudce tiéu
LEU, NIT, URO, PRO, pH, BLO,
SG, KET, BIL, GLU.




Xuét xtt : Nhom G7

37

Test HBsAgQ

Dinh tinh phat hién khang nguyén
viém gan B
- MAu pham: Huyét thanh, huyét
tuong
- Pat tiéu chuan ISO 13485:2016,
chtirng chi FDA hoac tuong duong
Que thir bao gom:

1. Vung cong hop cd mau dé tia
duogc phu sin cong hop khang thé
chuot khang HBsAg v&i hat vang

(cong hop khang thé khang HBsAg)
va cong hop khang thé kiém soat
voi hat vang.

2. Vach T duoc phu sdn khang thé
HBsAg, Vach C duoc phu san
khang thé kiém soat.

Do nhay tuong quan: 100%
Do dac hi¢u tuong quan: 100%
Do chinh xac twong quan: 100%
Ngudng phat hién: <lng/mL

50
test/hop

Test

100

Yéu cau

Yéu cau

38

Test HIV 1/2

Dinh tinh phat hién va phan biét
khang thé khang HIV-1(Gom tuyp
0) va HIV-2

30
test/hop

Test

120

Yéu cau

Yéu cau




-Mau pham:
Huyét thanh, huyét twong, mau toan
phan
Pat tiéu chuan ISO 13485:2016
hodc tuong duong
Vach chimmg C dugc pht sdn khang
thé kiém soat
bJ nhay tuong quan: 100%,
D0 dic hi¢u tuong quan: > 99.9%,
D¢ chinh xac twong quan: 100%

39

Gel siéu am

Tan trong nudc, khong cé chat an

mon, khong chira chat bao quan.

Can 5 lit

lit

30

Yéu cau

Yéu cau

40

May do huyét

ap co

Khoang do huyét 4p:
20~300mmHg, véi diém gia tri bat
dau tr 0
D0 chinh xac: +3 mmHg: 18 °C t6i
33 °C; £6 mmHg: 34 °C t61 46 °C
Hé thong do ap xuit khi: Bao quin
quanh tay bang vai, bén trong 1am
bang cao su, c6 miéng dan khoa, co
4ng hoi va bong bop hoi.

Xuét xtt : Nhém G7

Hop 1 céi

Cai

Yéu cau

Yéu cau

41

May do huyét
ap tu dong

Man hinh s6 LCD. Phuong phap do
dao dong. Pham vi do: Ap suét 0 t6i

Hop 1 cai

12

Yéu cau

Yéu cau




>299mmHg; Pham vi do huyét ap:
<20->280mmHg; Nhip tim: <40 t&i
>180 nhip /phut

42 | Ongnghe tim | Mait nghe: Chudng nghe va mang | Hop 1 cai Cai 6 Yéu cau Yéu cau
phdi nghe: Nhdm Aluminum
Tai nghe: Tai nghe dong thau
Ong chir Y: Ong chit Y nhya PVC
Xuat xt : Nhdm G7
43 | Nhiét ké thuy Pham vi do khoang tur 01 cai/hop Céi 60 Khong yéu | Khong yéu cau
ngan <35°C ->42 °C cau
44 Than hoat Bo6t mau den, khong mui, khong vi | Tui 1kg Kg 5 Khong yéu | Khong yéu cau
cau
45 | Pong ho oxy B0 dong ho oxy + binh lam am | Tai 01/bo bd 6 Khéng yéu | Khong yéu cau
kém binh lam cau
am
46 | Giay ghi dién | Kiéu gidy gap chit Z; kich thuéc | Tui Ol/tdp |  tap 5 Khong yéu | Khéng yéu cau
tam d6 dung 152 x 90 x 150 t& cau
cho may theo
doi san khoa
47 May test Cong nghé: Cam bién sinh hoc/Dién | Hop 01 Cai 2 Yéu cau Yéu cau
duong huyét hoéa, duong oxidase (GOD) cai

Thoi gian do: <10 giay
Luong mau t6i thiéu: <0.5 pL

Loai mau xét nghiém: Mau tuoi.




Khoang do dudng huyét: 1.1 -
33.3mmol/L (20 - 600mg/dL). Bo
nhé 300 két qua kém ngay thang va
thoi gian do.

