Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé k§j thuit

Yéu cau vé kj thudt bao gom cdc ndi dung co ban nhw sau:

1.1. Gidi thiéu chung vé dw dn/dw todn mua sim, géi thiu

- Tén dy toan mua sam: Goi thau vat tu sb 3: Mua sidm vat tu than nhan tao,
chi va dung cu phau thuat phuc vu cdng tac chuyén mén cua Bénh vién Pa khoa tinh
Tuyén Quang.

- Tén gdi thau: Goi thau vat tu s6 3: Mua sam vt tu than nhan tao, chi va dung
cu phau thuat phuc vu cong tic chuyén moén cua Bénh vién Pa khoa tinh Tuyén
Quang.

- Chu dau tu: Bénh vién Pa khoa tinh Tuyén Quang

- Pia diém thuc hién: Bénh vién Pa khoa tinh Tuyén Quang. Dia chi: S6 44,
duong Lé Duan, phudng Minh Xuan, tinh Tuyén Quang

- Hinh thtrc lya chon nha thau: Pau thau rong rai, trong nudc, qua mang.

- Phuong thirc Iya chon nha thau: Mot giai doan 01 ti ho so

- Ngudn von: Nguon thu dich vu sy nghiép cong.

- Thoi gian bat dau t6 chuc lya chon nha thau: Quy IV nam 2025

- Loai hop dong: Tron goi

- Thoi gian thuc hién géi thau: 365 ngay ké tir ngdy hop dong co hiéu luc.

1.2. Yéu cau vé k¥ thuat

1.2.1. Yéu cau chung:

- Yéu cau nha thiu mo ta thong sé ky thuat cua hang hoa va cac dich vu lién
quan chimg minh hang hoa do nha thau chao tuin thi cac thong sb ky thuét va cac
tiéu chudn dudi day hodc co cau hinh tuong duong. Bat ky thwong hiéu, nhan hiéu
nao néu co trong bang yéu cau ki thuat déu mang tinh chat minh hoa céc tiéu chuan
chat lugng, tinh ning k¥ thuat yéu cau. Nha thau c6 thé lwa chon du thau hang héa
c6 nguon goc, xudt xit, nha san xudt, thuwong hiéu phi hop véi diéu kién cung cdp
nhung phai dam bdo yéu cau cé théng so kj thudt, tinh nang sit dung, tiéu chudn
cdng nghé “twong dwong” hodc tét hon S0 véi CAC y8u cau cu thé ¢ dudi va cung
cap tai liéu chimg minh su dap Gmg tot hon cia hang hoa chao thau so véi yéu cau
cua HSMT.



- Noi ham tuong duong duoc quy dinh trong yéu cau ki thuat duge hiéu la:

(1) Puoc co quan ¢6 tham quyén chimg nhan twong duong tiéu chuin

(2) Tuong duwong vé chat luong hinh anh, d chinh xac mau sic va goc nhin.

(3) Tuwong twong vé tinh chét co khi va thudc tinh vat 1y ca vat liéu.

(4) Tuong duwong vé tinh ning co ban, do tin ciy, pham vi img dung

(5) Tuong dwong vé cong suat; hiéu suét, yéu cau thong s6 dau vao; danh muc,
d6 chinh xac két qua dau ra.

(6) Twong duong vé gia tri do; do chinh xac két qua do;

(7) Tuong duwong vé ham luong, nong dg, tinh chat

(8) Cac yéu té tuong duong khac (néu co)

- Nha thau phai cam két hang héa tuong thich véi céc trang thiét bi hién co
tai Pon vi st dung (Chi 4p dung doi véi cac mdt hang sir dung cho may c0 tai bénh
vién), bang mot trong cac cach sau:

+ Tai liéu k¥ thuat ctia nha san xuat hang hoa chao thau thé hién ndi dung
nay.

+ Tai liéu nghiém thu cta 01 don vi st dung bat ky nao da sir dung hang hoa
chao thau cho cac trang thiét bi tuong tu cua Pon vi va hoat dong tdt.

