Chwong V. YEU CAU VE KY THUAT

1.1. Gi6i thiéu chung vé dw toan, g6i thiu

- Tén du toan: Mua vat tu y té chd thau ndm 2025 cho Bénh vién Phuc hoi chirc nang tinh
Lang Son

- Goi thiu: Mua vat tu y té cho thdu ndm 2025 cho Bénh vién Phuc hdi chire nang tinh
Lang Son

- Tén Chu dau tu: Bénh vién Phuc hdi chirc nang tinh Lang Son

- Nguédn vén: Ngudn thu hop phap cua don vi

- Thoi gian thyuc hién géi thau: 12 thang

- Loai hop ddng: Hop dong theo don gia cb dinh.

- Hinh thirc lira chon nha thau: Pau thau rong rii trong nudc, qua mang.

- Phuong thtrc lya chon nha thau: Mot giai doan, mét ti hd so.

1.2. Yéu cdu vé kj 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 hoic cac tiéu chuan khac twong duong con
hiéu luc dén thoi diém dong thau theo yéu ciu timg mit hang

- Tai liéu mé td vé dac tinh ky thuat, théng sé k§ thuadt (quy cach,....) hodc co
catalogue... thé hién diy di Ky ma hiéu, Nhdan 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 ciu; kiém tra va giam sat viéc cung &ng sau khi tring
thau hinh dnh cta hang héa dy 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.

- Ddi voi cac hang héa thudc loai B. C. D: Nha thau tham du 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 (hodc Phiéu thong tin) hd so cong bd du diéu kién san
xuat d6i véi TTBYT san xuat trong nudc theo quy dinh ND 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 toi thiéu)

- Hang héa phai dap (rng cic yéu cau vé dic tinh, thong sé ki thuat va cac yéu cau
khac nhw quy dinh dwéi day va la mirc yéu cau t6i thiéu phai dat hodc chip nhin dwoc



Stt | Ma phin (16) Tén Danh muc Thong sd ky thuit Pon vi So So Tiéu
phin hang hoa ( Yéu ciu t6i thiéu) tinh lwrong | GPNK/ chuan
(16) GPLH/ | chat
TKHQ lwong
(néu cd)
1 | PP2500402873 | Phin 1:
vat tw
y té
thong
thwong
1.1 Bing dinh y DPuoc lam bang chit liéu vai silk Cudn 300 Yéu ciu | Yéucau
té€ 5cmx5m | hodc vai lua taffeta mau trang hoac
hodctwong | twong dwong, keo néng chay ZnO,
dwong. c6 do dinh tot, thong thoang, 16i
nhya dé xé doc, xé ngang. Kich
thwéc = 5cm x=5m.
1.2 Bing keo ca Vai Viscose va Polyamide hoac Miéng | 6.100 | Yéucau | Yéucau

nhany té
19mmx72mm
hodc twong

dwong

twong dwong co gian, khong thim
nwédc. Dém thdm dich Mau trang

gom bong va 1&p lwéi Polyethylene
khong gay dinh. Keo Oxyd kém

khong dung dung moi. Kich thwéec:




>19mm x >72mm. Pat tiéu chuin
EN ISO13485 hodc twong dwong.
Tiét trung bang khi Ethylene Oxide
(E.O) hoac twong dwong

1.3 Bat kén inox Inox 304 Hodc twong dwong. Cai 12 Khong Khong
yéucau | yéucau
1.4 Bom tiém Bom tiém nhwa lién kim 5 ml, c& Cai 20.000 | Yéucau | Yéucau
nhwa 5ml kim 23G, 25G sic nhon. Pit téng c6
hodc twong | Khia bé giy dé huy sau khi str dung.
dwong San pham dwoec tiét trung va déng
goi riéng biét. Pat tiéu chuan CE,
ISO 13485 hodc twong dwong
1.5 Bong dén Bong dén hong ngoai c6 cdng suit: Cai 20 Khong Khong
hong ngoai >250W, st dung nguon dién ap yéucau | yéucau
220V
1.6 Bong thim San xuit tir 100% béng xo thién Kg 30 Yéu ciu | Yéuciu
nuwéc hoic nhién, mau trang, mém va khong
twong dwong mui, dé hdat 4m, khé tan trong
nuéec. Dat tiéu chudn ISO
13485:2016 hoac trong dwong.
1.7 Chi catgut Chi phau thuat tw tiéu lién kim vo Soi 650 Yéu ciu | Yéucau