48

Que test
duong huyét

Cong nghé: Cam bién sinh hoc/Pién
hoa, duong oxidase (GOD)
Moi que thir chira cac thanh phan
phéan g héa hoc sau: Glucose
oxidase < 25 IU, Chét trung gian
(Mediator) < 300 pg.

Thoi gian do: <10 gidy
Luong mau t6i thiéu: <0.5 pL
Loai miu xét nghiém: Méu tuoi toan
phan tir mao mach
Pham vi HCT: 25 - 60%
Khoang do dudng huyét: 1.1 -
33.3mmol/L (20 - 600mg/dL)
Gia tri YSI tham chiéu duoc do tir
mAau mau mao mach lay tir ddu ngén
tay v6i khoang gia tri miu pham tir
1.9 dén 28.2 mmol/L (34.3 dén 507
mg/dL), cho két qua:

- Pat 100% nam trong khoang
+15% véi ndng d6 dudng huyét <

50
Test/Hop

Test

100

Yéu cau

Yéu cau




5.55 mmol/L(100 mg/dL)
- Pat 99,6% nam trong khoang
+15% véi ndng d6 dudng huyét >

5.55 mmol/L (100 mg/dL)
Tiéu chuan: ISO 13485:2016, CE,
FDA hoac tuong duong
49 | Qua hut nhot Chat liéu cao su Tui 01 qua 5 Khong yéu | Khong yéu cau
so sinh qua cau
50 Pén hong Chiéu cao dén tir Im - 1,7m. Day Hop 01 cai 5 Khong yéu | Khong yéu cau
ngoai nguon: 3m Co6 dinh vi xoay linh cai cau
dong dén gan 360° . Pudi dén s
dung nhiéu loai bong dén Béng dén
héng ngoai
51 Bong dén Bong dén hong ngoai >250W Tai 01 céi cai 20 Khong yéu | Khong yéu cau
hong ngoai cau
52 | Maylay cao | Hoat dong theo co ché rung siéu am | Hop 01 May 1 Khong yéu | Khéng yéu cau
rang D3 bao gom 01 tay cao voi va 01 cai cau
mili cao voi. Tan sb lam viée cua
mii cao voi 25/30 kHz +-2kHz.
St dung ngudn dién 110V/230V(+-
5%).
53 | Ong hitnuéc |  Chat lidu nhya PVC.Tai 100 cai Tai 100 Tai 3 Khong yéu | Khéng yéu cau
bot nhua cau
54 Dau xit tay Co tac dung lam sach nhanh, hiéu chai Chai 1 Khong yéu | Khong yéu cau




khoan

qua va bdi tron tat ca cac loai tay

550ml

cau
khoan nhanh, tay khoan cham,
motor hot
55 | Bokhamnha | Gom 4 chi tiét: Khay, Tham cham, bd Bo Khong yéu | Khéng yéu cau
khoa 4 mén can guong, kep gap. cau
(Khay, Thdm
cham, can
guong, Kep
gdp)
56 Hop inox Chat liéu thép khong gi. Hop chir Cai Cai Khong yéu | Khong yéu cau
dung dung cu nhat kich thudc: 20x30x10cm cau
57 Kéo Inox Chat liéu thép khong gi Cai Cai Yéu cau Yéu cau
thang
58 Kéo Inox Chat liéu thép khong gi Cai Cai Yéu cau Yéu cau
cong
59 | Kep gap di Chat liéu thép khong gi Cai Cai Yéu cau Yéu cau
vat, tai, miii,
hong
60 Panh kep Chat liéu thép khong gi. Kich thudc Cai Cai Yéu cau Yéu cau
thang 14cm 14cm
61 Panh kep Chat liéu thép khong gi. Kich thudc Cai Cai Yéu cau Yéu cau
cong 14cm 14cm
62 | Miii khoan Chat lidu thép khong gi, ma kim vi 5 cai Vi Yéu cau Yéu cau

rang s619

cuong phan dau.