+ Cam két sau 01 thang ban giao hang hoéa tai Pon vi stir dung, co két qua
ngoai kiém dap tng yéu cau va moi chi phi ngoai kiém do nha thau chi tra (néu Pon
vi str dung c6 yéu cau).

+ Hodc tai liéu khac c6 gia tri chirng minh twong duong.

- Nha thau phai c6 bang dap tmg vé k¥ thuat ctia hang hoa chao thau theo cac
mau sau:
+ Bang dap t&ng tinh phap ly hang hoa (file word/excel + ban ky déng diu, scan dinh kém E-
HSDT):
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Néu ré hang héa
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INha thau cam két nhitng néi dung ké khai néu trén la chinh xdc.

Truong hop Nha thau cé tinh ké khai théng tin khéng trung thuwe nham vieot qua bude danh gid vé ky thugt sé duoc coi la hanh vi gian lgn trong
ddu thau theo quy dinh tai Khodn 4 Diéu 16 Ludt Pdu thau va Nha thau sé hoan toan chiu tréch nhiém, chap nhdn chiu xit Iy theo quy dinh ciia E-
\HSMT va phdp ludt vé déu thau

Luu y: (*): Tai budc hoan thién, ky két hop dong, d6i voi hang hoa 1a vat tu,
nha thau phai cung cip ma vat tu phuc vu thanh toan bao hiém y t& (néu c6) theo
Thong tu s6 04/2017/TT-BYT, Quyét dinh sd 5086/QD-BYT ngay 04/11/2021
(dot
1) va cac Quyét dinh cap nhat, bo sung cac dot tiép theo. Trong truong hop tén
hang hoa theo khong trung voi Thong tu sd 04/2017/TT-BYT, Quyét dinh sb
5086/QB-BYT va cac van ban lién quan, nha thau c6 trach nhiém phdi hop cling
Bén mua giai quyét va dinh chinh thong tin dé thuc hién thanh toan BHYT.

- Nha thau phai c6 bang dap ung vé ky thuat cia hang hoa chao thau so sanh
v6i yéu cau ky thudt cia E-HSMT (dinh kém file word/excel + ban ky dong dau,
scan tai E-HSDT):

ST | Tén Yéu Quy Pap trng Quy Tai li¢u k§ thuat tham chiéu
T | han ciuky | cach ky thuat | cach trong
g thuat déng goi | cia Hoso | déng gbi E-HSDT
hoa cia HO | (tham dw clia
so' moi khio) théu hang
thiu theo E- héa du
HSMT thau
D] @ (3) (4) (5) (6) (7)
1 | Theo | Ténhang | Quy cach|- Tén hang| Quy cach
HSM | hoatheo | dong goi | hoatheo S6 | déng goi
T HSMT | theo lwu  hanh | thucté




STT| Tén Yéu Quy Pap imng | Quy Tai liéu k§ thuat tham chiéu
han ciuky | céch ky thuat | cach trong
g thuat | déng géi | cia Hoso | déng goi E-HSDT
hoa ciia HO | (tham du cia
$0' moi khio) thau hang
thau theo E- hoa du
HSMT thiu
@] @ 3) (4) (5) (6) (7)
HSMT TTBYT cua hang
- Model: ... hoa du
- Nha sin | thau
XUuat: ...
- Xuat xu: ...
- Cht sé hitu
(néu co): ...
Mo ta M6 ta hang Dan chiéu timg chi tiét mo ta hang
hang hoa hoa cua E- hod t6i Trang... cta Catalog/Tai
cua E- HSDT  (chi litu ky thuat/Mé ta hinh anh...
HSMT tiét dap ung thugc E- HSDT (Highlight cac noi

tirng muc)

dung lién quan t6i Md ta hang
hod trén Tai
lidu dan chiéu)

Ti€u chi dap
ung  tuong
duong hoidc

tdt hon

- Tai liéu chung minh theo hudng
dan bén trén vé “Noi ham twong
duong”

- Hodc tai liéu ching minh mét s6
tinh nang ky thuat cua E-HSMT
dua ra 1a tiéu chi khong co ban
(viéc khong dép ung khong lam anh
hudéng toi tinh nang st dung cua
hang hoa dy thau) dé Té chuyén gia
xem xét danh gia “Chap nhén
duoc”.