hodc twong

trung s6 4/0




dwong cac
loai cac so

1.8 Con 90 hodc | Condungtrongy té, D6 con thuc Chai 60 Yéu ciu | Yéu ciu

twong duwong dat 290% Ethanol, trong suot,

khong mau,
c6 mui con dic trung.
bong chai 2500ml.
1.9 DPAu con vang | Pwgc san xuit bang nhwa PP khong | Cai 3.000 Khong Khong
chira kim loai. yéucau | yéucau
1.10 Diu paraphin | Dang dau nén st dung trong y té€, Lit 6 Khong Khong
hoac twong | khong mui, khong tan trong nwéc yéucau | yéucau
dwong va con.

1.11 Diu sd hodc | Dungdich 16ng, c6 mau vang, mui Lit 20 Khong Khong
twong dwong thom dic trung. yéucau | yéucau
1.12 DAy thé oxy Puwoc san xuat tir chat liéu nhwa Cai 15 Yéu ciu | Yéucau

mat kinh hodc

PVC nguyén sinh, khong chira doc




twong dwong

to DEHP.

Chiéu dai ddy 2200cm, do day
thanh 6ng 0,5mm-2,5mm
Cacsize XS, S, M, L twong rng danh
cho tré so sinh, tré em va nguoi
16m. Puoc tiét trung bang khi EO

hoac twong duwong

1.13 Dung dich Ortho-Phthalaldehyde >0,55% Can 10 Yéu ciu | Yéu cau
khtr khuan (w/w), hé dém pH =7-9. Hiéu qua
dung cu mrc | sau thoi gian ngadm t6i thiéu 5 phut.
do cao hoac Hiéu qua vi sinh (phase 2, step 2)
twong dwong
1.14 Dung dich sat | =80%w/v Ethanol + >7,2% w/v Chai 100 Yéu ciu | Yéuciu
khuin tay Isopropanol +> 0,5% w/v
nhanh chai Chlorhexidine gluconate chit bao
500ml vé, duong da va hwong liéu
1.15 Gac tiét trung | Kich thuéc: 10cm x10cm x8 16p vo Goi 300 Yéucau | Yéu ciu
10x10x8 hoac | trung 100% cotton; Mat d6 18-26

twong dwong

soi/inch; Trong lwong 25-
30gr/m2; b6 thdm hut khéng qua
8 giay; P06 ngdm nwéc 25gr
nwéc/1gr gac; Po PH: trung tinh;

Ham lwgng chit béo : khéng vwrot




qua 0,5%; Duw lwong kho: khong
vuot qua 0,5%;tiét trung bang khi
EO.

1.16

Gang sach
hodc twong

duong

Gang Latex tw nhién c6 phua bot
bap, nham d4u ngdén tay. Chiéu dai:
Tat ca cac kich thwéc trung binh
>240mm; Chiéu réng: c& XS
(70mm % 10);

S (80mm + 10); M (95mm + 10);
L (111mm # 10); XL> 111mm. Do
day ngon tay tdi thiéu =0,08mm, do
day long ban tay téi thiéu 0,08mm,
do gian dai truére gia hod (650%)
va do dan dai sau gia ho4 t6i thi€u
(500%); Ham lwong bot t6i da
>210mg/dm2. AQL: 2.5. Pat tiéu
chuén CE, GMP, ISO 9001: 2015;
[SO: 13485 hoac twong dwong.

30.000

Yéu cau

Yéu cau

1.17

Gang tay vo
khuan

Chat liéu dwoc san xuit tir Cao su
tw nhién cao cip, c6 1&p pha bot
tiét trung chong dinh. Luwong bot <
8mg/dm2. Tiét trung bang khi E.O.

hoac twong dwong

750

Yéu cau

Yéu cau




1.18

Bé mat co dwoc lam nham siéu nho
cho kha niang cAm nam kho va wét
Co tay c6 vién giup cho viéc quin
dé dang va giup ngin ngira cudn
tré lai
P06 bén va do dan hoi cao. Dat tiéu
chuin CE; ISO 9001: 2015; ISO
13485: 2016; FDA hoac twong

dwong.