Xuét xtt : Nhom G7

63 | Miii khoan Chat lidu thép khong gi, ma kim vi 5 cai Vi Yéu cau Yéu cau
rang sb 26 cuong phan dau.
Xuit xir : Nném G7
64 Miii khoan Chat liéu thép khong gi, ma kim vi 5 céi Vi Yéu cau Yéu cau
Kim cuong sb cuong phan dau.
31 Xuat xir : Nhém G7
65 Miii khoan Chat liéu thép khong gi, ma kim vi 5 cai Vi Yéu cau Yéu cau
hinh Iura c& cuong phan dau.
25 Xuat xtr : Nhém G7
66 Miii khoan Chat liéu thép khong gi, ma kim vi 5 céai Vi Yéu cau Yéu cau
rang s6 21 cuong phan dau.
Xuat xir : Nhém G7
67 | Cay danh chat Chat liéu thép khong gi TaGi 5 cai Cai Khong yéu | Khéng yéu cau
han INOX cau
68 Cay tram Dung cu dung lay — dua composite | TUi 1 céi Cai Khong yéu | Khong yéu cau
Composite khi tram ring. Chat liéu thép khong cau
gi
69 Mili lay cao | Chat liéu thép khong gi. Nhiéu hinh | Hop 01 cai Khong yéu | Khéng yéu cau
rang danh va kich thudc khac nhau cai cau
70 Dén tram Budc song cua anh sang (440-480 Hop 01 Cai Khoéng yéu | Khong yéu cau
rang led B nm) phu hop véi vat li¢u tram cai cau

Composite
2. Cudng do anh sang t6i da 1én t6i




1.400 mW/cm? vé6i 6ng dan quang
chat luong cao
3. Thot gian trung binh hoat hoa
quang trung hop vat li€éu tram c6 do

day khoang 2mm trong 5 gidy

71 | Thudchan | Vatliéu dung dé gan rang gia, Dung | Hop 35g Hop 5 Khoéng yéu | Khong yéu cau
rang: Fuji [ to trong nha khoa cau
hodc tuong Xuat xt : Nhdm G7
duong
72 Thudc han Vit liéu dung dé tram rang, diéu tri | Hop 15g Hop 5 Khong yéu | Khong yéu cau
rang: Fuji [1 sau rang cau
to hodc tuong Xuat xtt : Nhdm G7
duong
73 | Composit dac Ham lugng chat don: Tuyp 49 Tuyp 10 Khong yéu | Khong yéu cau
Denfil 83,5% trong lugng cau
it co ngot, dai mau da dang, do bén
Cao
Xuat xir : Cac nudc EU
74 Composit Hat don vo co chiét >77%, dd6can | Tuyp2g | Tuyp 10 Khong yéu | Khéng yéu cau
long Denfil | quang cao, d§ nhét va do chay long cau
t6i wu. Khong chira Bis-GMA-
turong hop sinh hoc ti vu
Xuat xit : Cac nuéc EU
75 Bond Tetric | Co6 dac tinh etching primer & bond Lo 5ml Lo 2 Khong yéu | Khong yéu cau




tat ca trong mot cau
Xuat xir : Cac nuéc EU
76 Tam bon Co quét keo dung trong nha khoa Hop 100 Hop 5 Khong yéu | Khéng yéu cau
xanh céi cau
77 Etching >Tuyp 5ml Tuyp 5ml |  Tuyp 5 Khong yéu | Khéng yéu cau
cau
78 Cdc nhua Coc giay dung mot lan Tui 50 cai Day 10 Khoéng yéu | Khong yéu cau
dung 1 lan cau
79 | Kimténha | Kim sicbén, cdkim 27G, kimdai | Hop 100 Hop 5 Yéu cau Yéu cau
khoa 21 mm cai
80 Giay danh Giay dung trong nha khoa Tép 50 to Tép 10 Khong yéu | Khong yéu cau
chat han ring cau
81 Tu dau — Kich thuéc (Dai x Rong x Cao): cai cai 30 Yéu cau Yéu cau
giudng y té 480x480x930 mm + 3%;
nhua - Chét liéu: Nhua ABS cao cép;
- Pic diém: Tu bao gdom (1 ngin
ban thu gon khi khong sur dung; 1
ngin chtra 46 dé quan 4o, phich
nuée; 1 hoc dé gidy dép; 2 bén hong
ti c6 moc treo khan, thu gon khi
khong str dung; 4 banh xe xoay 360
do va co khoa.)
82 | Tu dung dung KT: >800x>400x>1600 mm cai Cai 2 Khong yéu | Khéng yéu cau
cu y té inox Khung ti hop >25x25x0.7 mm cau




Khung canh hop >20x40x0.8 mm
Dot inox tAm >0.6 mm
Xung quanh boc Inox tim day> 0,4
mm

83

May x6ng khi
dung

Céu hinh gom: May nén khi, bo
phun khi; Ong dan khi; Ong ngam;
Mit na nguoi 16n (PVC); Mat na tré
em (PVC); Miéng loc dy phong; Tui
dung; Ban hudng dan sir dung Tiéng

