Chuwong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé ky thuit

1.1. Gidi thigu chung vé dw todn mua sim, géi thiu:

- Tén dy toan: Mua sim vt tu y té 1an 1 phuc vu hoat dong thuong xuyén nam 2025
- 2026 cua Bénh vién da khoa Vinh Bao;

- Tén goi thau: Mua sam vat tu y té 1an 1 phuc vu hoat dong thudng xuyén nim
2025-2026 cua Bénh vién da khoa Vinh Bao;

- Chu dau tu: Bénh vién da khoa Vinh Bao;

- Hinh thtrc lya chon nha thau: PAu thau rong rai, qua mang;

- Phuong thtrc lya chon nha thau: 01 giai doan, 01 tai ho so;

- Loai hop dong: Tron goi.

- Thoi gian thuc hién goi thau: Trong vong 12 thang ké tir ngdy hop ddng ¢ hiéu lc.

- Pia diém cung cip hang héa: Bénh vién da khoa Vinh Bao; Dia chi: Thon Tan
Hoa, xd Vinh Bao, thanh ph Hai Phong.

1.2. Yéu ciu vé kj thugt:

1.2.1. Yéu ciu chung:

- Hang hoa duogc cung cap phai 12 hang hoa méi 100%, chwa qua sir dung, san xudt
nam 2025 tro vé sau va phai 1a hang héa chinh hang.

- Nha thau phai dé xuét cy thé ky ma hiéu (néu c6), nhan hiéu, xuat xt, hing san
xuat. Truong hop nha thiu khong dé xuat cy thé ky ma hiéu (néu c6), nhin hiéu, xuét xi,
hang san xuét thi E-HSDT ciia nha thau khong duge xem xét, danh gia (nha thau khong
dugc tham chiéu tdi cac ndi dung khac trong E-HSDT ma phai dé xuét cu thé theo mau tai
Chuong 1V).

- B6i v6i hang hoa 1 thiét bi y té, nha thau phai cung cip cac tai liéu sau day:

+ Ban phan loai thiét bi y té duoc dang tai trén H¢ théng dich vu cong truc tuyén vé
quan 1y thiét bj y té cia BO Y té (IMDA) theo quy dinh.

+ Céc tai liéu chtirng minh theo quy dinh tai Diéu 22 Nghi dinh 98/2021/ND-CP va
céc van ban sira d6i, hudng dan thi hanh:

+ Gidy chtng nhan luu hanh/ Phiéu tiép nhan hd so cong bd tiéu chuin/ Gidy phép
nhap khau con hiéu lyc phi hop véi hang hoa duge xac dinh 1 thiét bi y té du thau theo
quy dinh tai Nghi dinh 98/2021/ND-CP va cac van ban stra doi, huéng dan thi hanh:

* Pbi v6i thiét bi y té loai A, B: Phiéu tiép nhan hd so cong b tiéu chuan (sb luu
hanh) ctia co quan ¢ tham quyén va tai liéu chirmg minh Sé cong bd tiéu chuan da duoc
cong khai trén Hé théng dich vu cong truc tuyén vé quan 1y thiét bj y té cia BO Y té.

* Pbi v6i thiét bi y té loai C, D: Gidy ching nhan ding ky luu hanh (sé lwu hanh)
do B Y té cap.

+ Tai liéu chiing minh nhan hang héa theo quy dinh ctia phap luat hién hanh.



+ Hudng dan str dung thiét bi y té (néu bang tiéng nudc ngoai phai cé ban dich tiéng
Viét kém theo).

+ Thong tin vé co s& bao hanh, diéu kién va thoi gian bao hanh, trir trudong hop thiét
bi y té stir dung mot 1an theo quy dinh ciia chii so hitu thiét bi y té hodc c6 tai lidu ching
minh khong c6 ché do bao hanh.

+ Giay phép nhap khau dbi véi nhitng thiét bi y té nhap khau phai cap Gidy phép
nhap khau theo quy dinh ctia By Y té.