1.19

Gel dién tim
hodc twong

dwong

Thanh phan: Carbomer, glycerin,
EC, nuéc. Dan t6t véi moi tin s6 ap
dung trong dién tim y té€. 6 ddm
dac cao thich hop trén da ddm bao
ludn dan truyén tét xung dién tim,
khéng giy kich &ng da, vé khuan,
khéng c6 muoi, khéng co

formaldehyde.

Tuyp

50

Yéu cau

Yéu cau

Gel siéu am
hoac twong

dwong

Cam quan trong, dong nhit, tan
hoan toan trong nwéc.Thanh phéan:
Carbomer, nwéc, Propylen Glycol,

Glycerin, chit bdo quan. b6 PH
(dung dich 20% trong nwé«c): 4,0-
8,0.

Can

40

Yéu cau

Yéu cau




Gidi han arsen khong 1émn hon 10

pmm.
Khong c6 Formaldehyd, khéng kich
rng da.
1.20 Gidy dién tim | Dang thép hodc twong dwong. C6 Thép 60 Khong | Yéu cau
6 can hoac dong ké. KT 110mm x 140mm x yéu cau
twong dwong 142 to.
Dung cho may dién tim Nihon
Kohden. Dat tiéu chuan ISO 13485
hodc twong duwong
1.21 Gidy in siéu - Dang cudn, chiéu rong >110mm, | Cudn 30 Khong | Yéu cau
am hoac chiéu dai >20m. yéu cau

twong dwong

- Dung lwgng khodng 2215 ban in
cho méi cudn
- Gidy dung trong y té, St dung cho
cidc may in den trang ctia SONY.
- Pwng trong tli bao quan
- D0 phan giai cao v&i thang do
xam t6i wu
chirng nhan hé thong quan ly chat
lwong theo tiéu chudn 1SO 13485,
EC, FDA hoac twong dwong




1.22 Hop trung | Kich thwéc212cm x 222cm Cai 2 Khong Khong
inox yéucau | yéucau
1.23 Hop nhwa Chéat liéu nhya HDPE, mau vang y Hop 5 Khong Khong
dung vatsac | té c6 nap day, c6 vach gi¢i han mirc yéucau | yéucau
nhon do chira; Dung tich 21,5 lit.
1.24 Huyét ap + Huyét ap: Khoang do : Bo 15 Yéu ciu | Yéuciu
Ong nghe <20 ~ =2300mmHg véi diém gia tri
nguwoilon bat dau tir 0.
hoac twong Do chinh xac: + 3mmHg.
dwong Vong bit bap tay va tui Latex di

kém Ong nghe t6i thiéu gom:

- 01 b6 phan mat nghe dwoc thiét
ké hinh tron : gbm chudng va mang
nghe, dwgc thiét ké hai mat
- 01 Ong nghe hai tai 1am bing
dong thau, dau 6ng nghe c6 boc nut
nhwa mau trang
- 01 DAy chit Y lam t6i thi€u bang
nhwa PVC, mau xam
Dat tiéu chuin: ISO 13485 hoac




twong dwong

1.25 Kéo thangy | Chatliéu thép khong gi hoic twong Cai 2 Yéu ciu | Yéu ciu
té nhon 16cm | dwong kich thuwéc 16cm(+0,01cm).
1.26 Kep phau tich | Chat liéu thép khong gi hodc twong Cai 2 Yéu cdu | Yéu cau
y té thang ti | dwong kich thuwéc 16cm(+0,01cm).
l6cm
1.27 Kéo catchi | Kéo cat chi, kéo mit cong nhon dai Cai 7 Yéu ciu | Yéu cau
phau thuat 10,5cm(+0,01cm).
Chat liéu thép khong gi hoac twong
dwong
1.28 Kep phau tich | Nhip gip chi cong dai 14cm-17cm Cai 12 Yéu cau | Yéucau
(Nhip gép chi | khong mAu. Chat liéu thép khong gi
cong) hoac twong dwong
1.29 Khiu trang 3-4 16p. Lép ngoai va 1ép trong Cai 15.000 | Yéucau | Yéucau
gidy hoac cung: lam ttr vai khéng dét PP

twong duwong

khong hut nwéc, dinh lvong
30g/m2 + 40g/m2. Lop gitra: la 1




16p vi loc khang khuan ¢ dé loc
khuin cao dén 99,9%, Tiét trung
bang khi EO hoic twong dwong