Tiéu chi gay
han ché nha
thau  (khéng

duoc  xem
xét va danh
gia)

Tai liéu ching minh yéu cau ky
thudt chi ¢ duy nhat 01 nha san
xut dap tng

Nha thau cam két nhitng néi dung ké khai néu trén la chinh xdc.
Trwong hop Nha thau cé tinh ké khai théng tin / dich tdi liéu ky thudt khéng diing véi Thong s6 ky thudt




STT| Tén Yéu Quy Pap iing Quy Tai li¢u k§ thuat tham chiéu
han ciu ky cach ky thuat cach trong
g thuat | dénggoéi | cia Hoso | dong gbi E-HSDT
hod | ciaHO | (tham du thiu ciia
s0' moi khao) hang
thiu theo E- héa duw
HSMT thau
@] @ 3) (4) (5) (6) (7)

nhiém, chap nhén chiu xit Iy theo quy dinh ciia E-HSMT va phdp ludt vé ddu thau

ma Nha san xudt cong bo nham vuot qua bucoc danh gia vé ky thudt sé duoc coi la hanh vi gian lgn

trong déu thau theo quy dinh tai Khodn 4 Diéu 16 Ludt Pau thau va Nha thau sé hoan toan chiu trach

1.2.2. Yéu cau k¥ thuit chi tiét:

STT| Tén Danh muc Yéu ciu, dic tinh ky thuat Quy
phén 16 hang héa (hoic twong dwong) cach
dong goi
t6i thiéu
| | Phanl.
Vit tu
tiéu hao
than
1.1 Kim sit - Kich ¢6:16G
- Kim 1am bang thép khong gi
1.2 Qua loc than | H¢ s0 siéu loc cao > 1,6m2
High-Flux
13 Quéd loc nuéc | Mang polysulfone kha nang hap thy cao: loai
siéu tinh khiét | bé vi khuan va noi doc t6 > 10.000.000 Ul/ml
cho may
Dialog
1.4 Qua loc than | * Hiéu sudt mang véi tbc dd mau (QB) = 300
nhan tao Low | ml/phat
Flux
15 Qua loc than | Hé sb siéu loc mI/h/mmHg: > 20
nhan tao trung
binh
1.6 Qua loc soi | Mang loc tur soi thién nhién Cellulose.
Cellulose Dién tich mang > 1,5m2
1.7 Kim chay than | Kim lam bang thép khong gi, C& kim 16G,
nhan tao chiéu dai day 300mm
1.8 B6 ddy mau | Day mau dung cho may HDF online, bang

chay than nhan
tao chay cho
may HDF
online

nhya PVC khong chira DEHP, c¢6 day dich
bu.

Day tinh mach: Bau tinh mach duong kinh
22mm.

Day dong mach, c6 day dich bu. Tuong
thich v61 may HDF online cua hang
B.Braun.




1.9

B day loc
mau than nhan
tao dung cho
may Dialog va
may Fresenius

B¢ day chay than nhéan tao 2inl

Gdm 2 phﬁn chinh: Bdng mach va Tinh mach.
la. Pong mach:

- Day chu ID 4,5mm, OD 6,8mm téng chiéu
dai day 3750 mm kem theo:

- Cdng tiém thudce

- Cong truyén dich

- Day bom mau dudng kinh 8,0*12*400mm
(Pump)

- Bau chira (OD: 19-30mm, LD:130mm)

1b. Tinh mach:

- Day chu ID 4,6mm, OD 6,8mm tong chiéu
dai day 2700 mm kém theo

- Transducer Po cam bién tinh mach

- Cong tiém thudce

- Bau chira (OD: 19-30mm, LD: 130mm) gém
ludi loc bén trong bau.