+ Tai liéu chimg minh di thuc hién ké khai gia theo quy dinh tai Thong tu sb
29/2024/TT-BYT ngay 03/11/2024 ctia Bo Y té (4p dung voi truong hop thiét bi y té thudce
danh muc phai ké khai gia).

- Tai liéu chimg minh dic tinh, théng s6 k¥ thuét ctua hang hoa du thau: Nha thau
phai cung cap catalogue hodc tai liéu k¥ thuat c6 day di ndi dung chirng minh cac dic tinh,
thong sb k¥ thuat cua hang hoa dy thau va duge dan chiéu rd rang.

- Tét ca cac san pham yéu cau dat phai tiéu chuan ISO 13485 hoic twong duong
(con hiéu luc tinh dén thoi diém dong thau).

- Cam két ban giao cho chi ddu tu cac gidy to sau khi giao hang:

+ Trudng hop hang héa nhap khau: Gidy chimg nhan xuit x& (CO), Gidy ching
nhan chit lugng san pham cua nha san xuat (CQ) va cac gidy td lién quan khac theo quy
dinh d6i v6i hang hoa nhap khau.

+ Trudng hop hang hoa san xuit trong nude: Gidy ching nhan xuit xuong, hoa don
ban hang va gidy bao hanh cta nha san xut hodc dai 1y phan phdi (néu co).

- Tat ca cic tai liéu chirng minh sy phil hop ctia hang héa néu bang tiéng nudc ngoai
phai duoc dich sang tiéng Viét. Nha thau phai chiu trach nhiém vé tinh chinh x4c, tinh phap
Iy ctia ban dich so v&i ban gdc.

- Nha thau c6 cam két chju trach nhiém vé tinh chinh x4c ctia cac vin ban c6 yéu tb
nudc ngoai, vin ban va catalogue ciia nha san xuat. Trong trudng hop nghi ngd gian 1an
tai liéu, Chu dau tu s& yéu cau nha thau cung cap ban gbc dé ddi chiéu (c6 hop phap hoa
lanh suy).

- Nha thau chiju trach nhiém vé tinh trung thuc, chinh xac cua céac thong tin, thong
s6 k¥ thuat do nha thau cung cap. Trong truong hop phat hién thong s tai tai liéu nha thau
cung cap c6 su khac biét so v6i thong tin trén website ctia hing san xuat hodc treong hop
can thiét khac, Chu dau tu 6 thé yéu cu nha thau lam rd. Moi gian 1an vé ho so, tai lidu,
cac thong s ki thuat cua hang hoa cta nha thau 13 cin cir dé Chu dau tu dé nghi cAm tham
gia hoat dong dau thau, tao canh bao trén Hé thong mang dau thau qudc gia hodc chuyén
cac co quan churc nang xu ly theo quy dinh.

- Céc tai lidu chimg minh su pht hop ciia hang hoa du thau dugc danh diu vao céc
thong s k¥ thudt va cac ndi dung dé xuat dé chimg minh tinh dap ng cua hang hoéa, cac
tai liéu duoc phan loai thanh tirng file riéng va ghi tén file tuong ing véi tung tai li€u, scan
dinh kém E-HSDT dé Chu dau tu thuan tién trong viéc kiém tra, danh gia.