1.30 Khay inox to | Chitliéu: Inox hodc twong dwong. Cai 1 Khong Khong
Kich thwéc: 240cm x =230cm x yéucau | yéucau
>2cm
1.31 Kim cdy chi | Kim ciy chiloai dung 01 lan gbm: Cai 2.200 | Yéuciu | Yéucau
hodc twong Gia 16t 16i, gia do kim, than kim,
dwong ong bao vé va 16i kim. S6 7
1.32 Kim cham Kim can bang s¢i dong c6 khuyén. Cai | 680.000 | Yéucau | Yéucau
ctru hodc Than kim dwoc lam bang thép
twong dwong | khong gi hodc twong dwong. Cac c&
phu hop. Puoc tiét trung bang khi
EO ,v6 trung tirng cai mét, dong vi.
1.33 Kim luén Kim 1am bang thép khong gi phu Cai 4,700 | Yéucau | Yéucau
laser noi silicon, dau kim c6 3 mat vat, sac
mach hoac bén, dé 13y ven va giam dau.Kim

twong dwong

khong canh , khéng cong bom
thuéc bé sung. Ong catheter lam tir
chat liéu PTFE hodc FEP hodc PUR
hoac twong dwong.

Buong bdo mau dwoc thiét ké véi




mang loc thoat khi ngan mau di
qua.
Khtr trung bang khi EO( Ethylene
Oxide). Thoi gian lwu kim 296 gio.
-16G; @ (1,8 x 45) mm; Flow/ Rate
>200ml/ min.

- 18G; @ (1,3 x 45) mm; Flow/ Rate
>85ml/ min.

-20G; @ (1,1 x 32) mm; Flow/ Rate
>55ml/ min.

-22G; @ (0,9 x 25) mm; Flow/ Rate
>33ml/ min.

- 24G; @ (0,7 x 19) mm; Flow/ Rate
>18ml/ min.

-26G; @ (0,6 x 19) mm; Flow/ Rate
>10ml/ min.

Sai s6 dwong kinh cho phép
(¥0,01mm)

1.34 Kim quang | Kim quang dung cho may Laze n6i | Cai 1.800 | Yéucau | Yéucau
dan laser ndi | mach.
mach
1.35 Kinh chéng | Chiat liétu nhwa. Mit kinh| Cai 30 Khong Khong
tia hong polycarbonate trong sult. Gong yéucau | yéucau




ngoai

kinh den chic chidn, c6 khad nang
chdng tia hdng ngoai, bdo vé mat
hiéu qua.

1.36

Nhiét ké dién

twr

Kiém tra nhiét d0 co thé ving tran.
Cho két qua chinh xac trong <1s.
Po dwoc nhiét do moi treong, vat
thé. B6 nhé =232 1an kém theo. TAm
do rong ttr 0->100 d6 C. Tam do:
Than nhiét: <34.0°C - 242.0°C.
Nhiét do hoat dong: <15°C - 240°C.
Nhiét do tran: +0.3 °C.

Hién thi: LCD hodc twong dwong
4 Ky tw va cac biéu twong dic biét.
Kich thwérc:

>14,9cm x =27,7cm x =24,3cm.