Anh, Tiéng Viét. - Kich thudc hat:
khoang >3um MMAD
- Dung tich cbc thude: toi da >7ml
- Luong thudc thich hop: <2ml tdi
da <7ml
- Téc d6 phun: Khoang >0,4ml/phut
(theo trong lugng hao hut)
- Binh phun ra:> 0,57ml
(2ml,1%NaF)
Téc d6 binh phun ra: >0,08ml/phut
(2ml,1%NaF)

may

may

Yéu cau

Yéu cau

84

Coc treo dich
truyén di
dong

Chan coc hop >30x>60
Than coc doan dudi 25
Than coc doan trén 6ng 22
Chiéu cao 1,1 + 1,8 (m)

Cai

Cai

Khéng yéu

cau

Khong yéu cau




85

Xe lan bénh

Banh xe >50mm

86

nhan

Xe day do vai

Xe c6 gan gan 2 vong lin hai bén,
gitip cho viée tu di chuyén
C6 hai tay ddy phia sau dé c6 nguoi
nha giup di chuyén dé dang
Do rong ghé ngdi: >46 cm
Khung xe lam bang sat ma crom,
nhom hoac inox
Chd ngdi bang chit liéu da simili
mau den
Tam dat chan bang nhom dic hop
Kim
Vanh xe nan hoa tai trong >120 kg
KT: >900x>600x>950 mm

Cai

Cai

Yéu cau

Yéu cau

87

Tay day 6ng> D25.4x1 mm
Khung hop >D 25.4x1 mm
Lan can 6ng >D16x0,6 mm
Mait Inox tam> 0.8 mm
Banh xe >D125 mm 2 quay, 2 tinh

Cai

Cai

Khéng yéu

cau

Khong yéu cau

88

Dém giuong
y té

B¢ do de

Dém giuong
KT: >1900x>900x>50mm
L&i PE (poam)
Vai gia da mau ghi

Cai

Cai

35

Khong yéu

cau

Khong yéu cau

B6 dung cu g6m 4 mon (Hop chir

Yéu cau

Yéu cau




nhat 20x30x5c¢m, Panh thang co

mau 20cm, Kéo thang ti 18cm,

Thong tiéu nir)
89 | Botiéuphiu | BO tiéu phiu 21 chi tiét. Chat liéu Bo Bo 3 Khong yéu | Khéng yéu cau
inox cau
90 Mo vit Chat liéu inox. Céi Cai 10 Khong yéu | Khong yéu cau
cau
91 Bo cat khau B6 khau cat tang sinh mén ( 9 chi Bo Bo 2 Khong yéu | Khong yéu cau
tang sinh mon tiét) cau
92 Van kham Chat liéu inox.1 dau Cai Cai 5 Khong yéu | Khong yéu cau
phu khoa cau
93 Kep co tur Chat liéu inox.Kich thudc 25cm cai cai 5 Khong yéu | Khéng yéu cau
cung cau
94 Hop inox Hop inox nho dung kim cham ctru. cai cai 10 Khong yéu | Khéng yéu cau
cau
95 Dung dich Dung dich pha lodng dung cho may | Hop 20 lit Hop 15 Yéu cau Yéu cau
Pha loédng phan tich huyét hoc . Pat tiéu chuin
dung cho chat luong 1SO13485 hoic tuong
huyét hoc duong
Thanh phan:

- Organic buffer < 0,1 %
- Sodium salts < 1,0 %
- Natrium azide < 0.05%

Do pH: (6.95 + 0.10)




Dién tré suat: (58.5 + 6.0) Ohm.cm
Ap suat thim thau: (330 + 10)
mOsmol/kg
Xuét xtr: G7

96

Dung dich
rua thuong

Dung dich rtra thuong quy dung cho
may xét nghiém huyét hoc.
Thanh phan:

- Organic buffer < 0.5%

- Sodium salts < 2,0 %

- Proteolytic enzyme < 0,5 %

- Preservative < 0.05%

Do pH: (7.20 £ 0.10)

Dién trd suit: (70.0 + 6.0) Ohm.cm
Ap suat tham thau: (320 + 20)
mOsmol/kg
Xuét xt: G7