1.2.2. Yéu cdu ky thudt chi tiét:

Yéu cau nha thiu tom tat thong sé k¥ thuat cta hang hoa chirng minh hang hoéa do
nha thau chio dap tmg cac ndi dung yéu cau ky thuat dudi day hodc dap ung t6t hon. Bit
ky thwong higu, nhin hiéu nao néu cé trong bing yéu cau ky thudt déu mang tinh chit
minh hoa cdc tiéu chudn chit luwong, tinh néing ky thudt yéu cau. Nha thau c6 thé lua
chon dy thau hang héa c6 ngudn gdc, xuat xir, nha san xuat, thwong hi¢u phu hop vai dicu
kién cung cap nhung phai dam bao yéu cau c6 thong sb k¥ thuat, tinh nang sir dung, tiéu
chuan cong nghé “twong dwong” hoic tot hon so vdi cac yéu cau cu thé ¢ dudi va cung
cAp tai liéu chimg minh sy dap tng tét hon ctia hang hoa chao thau so véi yéu cau cia E-
HSMT. “Tuong duong” c6 nghia la ¢ chat lugng, tinh ning str dung bang thong sé moi
thau. Nha thau ¢ van ban giai trinh, cung cip tai liéu chirng minh hang héa nha thau chao
c6 thong s k¥ thuat twong dwong hodc t6t hon. Truong hop nha thau khong cé vin ban
giai trinh, tai liéu chimg minh thi don vi tu van tién hanh danh gia theo dung tai liéu k¥
thuat trong E-HSDT cua nha thau. Tt ca hang hoa phai dap tmg cac yéu cau ky thuat tai
E-HSMT thi méi dugc coi la dap tng va dugc xem xét, danh gia & bude tiép theo.

Yéu cau ky thudt chi tiét theo bang duwdi day:

Ghi

STT Danh muc hang héa Yéu cau ky thuit chi

Kich thudc: 24mm x 55m
Bang keo chi thi nhiét véi vach muc

Bang chi thi nhiét chuyén mau giap xac dinh goéi dung cu da
1 A r A , 7. ’ s A A
do udt qua tiép xUc vdi qua trinh tiét khuan.
Pat tiéu chuan ISO 13485 hoic tuong
duong.
Kich thudc: 7cm x 2,5m. San pham dugc
) Bang cudn x06 2.5m x dét tur soi 109% cotton.
0.07m Dbat ti€u chuan ISO 13485 hodc tuong
duong.

Xy lanh dung tich 3ml dugc san xuat tir
nhya y t& nguyén sinh.

Vach chia dung tich rd nét.

3 Bom tiém 3ml Kim lam bang thép khong gi, sic nhon, vét
3 canh. Kim cac ¢& 23Gx1", 25Gx1.

Pat tiéu chuan ISO 13485 hoic tuong
duong.

Dau ni khoa ren v6i 1 khoa ren chinh (két
nbi duong) va 2 khoa ren phu (két ndi am),
nong trong tron dam bao dong chay.

Mili tén chi hudng dong chay. Thé tich
moi: 0,26- 0,3ml

Chiu ap luc: > 3 bar( 300kPa)

4 Pau nodi 3 chac




Day thé oxy 2 nhanh

Chat liéu nhya PVC y té cao cap, bao gom
day dan va gong mili.

- Khong chira chat DEHP, duoc tiét trung
bang khi EO.

- Ong day mém, chéng vin xodn, bé mit
tron nhén.

- Ong khong bi tac dong boi oxy hay thude.
- Pau thé mém, c6 2 éng thing dua vao
miii mau tring trong, khong co chét tao
mau.

- Céc c0: tré so sinh, tré em va nguoi 16n.
- Day dan c6 chiéu dai > 2.5 m, nong 6ng
c¢6 khia chéng gap.

Pat tiéu chuan ISO 13485 hoic tuong
duong.

Mat na tho oxy bo khi
dung

Mit na duge san xuat tir nhya PVC
nguyén sinh.

- Day dn c6 chiéu dai > 2.5m, cht liéu
nhua PVC .

-Cacco: M, L, XL.

Pat tiéu chuan ISO 13485 hoic tuong
duong.

Béng dinh lua
2,5cm x Sm

Vi lya Taffeta trang, 100% soi cellulose
acetate, sO soi 44x19.5 sgi/cm. Nguyén
li¢u cac nudc G7 (co tai lieu chirng minh
kem theo E-HSDT), keo Zinc oxide
khong dung dung méi phu déu. Loi nhya
lién canh bao vé. KT cudn: 2,5cm x 5m.
Pat tiéu chuan ISO 13485 hoic twong
duong.