- Thé tich lam day (163 = 10%)mL

- Ong day dugc lam bang vat liéu PVC theo
tiéu chuan y té, khong chira DEHP

- Cong tiém thudc chat liéu PVC + gel
silicone (free latex) mém c6 do dan hoi rat tot
2. Phin loc khi

- Pong gbi timg bd (mot mat gidy, mot mit
trong sudt) nham dam bao d6 vo trung, d& bao
quan, dé quan sat va thoat khi EO rét an toan
trude su dung.

1.10

Dung dich
tham phan
mau dam dac
HAEMO-A

(Acid)

Ham luong:
Natriclorid 210,68g. Kaliclorid 5,22g.
Glucose.H20 38,5 (=35 g Glucose khan),...

Can 10L




1.11 Dung dich Ham lugng: Can 10L
thim phan | Natri bicarbonat 84 g/L.
mau dam dic | Nong do tuong dwong NaHCO3 1.000 mEq/L
HAEMO-B
(Bicarbonat)
1.12 Dung dich 1 lit dam dac chura:
tham phan | Natriclorid 161,40g.
mau dam dac | Kaliclorid 5,491g.
HAEMO-A | Acid acetic bang 8,847g,...
(acid) Nude tinh khiét vira du 1 lit
1.13 Dung dich 1 lit dich dam dac chira:
tham phan | Natriclorid 30,58g.
mau dam dac | Natri bicarbonat 65,94g.
HAEMO- Dinatri edetat 0,1g.
B (Bicarbonat) | Nuéc tinh khiét vira du 1 lit
1.14 Mudi cong | Mubi tinh dang vién tinh khiét 16n hon Bao 25kg
nghiép (mudi | 99,5%.
lam mém
nuoc)
1.15 Procide can 5L | Thanh phan:
AXit peracetic: 4g
Oxy gia: 269
Axit axetic: 10g
1.16 Acid citric Cong thtrc phan tu: C6H8O7 Bao 25kg
1.17 Javen can 10% | Can 30L Can 30L
1.18 Phin loc khi | Mang loc 0.2 micron, bdo v¢ tranh méau tiép
may than nhan | xuc tryc tiép dau do ap luc tinh mach va dong
tao mach
Il | Phan 2.
Chi
phﬁu
thuat,
dung cu
phiu
thuat
2.1 Chi phau thuat | Soi chi lam tir colagen tinh ché duoc léy tur Hop 12
Chromic | mang thanh dich cua bo va dugc phii mudi s0i
Cutgut cac s6 | Chrom. Kim phu silicon.
2.2 Chi Nylon Chi Nylon don sgi Polyamid 6&66 s 2-0: 12 soi/
don soi + Kim: Kim 25MM, 3/8, kim tam giac. Kim hop
Polyamid | bang thép khong gi 304 hoic tuong duong,
6866 s6 2-0 | phu Silicon, duong kinh Kim 0,650 mm +

5%, D0 sic cua kim > 11 gf, Kim chiu dugc

dd udn > 90 do.




+ Chi: dai > 75cm, mau xanh, duong kinh chi
0,321 mm = 5%, d6 bén nit that > 2,59 kgf

+ Tiét trang EO

+ Tiéu chuan: ISO 13485, FDA hoic tuong
duong

2.3

Chi Nylon
don soi
Polyamid
6866 56 3-0

Chi Nylon don sgi Polyamid 6&66 s6 3-0:
+ Kim: Kim 25MM, 3/8, kim tam giac. Kim
bang thép khong gi 304 hoic twrong duong,
phu Silicon, duong kinh Kim 0,651 mm +
5%, Do sic cia kim > 12gf, Kim chiu dugc
d6 udn > 90 do.

+ Chi: dai > 75cm, mau xanh, dudng kinh chi
0,236 mm + 5%, 6 bén nit thit > 1,92 kgf
+ Tiét trang EO

+ Tiéu chuan: ISO 13485, FDA hoic tuong
duong

12 soi/

hop

2.4

Chi Nylon
don soi
Polyamid
6&66 s6 4-0

Chi Nylon don sgi Polyamid 6866 s6 4-0:
+ Kim: Kim 19MM, 3/8, kim tam giac. Kim
bang thép khong gi 304 hoic twong duong,
phu Silicon, duong kinh Kim 0,601 mm %
5%, Do sic cua kim > 11 gf, Kim chiu dugc
d0 udn > 90 do.