Cai

Yéu cau

Yéu cau

1.37

Ong nghiém
EDTA hoac

twong dwong

Chit lidu: Ong dwoc lam bing nhua
y té PP, ndp bang nhwa LDPE mai
100%, Héa chat: Pvoc bom hoa
chat chdng dong EDTA K2 duéi
dang hat swong, Kich thwéc dng 12
X 75mm, c6 vach dinh mtc lay
mau, chiu dwoc lwc quay ly tAm
26000 vong/phut trong vong 5 - 10

Cai

5.000

Yéu cau

Yéu cau




phit, c6 phiéu kiém dinh chat
lwgng cla co quan kiém dinh. Dat
tiéu chuin ISO 13485, CE hodc

twong duwong.

khéng mau

16cm (+0,01cm)

1.38 Ong nghiém | Chitlidu: dwoclam bing nhwayté | Ong 5.000 | Yéuciu | Yéucau
Heparin hodc | PET. Nap cao su boc bang nhua
twong dwong LDPE. Héa chat: dwgc bom hoa
chat chéng dong Heparin lithium
dwéi dang hat swong, kich thwéc
ong 13 x 75mm, c6 vach dinh m&c
14y mau, chiu dwoc lwc quay ly tAm
26000 vong/phut trong vong 5 - 10
phut, c6 phiéu kiém dinh chat
lwgng cla co quan kiém dinh. Pat
tiéu chuin ISO 13485, CE hodc
twong dwong.
1.39 Ong thiy tinh | Ong thiy tinh. Ong c6 dworng kinh Cai 500 Khéng Khéng
dung nwéc >1,6cm va cao =16cm yéucau | yéucau
tiéu
1.40 Panh cong | Chatliéu thép khong gi, kich thwéc Cai 2 Yéu ciu | Yéucau




16cm

141

Panh thang

khéng mau

Pank thing khéng miu size 16
cm(0,01cm) dwoc sdn xult bang
cong nghé thép inox khdng gi hodc

twong dwong

Cai

Yéu cau

Yéu cau

1.42

1.43

Sap Paraphin

La mot hon hop cé nhidu
hydrocarbon tir ddu héa. Sap
Parafin dung trong diéu tri 1a loai
tinh khiét, trung tinh, mau trang,

khong ddc.

Kg

500

Sonde da day
hodc twrong

dwong

Dai >125cm, vach danh d4u tai
45cm, 55cm, 65cm, 75 cm, c6 4 mit
phy, dau 8ng dwoc mai nhin. Mau
theo c& s6 dé nhan biét, c6 duwong
can quang doc thin ong. Chat liéu
PVC mém, déo, tron giam tén

thwong niém mac.

Cai

13

Yéu cau

Yéu cau

1.44

Tuai dung
nwéec tiéu
hoac twong

dwong

Chat liéu: DPuoc lam bang vat liéu
nhwa PVC déo dai va kin. Van xa
mot chiéu chir T, tuyét déi khong
do ri.

- C6 gan phu kién khda tui, khoa

vin % vong, day dan dai 290cm c6

Tui

15

Yéu cau

Yéu cau




van chdng trao ngugc va c6 nap
day duwong kinh ngoai 26,5mm,
dwong kinh van thao dich 29,2 mm
- C6 16 treo tui va bang ghi thong
tin bénh nhan
- Dung tich Tai 22000 ml, c6 vach
chia thé tich mdi 100ml;
- Kich thwoc tui dai 228 cm, rong
220 cm, do day la 21,2mm
- Tiét trung bang khi EO

2 | PP2500402874 | Phan 2:
vat tw
nha
khoa
2.1 Acid x6i mon | Acid x6i mon rang str dung trong Tub Khong Khong
rang hoac nha khoa. La loai ché phdm gel yéu ciu | yéucau
twong dwong dung dé
lam mon men rang trong qua trinh
thuwc hanh diéu tri nha khoa. Tub
>5ml.
2.2 Cay han 6ng | Dung tram bit dng tdy trong diéu Hop Khong Khong
tay hoac tri noi nha. yéucau | yéucau