Ong nghiém EDTA

Ong nghiém nhya PP, kich thudc
@D13x75mm hoac P12x75mm, dung tich
t6i da 6 ml, nap nhwa mau xanh duong.
Bén trong chira chat khang dong
Ethylenediaminetetraacetic Acid
Dipotassium Salt Dihydrate (EDTA K2),
chi ¢6 1 vach chi thé tich trén nhén dng.
Chiu dugc lyc quay ly tdm gia téc > 6.000
vong/phut trong thoi gian 10 phut, dat do
an toan, dat do kin than va nép éng
nghiém, dat do vo khuan (cé phiéu két
qua thir nghiém ciia don vi kiém chitng
kem theo E-HSDT)

Pat tiéu chuan ISO 13485 hoic tuong
duong.




Ong nghiém Citrate 3,8%

Ong nghiém nhya PP, kich thudec 013 x
75mm hodc @12 x 75mm, dung tich ti da
6ml, nép nhua mau xanh 1a.

Bén trong chira chat khang déng Trisodium
Citrate Dihydrate 3.8%, chi c6 1 vach chi
thé tich trén nhin 6ng.

Chju duoc lyc quay ly tdm gia tbc > 6.000
vong/phut trong thoi gian 10 phut, dat do
an toan, dat do kin than va nép 6ng
nghiém, dat d6 vo khuan (co phiéu két qua
thir nghiém ciia don vi kiém chirng kém
theo E-HSDT).

Pat tiéu chuan ISO 13485 hoic tuong
duong.

10

Bong hut

100% bong xo ty nhién ¢ tinh tham hat
tot.

11

Gac huty té khé 0,8m

Gac duoc dét tir soi 100% cotton, c6 do
tham hut cao. Khong c6 hoa chat tay trang,
khong c6 ddc to.

12

Gac phau thuat 0 bung
30cm x 40cm x 6 16p vo
trung

Gac duoc dét tir soi 100% cotton, c6 do
tham hut cao. Khong c6 doc to, da dugc
giat sach. Khong chira chat gay di ung.

13

Kim tiém

Kim cac s6 G18, G20, G23. Vi dung kim
c6 chi thi mau phan biét cac cd kim.

Pat tiéu chuan ISO 13485 hoic tuong
duong.

14

Kim cham ctu dung 1 lan
cac co

Kim cham ctru ding 1 14n cac ¢&. Than
kim dugc 1am bang thép khong gi. Puoc
tiét trung bang khi EO. Kich thudc:
0.35x75mm; 0.30x40mm; 0.30x25mm.
Pat tiéu chuan ISO 13485 hoic tuong
duong.

15

Kim ludn mach mau an
toan

C6 dau bao vé bang kim loai dang 10 xo
gdm 2 canh tay don bat chéo nhau.
Cathether nhua: C6 4 duong can quang
ngém, vat liéu FEP-Teflon.

Maing ki nu6c chéng mau tran ra khi thiét
lap dudng truyén.

Kim ludn c6 canh, khong cira, tbc do chay
> 22ml/phut.

buong kinh va do dai catheter: 0.7mm x
19mm.

C6 co ché trao mau 2 lan gitp xac nhan lay
ven thanh cong.

Khoang cach tir diu mit vat kim sit dén
dau catheter < 0.4mm dam bao luc tac
dong, giam dau.

Dat tiéu chuan ISO 13485 hoic tuong
duong.




16

Gel siéu am

Gel bdi tron gdc nudc duge dung trong y té
Gel trong sudt, khong mau hodc mau xanh,
khong mui.

Chi tiéu PH: 6,5+0,75.

Do nhét: 260.000-360.000 mPa.s.

17

Giay dién tim 3 can

KT: 63mm x 30m, dung cho may dién tim
3 can.

Dat tiéu chuin ISO 13485 hoic tuong
duong.

18

Cuc dién tim

KT: 50mm, dang hinh tron.

19

Ch~é pham sat khuén tay )
phau thuat dung trong y té

Thanh phan:
> 4%kl/kl Chlorhexidine Digluconate.
Ham luong phu gia vira du 100%.

20

Dung dich khir khuan mirc
dd cao cho thiét bi y té

Thanh phan:

Ortho-Phthalaldehyde > 0,55% (w/w),
pH=7-9.

Hiéu qua sau thoi gian ngam t6i thiéu 5
phut.