Hop 5 lit

12

Yéu cau

Yéu cau

97

Dung dich
pha v& hong

cau

Dung dich phé v& té bao hong cau,
do HGB. trong xét nghiém huyét
hoc . Dat tiéu chuén chat luong
1SO13485 hodc tuong duong
Thanh Phan:

- Ammonium salts < 3,0%

- Ammonium oxalate < 3,0 %

- Potassium cyanide < 0,1 %

Hop 1 it

Yéu cau

Yéu cau




Do pH: (8.00 + 0.50)
Dién trd suit: (33.0 £ 6.0) Ohm.cm
Ap suat thim thau: (480 + 10)

mOsmol/kg
Xuat xir: G7
08 Birilubin Dinh lugng Bilirubin toan phan 9x62ml/ Hop Yéu cau Yéu cau
Toan phan bang phuong phap DPD. 9x15.5ml

Murc tuyén tinh 1én dén 576 pmol/l
Mirc phat hién thip nhat 1.2 umol/l.

Thanh phan:
- Hydrochloric Acid (HCI) 150
mmol/I
- Hydrochloric Acid (HCI) 17
mmol/I

- Accelerator 50 mmol/I
- 2,5-dichlorophenyl diazonium salt
(DPD) 1.5 mmol/I
dat tiéu chuén chét lugng ISO13485
hodc tuong duong
Do dung trong mot lan chay véi 20
m'flu:
Mtrc @6 1: SD: 0.44; %CV: 3.03
Muc d6 2: SD: 1.40; %CV: 1.54
D6 6n dinh cta hoa chat khi str dung




99

Birilubin

trén may: >28 ngay
Xuét xi: G7

100

Tryc tiép

Hoa chat

phuong phap DPD.

Mirc phat hién thap nhét 1.1pmol/l
Thanh phan:
- Hydrochloric Acid (HCI) 17
mmol/I
- 2,5-dichlorophenyl diazonium salt
(DPD) 0.4 mmol/I.
Dat tiéu chuan 1SO13485 hoic
tuong duong
P dung trong mot lan chay véi 20
1’1’12:1111
Mitrc d6 1: SD: 0.51; %CV: 4.02
Muc d6 2: SD: 0.52 ; %CV: 1.20
D6 6n dinh cta hoa chat khi str dung
trén may: >28 ngay
Xuét xtr: G7

Dinh lugng Bilirubin tryc tiép bang

Miirc tuyén tinh 1én dén 396 pmol/l.

5x17ml/
5x5.5ml

Yéu cau

Yéu cau

dung cho xet

nghiém acid

Uric trong

Thudc thtr x4c dinh dinh luong Uric
Acide trong huyét thanh va huyét

tuong, trén may phan tich sinh hoa;

Miic tuyén tinh 1én dén 1062 pmol/l

5x30ml +
3x10ml

Yéu cau

Yéu cau




mau

Mirc phat hién thip nhat 1.5 umol/l.
R1: PHOSPHATE Buffer pH 7.5:
150 mmol/I; Dichlorophenol
Sulphonate: 1.97 mmol/l; Ascorbate
Oxidase: 2000 U/I;
Potassium Ferrocyanide: 0.024
mmol/l;
PRESERVATIVES,
DETERGENTS &STABILISERS;
R2: PHOSPHATE Buffer pH 7.5:
150 mmol/I; 4-Aminophenazone:
1.50 mmol/l;
Peroxidase: 5000 U/I; Uricase: 1000
ul/l;
PRESERVATIVES,
DETERGENTS &STABILISERS;
P dung trong mot 1an chay véi 20
1’1’15112
Murc do 1: SD: 3.24; %CV: 1.15
Mitrc d0 2: SD: 7.35 ; %CV: 1.25
Do 6n dinh cta hoa chat khi st dung
trén may: >28 ngay
Dat tiéu chuan ISO 13485 : 2016
hodc tuong duong




Xuat xtr: G7

101 | Dung dich Dung dich dung dé lam sach h¢ Hop 2lit | Hop 3 Yéu cau Yéu cau
ria thuong thdng do ctia may.
quy may sinh Thanh phén:
hoa Sulfonic acids, C13-17-sec-alkane,

sodium salts < 5%
Genapol 1-5%
Sodium hydroxide 1%.
Tiéu chuan: 1SO13485, CE hoic
tuong duong
Xuat xtr: G7

Ghi chu:

Nha thau phdi ké khai hing san xudt ciia hang héa trong Mdu sé6 10B Chwong IV. Truong hop nha thau chdao nhiéu hing san
xudt cho nhiéu hon mét don vi tinh ciia hang héa (hai cdi, hai chiéc...) thi Chii dau tw yéu cau nha thau lam ré dé xdc dinh sé lwong twong
g véi ting hang san xudt. Truong hop nha thau chao nhiéu hing san xudt cho mét don vi tinh ciia hang héa (mét cdi, mét chiéc ...) thi
E-HSDT ciia nha thau khéng dwgc xem xét, ddnh gid.