twong dwong




2.3 Chat boi tron Thanh phan: EDTA (Ethylene Tuyp 10 Khong Khong
ong tdy MD- | Diamine Tetra Acetic acid) 219%. yéucau | yéucau
ChelCream Giup loai bd cac chat vo co bang
hodc twong EDTA-Ca+, stta soan dng tiy dé
dwong dang nho tac dung boi tron, lam
mém cac mo nga canxi hoéa.
2.4 Chathan 6ng | Thanh phan la ddu Eugenol dung Lo 2 Khong Khong
tay hoac phéi tron véi oxid kém lam gidm yéu ciu | yéu cau
twong dwong dau trong thu thuat nha khoa.
2.5 Chat han tam Xi mang tram tam hop 230g. Hop 6 Khong Khong
hodc twong yéu ciu | yéu cau
dwong
2.6 Choi danh banh béng, lam sach bé mit rang Hop 2 Khong Khong
béng riang khi stra soan gin/dan véi cac vat yéuciu | yéuciu
hodc twong liéu khac.
dwong
2.7 COMPOSITE | Composite dac hat don nano quang Con 600 Khong Khong
TETRIC N- trung hop. Nhong/0,25g. yéucau | yéucau
CERAM
(nhong dic)
cac so hodc
twong dwong
2.8 COMPOSITE Composite long Tetric N-flow Con 100 Khong Khong




TETRICN- | (dang nhong). Mau sac: A1, A2, A3, yéuciu | yéuciu
FLOW (nhdng A3.5,A4...
16ng) cac s6
hoac twong
duong
2.9 DAu xit tay C6 tac dung lam sach nhanh, hiéu Lo 5 Khong Khong
khoan nha qua va bdi tron tit ca cic loai tay yéu ciu | yéu cau
khoa hoac khoan
twong dwong | nhanh, tay khoan cham, motor hoi.
St dung trong nha khoa.
2.10 Kim nha khoa | Kim nha khoa sic nhon. C& kim Cai 500 Khong Khong
hodc twong | dwoc phan biét bing mau sic trén yéu cau | yéuciu
dwong d6c kim. Can kim dai dé cAm khi
choc nhiéu viing ven khac nhau. C&
kim: 27Gx13/16.
2.11 Mii khoan | Dung d€ mai, stra soan bé mit rang Cai 500 Khong Khong
kim cwong trong qua trinh diéu tri nha khoa yéuciu | yéuciu
cac loai
2.12 Ong hit nwéc | Chat liéu nhwa t6t, mém mai dé Tui 5 Khong Khong
bot hoic udn déo va gitr on dinh hinh dang. yéu ciu | yéucau
twong dwong | Ong hat nwéce bot st dung 1 I4n.
2.13 Tay khoan Cong cu hod tro trong viéc khoan, Cai 5 Khong Khong
nhanh cat va lam sach bé mit ring yéu ciu | yéucau




2.14 Tetric N- Chtra axit photphoric acylate, Lo 4 Khong Khong
Bond - chit HEMA, Bi - GMA, urethane yéucau | yéucau
két dinh dimethacrylate, ethanol. Chit tao
quang trung mang, chat kh&i diu va chit 6n
hop dung dinh giup két dinh vat liéu phuc
trong phuc hinh v&i men, nga rang. Lo 6g
hinh truec tiép
hodc dan tiép
2.15 Tram gai ldy | Cacs6 tir 15-20 Trang, vang, d6. St | Hop 20 Khong Khong
tay hoac dung lay sach sgi tdy trong qua yéucau | yéucau
twong dwong trinh chira tay
2.16 Tram nong | Dung cu lam sach, sitra soan 6ng tuy Vi 100 Khéng Khéng
ong tay cac sb trong diéu tri ndi nha yéuciu | yéucau
2.17 Vat liéu che Dung diéu tri tdy viém, bang dng Tuyp 20 Khong Khong
tay calcium tay, che tiy trwc ti€p hodc gian yéu ciu | yéucau
hydroxide ti€p. Gitp day nhanh qua trinh tai
hodc twong tao mo cirng, hinh thanh nga th
dwong cip, che tay. Bot canxi hydroxit st
dung trong qua trinh diéu tri tay
hodc trdm che tay
Ghi chu:

Nha thiu 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 Chi dau tw yéu cau nha thau lam ré dé xdc dinh s6 lwong twong

ing véi ting hang sdan 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 dwoc xem xét, danh gid.