+ Chi: dai > 75cm, mau xanh, duong kinh chi
0,169 mm = 5%, d6 bén nut that > 1,28 kgf
+ Tiét trung EO

+ Tiéu chuan: ISO 13485, FDA hoic tuong
duong

12 soi/
hop

2.5

Chi Nylon
don so1i
Polyamid
6866 s6 5-0

Chi Nylon don sgi Polyamid 6&66 s 5-0:
+ Kim: Kim 17MM, 3/8, kim tam giac. Kim
bang thép khong gi 304 (18-20% Crom), phi
Silicon, duong kinh Kim 0,597 mm, B§ sdc
ctia kim 12gf, Kim chiu dugc do udn 1én t6i
90 do.

+ Chi: dai 75cm, mau xanh, duong kinh chi
0,138 mm, d6 bén nut that 0,78 kgf

+ Tiét trung EO

+ Tiéu chuan: ISO 13485, FDA hoic twong
duong

12 soi/

hop

2.6

Chi tiéu tong
hop da soi1
Polyglactin

91056 1

Chi tiéu tong hop da sgi Polyglactin 910 s 1:

+ Kim: Kim tron 40MM, kim 1/2. Kim phu
Silicon hodc twong duong

+ Chi: dai > 90cm dugc bao phu bdi Poly va
Calcium Stearate hodc twong duong.

+ Thoi gian tiéu: Duy tri d6 cang 50% sau 3
tudn, tiéu hoan toan trong khoang tir 56 — 70
ngay.

12 soi/
hop




2.7

Chi tiéu tong
hop da soi
Polyglactin
910 s6 2-0

Chi tiéu tong hop da soi Polyglactin 910
(Glycolide-co lactide) s6 2/0:

+ Kim: Kim tron 26MM, 1/2. Kim phu
Silicon.

+ Chi: dai 75cm, dugc bao phu béi
polyglactin

+ Thoti gian ti€u: Duy tri d§ cang 50% sau 3
tudn, tiéu hoan toan trong khoang tir 56 — 70
ngay.

12 soi/
hop

2.8

Chi tiéu tong
hop da soi
Polyglactin
910 56 3-0

Chi tiéu tong hop da soi Polyglactin 910 s6
3/0:

+ Kim: Kim tron 26MM, kim 1/2. Kim phu
Silicon.

+ Chi: dai > 75c¢m dugc bao phu boi Poly va
Calcium Stearate hodc twong duong.

+ Thoi gian tiéu: Duy tri tdi thiéu 75% do
cang cua chi sau 2 tuan, 50% sau 3 tun, tiéu
hoan toan trong khoang tir 56 — 70 ngay.

+ Tiét trung EO

+ Tiéu chuan: ISO 13485, FDA hoic tuong
duong

12 soi/
hop

2.9

Chi tiéu tong
hop da soi
Polyglactin
910 s6 4-0

Chi tiéu tong hop da soi Polyglactin 910
(Glycolide-co lactide) s 4/0:

+ Kim: Kim tron 17MM, 1/2. Kim bang thép
khong gi 304 hodc twong duong, phu Silicon.
+ Chi: dai > 75cm duong kinh chi 0,214 mm
+ 5%, do bén nut that > 1,86 kgf, dugc bao
phu bé1 Poly va Calcium Stearate hodc tuwong
duong

+ Thoi gian tiéu: Duy tri ti thiéu 75% do
cang cua chi sau 2 tuan, 50% sau 3 tudn, tiéu
hoan toan trong khoang tir 56 — 70 ngay.