Khi c6 su nghi ngo vé tinh xdc thwe cia tai liéu. Chii dau tw c6 quyén yéu cau nha thau cung cdp ban goc ciia nha san xudt hodc
dai dién hop phdp cua nha san xudt tai Viét Nam dé doi chiéu véi tdi liéu nha thau nop tai E-HSDT. Nha thau khong cung ccfp dwoc ban
goc trong thoi gian yéu cdu thi Chii dau tw sé danh gid theo E-HSDT da ngp. Truong hop Chii dau tw c6 tai liéu chitng minh nha thau gian
ldn theo quy dinh tai khoan 4 Piéu 16 cia Ludt Pdau thau sé bi xir ly theo quy dinh

Bat ky thieong hiéu md hiéu danh tir riéng (néu c6) trong bang yéu cau kj thudt chi mang tinh chdt minh hoa cho cdc tiéu chudn
chat lwong tinh ndng kj thudt khé mé ta. nha thau cé thé lra chon di thau hang héa cé nguoén goc xudt xir nha sdn xudt thieong hiéu ma
hiéu phit hop véi diéu kién cung cdp nhwng phai dam bdo yéu cdu tiéu chudn ky thudt ddc tinh ky thudt tinh ndng sir dung “twong dwong”’
hodc “wu viét” hon so véi yéu cau néu trong E-HSMT. Poi véi cdc théng sé ky thudt dwoc nha thau cho la twong dwong hodc wu viét hon



thi can phdi chitng minh bdng cdc tdi liéu thir nghiém ciia co quan kiém dinh déc ldp hodc cdc dan chirng khoa hoc cu thé tir cdc co quan
kiém dinh c6 uy tin.

**% %x% Ygu cau vé Gidy phép luu hanh/ Gidy phép nhép khau:

- B6i voi mit hang 1a trang thiét bi y t& nha thau can cung cap mét trong céc tai liéu sau: Gidy phép luu hanh/ Gidy phép nhap khau
hodc tuong duong:

+ D6i voi trang thiét bi y té loai A, B: S6 cong b tiéu chuan dp dung trang thiét bi y té thudc loai A, B hodc gidy phép nhap khau.

+ Ddi véi trang thiét bi y té, vat tu loai C, D:

X Néu 12 hang héa nhap khau phai c6 sé dang ky luu hanh hodc gidy phép nhap khau ciia B Y té d6i v6i hang hoa duoc quy
dinh tai Thong tu s6 05/2022/TT-BYT ngay 01/8/2022 (Truwong hop trang thiét bi y té dir thau khéng thuéc danh muc yéu cau phdi cé so
ddang ky hodc gidy phép nhdp khdu thi nha thau cung cdp bdang phdn logi trang thiét bi y té dwoc Bé Y té cong khai trén cong théng tin dién
tir va To khai hdi quan (néu cd)).

<> Dbi v6i trang thiét bi y té san xuat trong nudc: Nha thau phai cung cdp gidy phép luu hanh cta san pham do Bo Y té cip con
hiéu luc (trir truong hop nha thau c6 tdi liéu chimg minh mdt hang dir thau nam ngodi quy dinh phdi cé gidy chitng nhédn luu hanh).

- P6i voi yéu cau vé xuit xir theo nhém nude, ving 1anh thd: Nha thau phai chao hang héa theo dung yéu cau vé xuat xir hodc xut
xtr Viét Nam, ké ca trong trudong hop xuét xir theo nhom nude, ving lanh thd ma Chu dau tu yéu cdu khong c6 Viét Nam. Nha thau chao
hang héa khong c6 xuit xtr theo yéu cau ctia E-HSMT hoic khong phai xuat x(t Viét Nam thi s& bi loai; D6i véi truong hop yéu cau nha
thau chao hang héa xuat xt trong nude, nha thau phai chao hang héa xuat xi¢ Viét Nam, nha thau chao hang héa khong co xuat xir Viét
Nam s¢€ bi loai.