Hiéu qua vi sinh (phase 2, step 2)

Vi khuén: EN 14561

Nam, méc: EN 14562

Mycobacterium (Truc khuan lao): EN
14563

Virus: EN 17111

Test thir di kém tuong thich véi san pham.

21

Dung dich tiét khuén 2%

Thanh phan: > 2% Glutaraldehyde.
Khong can hoat héa, pH = 6.

Khtr khuan mirc d6 cao: < 10 phit.

Téi st dung trong 30 ngay (kém test thir).

22

Nhiét ké thiy ngan

Chirc nang: Dung dé do nhiét do co thé.
Dai do nhiét 3o co thé: 35-42 °C.

23

Mii phau thuat

Mi dang xép. Mau xanh déng déu, khong
loang ban, khong dinh tap chat.

24

Chi phau thuét ty tiéu sb
3/0

Chi tiéu tong hop da soi Polyglactin 910,
dugc bao phu bdi polyglactin va Calcium
stearat, sb 3/0, dai tdi thiéu 75cm, kim tron.
Kim bao phu Silicone, dai 26mm, do cong
ctua kim 1/2 dudng tron.

Pat tiéu chuan ISO 13485 hoic twong
duong.

25

Chi phiu thuat s6 1

Chi tiéu tong hop da soi Polyglactin 910,
dugc bao phu bdi polyglactin va Calcium
stearat, sd 1, dai toi thiéu 90cm, kim tron,
dai 40mm, dg cong cua kim 1/2 duong tron.
Pat tiéu chuan ISO 13485 hoic twong
duong.




26

Chi Nylon 3/0

S63/0, kim tam giac, 3/8C, kim 24mm, kim
phu silicon, soi chi dai 75cm. La chi phau
thuat don soi khong ti€u tiét trung dugc lam
tor polyamide 6.0 hodc 6.6; bé mit soi chi
muot ma giup dé dang xuyén qua cic mo.
Soi chi ¢c6 dic diém dé budce va stre cang tdt.
Pat tiéu chuin ISO 13485 hoic tuong
duong.

27

Chi Nylon 4/0

S6 4/0. kim tam giac 3/8C, kim 24mm, kim
phu silicon, soi chi dai 75cm. La chi phau
thuat don soi khong ti€u tiét trung dugc lam
tor polyamide 6.0 hodc 6.6; bé mit soi chi
muot ma giup dé dang xuyén qua cic mo.
Soi chi ¢ dic diém d& budc va sirc cang tdt.
Pat tiéu chuan ISO 13485 hoic tuwong
duong.

28

Phim X Quang (20 x
25)cm

Phim kho laser ¢& 20x25cm, tuong thich
may in phim kho laser, st dung cong nghé
Eco Dry than thién méi truong, phim gom
4 16p: 16p bao v¢, 16p nhay sang, 16p phim,
16p bao vé. Mat d t6i da 3.3

Pat tiéu chuan ISO 13485 hoic tuong
duong.

29

Phim CT

Phim kho laser ¢& 14x17 inch (35x43cm).
Phim kho dugc xu ly nhi¢t (Tuong thich
mady in phim may in phim kho laser Konica
Drypro Sigma 2).

Thanh phan chinh goém: Polyethylene
terephthalate: 80-90%, Polyvinyl butyral-
polyvinyl alcohol-polyvinyl acetate
terpolymer: 1-5%, Docosanoic acid, mudi
bac (+1): 1-5%, Cellulose, acetate
butanoate: <5%.

Pat tiéu chuan ISO 13485 hoic tuong
duong.

* Luu y:

- Nha thau phai cung cip ddy du Catalogue hodc cac tai liéu c6 lién quan cia toan
bd hang hoa du thau do hing san xut hodc don vi phan phdi ciia hing san xuat tai Viét
Nam phat hanh dé chimg minh hang hoéa du thau dap tmg cac yéu cau ky thuat theo E-
HSMT. Tit ca tai liéu cung cdp phai bang tiéng Viét, trong trudng hop bang tiéng nudc
ngoai nha thau phai dinh kém ban dich tiéng Viét va chiu trach nhiém vé tinh chinh xéac
cla tai liéu cung cap. Trudng hop E-HSDT thiéu cic ban dich tiéng Viét, nha thau phai

chiu trach nhiém bo sung, 1am 13 trong qué trinh danh gia E-HSDT.