12 soi/
hop

2.10

Chi tiéu tong
hop da soi1
Polyglactin

910 6 2

Chi tiéu tong hop da soi Polyglactin 910
(Glycolide-co lactide) s6 2:

+ Kim: Kim tron 45MM, kim 1/2. Kim bang
thép khong gi 304 hodc tuong duong, phu
Silicon.

+ Chi: dai > 75c¢m, dugc bao phu béi Poly va
Calcium Stearate hoac twong duong

+ Thoi gian tiéu: Duy tri tdi thiéu 75% do
cang cua chi sau 2 tuan, 50% sau 3 tudn, tiéu
hoan toan trong khoang tir 56 — 70 ngay.

12 soi/

hop

2.11

Chi tiéu tong
hop
Polyglactin
91056 0

Chi tiéu tong hop da soi Polyglactin 910
(Glycolide-co lactide) s6 2:

+ Kim: Kim tron 37MM, kim 1/2. Kim bang
thép khong gi 304 hodc tuong duong, phu

12 soi/
hop




Silicon.

+ Chi: dai > 75c¢m, dugc bao phu bdi Poly va
Calcium Stearate hoac twong duong.

+ Thoi gian tiéu: Duy tri t6i thiéu 75% do
cang cua chi sau 2 tuan, 50% sau 3 tun, tiéu
hoan toan trong khoang tir 56 — 70 ngay.

212 Chi Chi Polypropylene don soi s6 2-0: 12 sgi/
Polypropylene | + Kim: Kim tron 25MM, 2 kim 1/2. Kim béng hop
don soi s6 2-0 | thép khong gi 304 hodc tuong dwong, phii

Silicon, D0 sic cia kim >11 gf, Kim chiu
duge do ubn > 120 d9.

+ Chi: dai > 90cm, mau xanh, d6 bén nit that
>2.41 kgf, cdu tao tir cac tinh thé Isotactic
ddng phan 1ap thé ciia Polypropylene hodc
tuong duong

2.13 Chi Chi Polypropylene don sgi s6 5-0: 12 soi/
Polypropylene | + Kim: Kim tron 17MM, 2 kim 1/2. Kim phu hop
don s¢i s6 5-0 | Silicon.

+ Chi: dai > 90cm, mau xanh, duong, cAu tao
tir cac tinh thé Isotactic dong phan lap thé cua
Polypropylene hodc tuong duong
2.14 Chi phau Chi phau thuat mat Polypropylene don soi sd 12 soi/
thuat mat 10-0, c4u tao tir cac tinh thé Isotactic hop
Polypropylene | Polypropylene hoac tuong duong, dai > 25
don sgi sd s6 | cm. Kim duoc 1am bang thép khong gi 304
10-0 hodc twong duong, Kim hinh thang 6MM, 1
kim 3/8. Tiéu chuan FDA hoac tuong duong
2.15 Chi phau thuat | Chi khong tan don sgi Polypropylene s 3/0, Hop 12
mach mau dai > 90cm, 2 kim tron < 25mm, vong kim so1
Polypropylene | 1/2C. Kim bang thép khong gi phu silicone
56 3-0 hodc tuong duong
2.16 Chi phau thuat | Chi khong tiéu don soi tong Hop 12
mach mau hopPolypropylene s 4/0 dai > 90cm, 2 kim so1
Polypropylene | tron 1/2C dai > 19mm.
56 4-0
2.17 Chi Silk s6 2/0 | Chi khong tan tu nhién Silk s6 2/0, 1 vi 13 soi | Hop 12
13x60cm dai 13x60cm, khéng kim vi (vi 13
sQ1)

2.18 Chi Silk s6 3/0 | Chi khong tiéu thién nhién da soi s6 3/0. Dai Hop 12

13x60cm 60cm, khong kim. Hop 12 vi, vi 13 sgi dai vi (vi 13
60cm. s01)

2.19 Chi tan tong | Chi tan tong hop da soi Polyglactin 910 s6 6/0 | Hop 12

hop da soi1 dai 45cm, 2 kim dau hinh thang, dai 8mm 1/4 so1
Polyglactin | vong tron. Thoi gian ty ti€u hoan toan: 56-70
910 6-0 ngay.