1.3: Yéu cau khic:
- Nha thau phai c6 Biang dap vng vé ky thuit ciia hang héa chao thiu theo miu bén dwéi va cung cép file dinh dang excel
kem E-HSDT
- Céc file dir liéu ctia hang héa dinh kém E-HSDT phai dwoc phan chia riéng biét theo folder moi folder bao gom 01 hodc cac mat
hang du thiu ctia 1 hang san xuit trong moi folder cia 1 hang san xuit tach riéng cac foler nhé theo thit tw nhu: Uy quyén. gidy
phép nhap khau. CFS.......



Gidy phép

STT| Tén | Tén Tén Ky | Ténnha [Théngséki| Pon | S6 | Quy | Hansi | Tieu | Phan | Gidy phép Sé Tai li¢u tham
phin | hang thwong ma | san xuit | thuit tiéu vi | lwgng | cach dung |[chuin | loai ban hang cong 1“",‘ hanh. | chiéu trong E-
16 héa mai/ hi¢u/ Nuée chuén chit | tinh du déng cia san thiét (Néu ¢6) b tieu | Giay th}l’ HSDT
theo E- Nhan | ¢an xuat | lwong dic thiu goi hang | xuét | biy té chuén | nhap 'khﬁ“
HSMT mac tinh ki héa (doi (néu
sin thuit Voi co)(doi véi
phim TTBYT | TTBYT logi
logi A. C.D)
B)
W@ © (4) ©) (6) () 8) 9 | @10 (11) (12) | (13) (14) (15) (16) (18)
Pién | Pién | Dién Pién tén Pién Pién Pién thong | Pién | Pién | Pién | Piénton I1ISO Loai - Gidy uy §6 ... | S6..do.. Trang ... cua
s6 ma theo thuong théng | thdng tin |tin cua hang| thong | thdng | thong | gthoi | 13485 quyén cia ... | do SYT | cdp. ¢é thoi | catalé hodc tai
thir | hang tén hang hoa tin ciia hang |héa di thau.| tin ciia | tin tin han sit | hodc theo cho Cong ty .. cap. | handén ... liéu sir dung
tw | héa | hang du thau cua héa dy | kém tai liéu | hang cia cia dung CE Bing | ...dénngay | c¢éthoi | (Trang ... | hodc cdc tdi liéu
lien | nha | hoa hang thau (phit hop | héa dw| hang | hang clia hodc | ket o han thuéc E- khdc thuéc E-
tuc | thau moi hoa Véikfma | thau | hoa | hoa | hang | FDA | qud - Gidyuy | dén .. HSDT) HSDT
tham | thau dp‘r hiézf chao d@f d@f hoa: hodc | phan quyén cia | (Trang
dw thau thau) do thau thau tinh tir tiéu loai congty ...
hdn’g san ngay ’ chudn | s6 ... cho Céng thuoc
xuat phat san xudt | khac | (Tran Do, E-
hanh dén S| (ran | .. | thamgiagsi | HSDT)
ngay hét | g ... thugc théu
han. thuoc E- (Trang ...
E- HSDT thugc E-
HS)DT ) HSDT)

Hang hoa phai dap tmg cac thong sé quy dinh theo yéu cau; dap tng tinh hop 16 va day du cac tai liéu chimg minh tinh hop 18 va sy phu hop
(dap tng) cua hang hoéa theo quy dinh cia E-HSMT

Muc 2. Ban vé




Khong co6 ban vé
Muc 3. Kiém tra va thir nghi¢ém
- Kiém tra dic tinh k¥ thuat cia hang hoa theo yéu cau ciia E-HSMT trude khi nghiém thu dua vao st dung
- Bét ki hang hoa nao qua kiém tra. thir nghiém ma khong phu hop véi dic tinh k¥ thuat theo hop dong thi Bénh vién c6 quyén tir chdi
va nha thau phai co trach nhiém thay thé bing hang hoa khac hodc tién hanh nhitng diéu chinh can thiét dé dap ung ding cac yéu ciu vé
dic tinh k¥ thuat. Truong hop nha thau khong c6 kha ning thay thé diéu chinh cac hang hoa khong phu hgp. Bénh vién c6 quyén to chire
viéc thay thé hay diéu chinh d6 néu thay can thiét. moi chi phi va rui ro do nha thau chiu