Khi ¢6 su nghi ngo' vé tinh xdc thwc cua 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 tai liéu nha thau nop tai E-HSDT. Nha thau khong cung cd'p dwoc ban
goc trong thoi gian yéu cau thi Chii dau tw sé ddnh gid theo E-HSDT da ndp. Truong hop Chii dau tw c6 tai liéu chitng minh nha thau gian
ldn theo quy dinh tai khoan 4 Pieu 16 ciia Ludt Pdu thau sé bi xir ly theo quy dinh

Bat ky thwong hiéu md hiéu danh tir riéng (néu cé) trong bang yéu cau ky thudt chi mang tinh chdt minh hoa cho cdc tiéu chudn
chat lwong tinh ndng ky thudt khé mé td. nha thau cé thé lwa chon dy thau hang héa cé nguon géc xudt xir nha san xudt thuwong hiéu ma
hiéu phit hop véi diéu kién cung cdp nhung 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 tirong dwong hodc wu viét hon
thi can phdi chitng minh bang cdc tdi lidu thir nghiém cia co quan kiém dinh déc ldp hodc cdc dan chirng khoa hoc cu thé tir cdc co quan
kiém dinh c¢6 uy tin.

*kk kx% Yeu cau vé Gidy phép lvu hanh/ Giay phép nhip khau:

- Dbi v6i mit hang 1 trang thiét bi y té nha thau can cung cip mot trong cac tai liéu sau: Gidy phép luu hanh/ Gidy phép nhap khau
hodc twong duong:

+ Dbi voi trang thiét bi y té loai A, B: S6 cong b tiéu chuan 4p dung trang thiét bi y té thudc loai A, B hodc gidy phép nhap khau.

+ Pbi voi trang thiét bi y té, vat tu loai C, D:

<> Néu 13 hang héa nhap khau phai co sb ding ky luu hanh hodc gidy phép nhap khiu ciia BO Y té d6i v6i hang hoa duoc quy
dinh tai Thong tu s6 05/2022/TT-BYT ngay 01/8/2022 (Truong hop trang thiét bi y té dir thau khéng thuéc danh muc yéu cau phdi cé so
ddng ky hodc gidy phép nhdp khau thi nha thau cung cdp bdang phén logi trang thiét bi y té dwoc Bé Y té cong khai trén cong théong tin dién
tir va To khai hdi quan (néu cd)).

<> Dbi v6i trang thiét bi y té san xuat trong nudce: Nha thau phai cung cdp gidy phép luu hanh cta san pham do Bo Y té cip con
hiéu luc (trir trieong hop nha thau c6 tai liéu ching minh mdt hang di thau nam ngodi quy dinh phdi ¢é gidy chitng nhédn leu hanh).

- B6i voi yéu cau vé xuit xir theo nhém nuéde, ving 1anh tho: Nha thau phai chao hang héa theo dung yéu cau vé xuat xi hodc xudt

xtr Viét Nam, ké ca trong trudng hop xuét xir theo nhom nude, ving lanh thd ma Chu du tu yéu cau khong c6 Viét Nam. Nha thau chao



hang hoa khong c6 xuét xir theo yéu cau ciia E-HSMT hodc khong phai xuit x Viét Nam thi s& bi loai; Dbi v6i trudng hop yéu cau nha

thau chao hang héa xuat xt trong nudc, nha thau phai chao hang héa xuat x@ Viét Nam, nha thau chao hang héa khong co xuat xir Viét

Nam s bi loai.

1.3: Yéu ciu khac:

- Nha thiu phai c6 Bang dap wng vé k§ thuit ciia hang héa chao thiu theo miu bén dwéi va cung cép file dinh dang excel
kéem E-HSDT
- Céc file dir liéu ctia hang héa dinh kém E-HSDT phai dwoc phan chia riéng biét theo folder mdi folder bao gom 01 hodc cadc mit

hang du thau 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 nhip khau. CFS.......