2.20 Chi tiéu tong | Chi tiéu tong hop da soi Polyglactin 910 sb Hop 12
hop da sgi 8/0 dai > 30cm. 2 kim dau hinh thang, dai > 6 soi
Polyglactin | mm 3/8 vong tron. Kim bang thép khong gi
910 8-0 hodc twong duong phu silicon. Luc cang gitt
vét thuong t6i thiéu 75% sau 2 tuan, 50% sau
21 ngay. Thoi gian tu tiéu hoan toan: 56-70
ngay. Pat tiéu chuan FDA hoic tuong duong
2.21 Chi khong tiéu | Chi khong tiéu don soi tong hop thanh phan Hop 12
Nylon don soi | Polyamide 6.0 hoic 6.6 (nylon) sb 2/0 dai > sQ1
56 2/0 75cm kim tam giac 3/8C, phu silicone, kim >
24mm.
2.22 Chi khong tiéu | Chi khong tiéu don soi tong hop Daclon Hop 12
Nylon don soi | Nylon, thanh phan Polyamide 6.0 hoic 6.6 sd sQi
56 3/0 3/0 dai > 75cm kim tam giac 3/8C dai >
24mm. Kim phu silicon.
2.23 Chi khong tiéu | Chi khong tan tong hop nylon thanh phan Hop 12
Nylon don soi | polyamide 6.0 hodc 6.6 s6 5/0 dai > 75m kim Qi
56 5/0 tam giac 3/8C > 16mm. Kim phu silicon.
2.24 Chi khéng tiéu | Chi khong tiéu don soi tong hop Polyamide Hop 12
Nylon don s¢i | 6.0 hoic 6.6 (nylon) s 4/0 75cm kim tam soi
56 4/0 gidc 3/8C 19mm. Kim phi silicone.
2.25 Chi tiéu tong | Chi tiéu tong hop da soi Polyglactin 910 12 soi/
hop da soi sé | (Glycolide-co lactide) s6 3/0: hop
3/0 + Kim: Kim tron 26MM, kim 1/2. Kim phu
Silicon.
+ Chi: dai > 75cm, dugc bao phu béi Poly va
Calcium Stearate hodc twong duong
+ Thoi gian tiéu: 50% sau 3 tuan, tiéu hoan
toan trong khoang tir 56 — 70 ngay.
2.26 Chi tiéu tong | Chi tiéu tong hop da soi Polyglactin 910 12 soi/
hop da soi sé | (Glycolide-co lactide) s 4/0: hop
4/0 + Kim: Kim tron 17MM, 1/2. Kim phu
Silicon.
+ Chi: dai > 75c¢m, dugc bao phu bdi Poly va
Calcium Stearate hoac twong duong.
+ Thoi gian tiéu: 50% sau 3 tuan, tiéu hoan
toan trong khoang tir 56 — 70 ngay.
2.27 Longo cit tri | Dung cu 3 hang ghim c& 34 va 36 duong kinh 1 Cai/
ngoai tuong ung cac cd: 33,5mm, 35,0mm Hop

duong kinh sau khi cat twong tng cac ¢ la:
23,1mm, 24,8mm, chiéu cao ghim tuong Gng
cac c0: 3,8mm, 4,3mm, chiéu rong ghim
tuong tng: 3,8mm, 3,9mm, sb luong ghim 48,
ghim bim chét liu titan hodc twong dwong

1.3. Cac yéu cau khac




* Nha thau phdi ngp cing véi E-HSDT cdc tai ligu sau diy:
Dbi véi toan bo hang hoa:

- C6 Catalog hodc tai liéu k¥ thuat khac ctia Nha san xuét co day di noidung
chtrng minh céc dic tinh, thong s6 ky thuat dbi véi cac hang hoa chao thau (Néu 1a
ngdn ngir nude ngoai phai co ban dich sang tiéng Viét) co ddy du ndi dung ching
minh thong s6 k¥ thuat ddi vai cac hang hda tham du thau theo yéu cau caa E-HSMT
va chiu trach nhiém vé ndi dung va tinh chinh xé4c giita ban gdc va ban dich). Pong
thoi, nha thau can danh dau (Highlight) thong so cu thé ciia hang héa dap ung
yéu ciu ky thuit tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

Dbi v6i hang hoa 13 Thiét bi y té&: Nop thém cac tai liéu sau.