- Céc thong sb k¥ thuat cua hang héa & trén chi nham mo ta thong s, yéu cau ky
thuat téi thiéu hang hoa dy thau phai dap ing ma khéng nhim dinh huéng mot loai hang
hoa, mot hing san xuit cu thé ndo. Nha thau c6 thé chio thau hang hoa c6 thong sb ki
thuat, tinh ning, céng dung turong duwong hodc cao hon, dam bao tuong thich véi thiét bi

hién c6 tai Bénh vién.




1.3. Cdc yéu cdu khdc
- Tat ca hang hoa cung cap phai 1a hang héa duoc phép luu hanh hop phap tai Viét
Nam;
- Pbi voi hang hoa ¢ han str dung phai dam bao con tdi thiéu 2/3 han sir dung ctia hang
hoa theo quy dinh ctia nha san xuat ké tir ngay ban giao, nghiém thu.

- Tién do cung cap hang héa: Hang héa dugc ban giao thanh nhiéu dot trong vong 12
thang ké tir ngay hop ddng c6 hiéu lyc. Thoi gian giao hang timg dot theo thong bao du
trii ctia Chu dau tu, cu thé nhu sau:

+ Cung cap hang héa trong diéu kién binh thuong trong vong 48 gio ké tir khi nhan
dugc thong bao du tru cua Chu dau tu;

+ Cung cap hang hoa trong truong hop khan cap trong vong 24 gio ké tir khi nhan duoc

thong bao dy tri ciia Chu dau tu.



- Nha thau chiu trach nhiém trudc phap luat vé viéc thuc hién ké khai gid hang hoa theo cac quy dinh hi¢n hanh ddi voi cac mat hang bét

budc phai ké khai gia theo quy dinh.

- Nha thau chuin bi Bang thong tin dap tng yéu cau k¥ thuit ctia hang hoa chao thau ndp kém E-HSDT theo mau sau:

BANG THONG TIN PAP UNG YEU CAU KY THUAT CUA HANG HOA

Yéu X
2 < SO luu e 1A XL
KY¥ ma cau Dac hanh cia Gi4 Tai liéu Dien giai su
Tén Tén ).IA ~ Hang/ £ dac tinh Phéan loai Y tham dap wng ve dic
\ hiéu/ Hang/ . < So . - TTBYT/ .z, .. | phép <X , < A
hang thuwong T A nwéc | Nam | Don tinh ky thiét biy . chiéu tinh ky thuat
. . Nhian Nudéce . . . lwgng - n GPNK P ban
STT hoa mai cua méc sin sin chu san vi duw ky thuit hodic tai te han trong E- twong duong
theo E hang % £ iy xuat | tinh X thuat trong A (A,B,C,D) 1 €| HSDT hoac tot hon
. pham xuat ~ thau : liéu (néu e Y S
HSMT hoa (néu c6) hiru trong E- twon c6) (so (néu co)
E- HSDT d o’ng trang...)
HSMT wong
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16




Muc 2. Ban vé

Khong c6 ban vé.

Muc 3. Kiém tra, thir nghi¢m:

+ Thoi gian kiém tra: Ngay sau khi hang hoa duoc giao t6i dia diém quy dinh.

+ Cach thirc tién hanh kiém tra: Hai bén tién hanh kiém tra hang hoa cin c@r theo
yéu cau ctia hop dong da ky két va cac tai liéu c6 lién quan.

+ Moi chi phi lién quan dén viéc kiém tra, thir nghiém, nghiém thu do Nha thau
thanh toan.

~_+ Nhing hang hoa khong dat yéu cau Vé’kiém tra, thir nghiém Nha thau phai thay

thé bang nhirng hang hod khac tuong g cho dén khi dugc Chu dau tu chap nhan.