STT| Tén | Tén Tén Ky | Ténnha |Thongsé ki| Pon | S6 | Quy | Hansi | Tieu | Phan | Gidy phép s6 | Giayphép | Taili¢u tham
phin | hang thuong mA | san xuit | thuit tiéu vi | lwgng | céach dung |chuin | loai ban hang cong l“."A,‘ hz‘ml}. chiéu trong E-
16 hoa mai/ hi¢u/ Nuwge | chudn chét| tinh dy | déng clia sdn thiét’ (Néu c6) bd tieu G‘i‘y pheRp HSDT
theo E- Nhan | ¢an xut | lwong dic thiu | goi hang | xuit | biy té chuin | nhap khau
HSMT mac tinh ki hoa (ddi _(néu
sidn thuat voi | CO)(doivii
phim TTBYT | TTBYT logi
loai A. C.D)
B)
O] @ | O (4) (5) (6) (7) 8) 9 | (10 (11) (12) | (13) (14) (15) (16) (18)
Pién | Pién | Dién Dién tén Dién Dién Dién thong | Pién | Dién | Pién | Piénton I1ISO Loai - Gidy uy S6 ... | So..do.. Trang ... cua
s6 ma theo thuong théng | théng 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 cia |  tin tin han sit | hodgc | theo cho Congty | ...cdp. | handén ... liéu sur dung
tw | hoa | hang du thau cua héa dw | kem tai liéu | hang | cua clia dung CE Bing | ...dénngay | céthoi | (Trang ... | hodc cdc tai liéu
lien | nha | hoa hang thau (phit hop | héa dw| hang | hang clia hodc | ket R han thuéc E- khdc thupc E-
tuc | thau | moi hoa véikymd | thau | héa | héa | hang | FDA | qua - Gidyuy | dén .. HSDT) HSDT
tham | thau dy hi¢u chao die die hoa: hodc | phan quyén cia | (Trang
du thau thau) do thau thau tinh tir tiél{ lqai congty ...
héng san ngay | chudn | so ... cho Céng thudc
xuat phat san xuat | khac | (Tran Do E-
hanh den | (Tran | g .. tham gia goi | HSDT)
ngay het | g .. thugc théu
han. thuoc E-
(Trang ...




STT| Tén | Tén Tén Ky | Ténnha [Théngséki| Pon | S6 | Quy | Hansir | Tieu | Phan | Gidy phép sé | Giayphép | Taili¢u tham
phin | hang thuong ma | san xuit | thuit tiéu vi lwgng | cach dung |chuin | loai ban hang céng 1“_": h?‘“‘l}' chiéu trong E-
16 hoa mai/ hi¢u/ Nuée chuén chit | tinh du déng ciia san thié't, (Néu ¢6) b ticu Glily phgp HSDT
theo E- Nhan | ¢an xuat | lwong dic thau goi hang | xuat | biyté chudn | nhap }(hau
HSMT mac tinh ki hoa (doi _(néu
san thuit Voi c)(doi voi
phim TTBYT | TTBYT logi
loai A. C.D)
B)
O @ | B (4) (5) (6) (7) 8) 9 | (10) (11) (12) | (13) (14) (15) (16) (18)
E- HSDT thuoc E-
HSDT | ) HSDT)
)

Hang hoa phai dap tmg cac thong so quy dinh theo yéu cau; dap tng tinh hop 1& va day du cac tai liéu chimg minh tinh hop 18 va sy phu hop
(dap ung) cua hang hoa theo quy dinh cia E-HSMT
Muc 2. Ban vé
Khong c6 ban vé
Muc 3. Kiém tra va thir nghiém
- Kiém tra dic tinh k¥ thuat ca hang hoa theo yéu cau ciia E-HSMT trude khi nghiém thu dua vao st dung
- Bat ki hang hoa nao qua kiém tra. thir nghiém ma khong pht hop véi dic tinh k¥ thuat theo hop dong thi Bénh vién c6 quyén tir chdi
va nha thau phai c6 trach nhiém thay thé bang hang hoa khac hodc tién hanh nhitng diéu chinh can thiét dé dap ung ding cac yéu cau vé
dic tinh ky thuat. Truong hop nha thau khong cé kha ning thay thé diéu chinh cic hang héa khong phi hgp. Bénh vién c6 quyén t6 chirc

viéc thay thé hay diéu chinh d6 néu thiy can thiét. moi chi phi va rui ro do nha thau chiu