- C6 gidy chimg nhan dat tiéu chudn quan 1y chéat luong ISO 13485 hodc CE
hodac FDA hodc tuong duong cua nha san xudt con hiéu luc v6i cac mat hang tham
du.

- S6 Iwu hanh con hiéu luc bao gdm S6 cong bd tiéu chuan ap dung dbi véi
Thiét bi y té thudc loai A, B do S¢' Y té cap hodc S gidy chimg nhan ding ky luu
hanh d6i voi Thiét bi y té thudc loai C, D do Bo Y té cap va Két qua phan loai Thiét
bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021, Nghi dinh
s6 07/2023/ND-CP ngay 03/03/2023 va Nghi dinh 04/2025/NB-CP ngay 01/01/2025
ctia Chinh phu. Di véi truong hop S6 luu hanh hét hiéu luc, dé nghi Nha thau giai
trinh kha nang cung tmg hang hoa.

Luuy:

- Trong truong hop Nha thau chig minh hang hoéa chio thau khong phai 1a
Thiét bi y t& (Thiét bi phong thi nghiém hodc thiét bi thi nghiém dung trong y #é hodc
thiét bi phu tro diing cho y té) thi Nha thau khong can nop SO luu hanh va Két qua
phan loai Thiét bi y té cho hang héa do.

- Nha thau phai cam két hang hoa chao thau da duoc ké khai gia (Pdi véi hang
hoa bat budc ké khai gia theo quy dinh tai Thong tu s 29/2024/TT-BYT ngay
03/11/2024 ctia Bo Y té) hodc niém yét gia Thiét bi y té theo Khoan 9 & 10, Piéu 1,
Nghi dinh 07/2023/ND-CP ngay 03/03/2023 va cam két gia ban khong cao hon gia
ké khai hodc gia niém yét theo Khoan 1, Piéu 18, Nghi dinh sé 85/2024/ND-CP
ngay 10/07/2024 & Diém 7, Khoan 18, Piéu 1, Nghi dinh 07/2023/ND-CP ngay
03/03/2023.



- Nha thau c6 cam két tai thoi diém ddi chiéu tai liéu hodc hoan thién hop
d6ng: Nha thau phai ndp cac tai liéu ching minh kha ning cung tng hang héa cé
ngudn goc rd rang va hep 1&, nham dam bao dap g yéu cau vé nang luc ki thuat
theo quy dinh vé “Diéu kién ky két hop dong” tai Khoan 2 Piéu 66 Luat ddu thau sb
22/2023/QH15. Trudng hop Nha thau khong thé cung cép tai liéu chirmg minh, Nha
thau s& khong du diéu kién xét trang thau theo huéng dan tai Khoan 19 Diéu 140
Nghi dinh s6 214/2025/ND-CP.

Dbi voi yéu cau lap dat, giao hang, tudi tho ctia hang hda: Cam két tat ca hang
hoa cung cip méi 100%, chua qua st dung, c6 ngudn gbc xuat Xt rd rang, con

nguyén dai, nguyén kién theo quy cach dong goi ciia nha san xuat.

Muc 2. Ban vé: Khong ¢6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang hoa
duoc yau cau s& duge to chire tai Bénh vién Pa khoa tinh Tuyén Quang; Dia chi: S6
44, duong Lé Duan, phuong Minh Xuan, tinh Tuy@n Quang. Hang hda nha thau cung
cép trude khi duoc nghiém thu s€ dugc bén moi thau kiém. Bét ctr hang hoa nao
khong dam bao chét luong theo yéu cau cua E-HSMT va E-HSDT s& khong duoc
nghiém thu.
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