Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé k§y 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 thau

- Tén dy toan mua sidm: Mua thiét bi y té (vat tu) chuyén khoa nam 2026-
2027.

- Tén goi thau: Goéi sd 1: Mua thiét bi y té (vat tu) chuyén khoa nam 2026-
2027.

- Chu dau tu: Bénh vién Pa khoa Hoa Binh

- Bia diém thuc hién: Bénh vién Da khoa Hoa Binh. Pia chi: BPuong Cu Chinh
Lan, phuong Hoa Binh, tinh Phu Tho

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

- Phuong thirc Iyra chon nha thau: Mot giai doan 01 ti hd so

- Nguoén von: Nguoén thu sy nghiép ciia don vi nim 2026-2027.

- Thoi gian bat dau t6 chirc lya chon nha thau: Quy | ndm 2026

- Loai hop dong: Hop dong theo don gia c6 dinh

- Thoi gian thuc hién géi thau: 12 thang.

1.2. Yéu cau vé ky thuat

1.2.1. Yéu cdu chung:

- Yéu cau nha thau mo ta thong s6 k¥ thuat ctia hang hoa va cac dich vu lién
quan chimg minh hang héa do nha thau chao tuén thu cac thong sd ki thuat va cac
tiéu chuan dudi day hodc c6 cau hinh trong duong. Bt ky thuong hiéu, nhin hiéu
nao néu co trong bang yéu cau ky thuat déu mang tinh chat minh hoa cac tiéu chuan
chét lugng, tinh ning k¥ thuat yéu cau. Nha thau cé thé lwa chon dw thiu hang
héa c6 nguon géc, xudt xir, nha sdn xudt, thwong hiéu phit hop véi diéu kién cung
cdp nhung phdi dim bdo yéu cdu cé thong sé kj thudt, tinh ning siv dung, tiéu
chudn cong nghé “twong duwong” hodic tot hon so véi cac yéu cau cu thé ¢ dudi va
cung cap tai lidu chimg minh su dap tng tot hon cia hang hoa chao thau so voi yéu
cau caa HSMT.

- Noi ham tuong duong dugce quy dinh trong yéu cau ky thuat dugc hiéu la:
(1) Puoc co quan c6 tham quyén ching nhan tuong duong tiéu chuan



(2) Tuong duong vé chét luong hinh anh, d6 chinh xac mau sic va goc nhin.

(3) Twong twong vé tinh chat co khi va thudc tinh vat Iy caa vat liéu.

(4) Twong duong vé tinh ning co ban, do tin cdy, pham vi ing dung

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

(6) Tuong duong vé gia tri do; d6 chinh xéac két qua do;

(7) Twong duong vé ham lugng, ndng do, tinh chat

(8) Cac yéu t6 tuong duong khac (néu co)

- Nha thau phai cam két hang héa tuong thich vdi cac trang thiét bi hién co
tai Pon vi st dung (Chi dp dung doi véi cdc mdt hang sir dung cho mdy ¢ tai bénh
vién), bang mot trong cac cach sau:

+ Tai li€u k¥ thuat cua nha san XUAt hang hoa chao thau thé hién noi dung
nay.

+ Tai liéu nghiém thu cta 01 don vi st dung bat ky nao da st 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 héa tai Pon vi sit dung, c6 két qua
ngoai kiém dap ng yéu cau va moi chi phi ngoai kiém do nha thau chi tra (néu Pon
vi st dung ¢ yéu cau).

+ Hodc tai li¢u khac co6 gia tri chirng minh twong duong.

- Nha thau phai c6 bang dap tng vé k¥ thuat ciia hang hoa chao thau theo céac
mau sau:
+ Bang dap ung tinh phap 1y hang héa (file word/excel + ban ky déng déu, scan dinh kém E-
HSDT):

. Tiéu
Tén thuwong Qu hud
chuan .
mai tham , .| Tén . 3 i M Théng tin
. Ky ma . | Chua | cach . g chat R L
R khao a nha . , Phan loai thiét bi ké khai gid
Tén . | higu/ | s¢ | dong £ I . . . .. | luong P seres
TT han (luu y tén Nhan san hiru | e6i cita y té theo Nghi | SO luvu hanh |Giay phép ban 1SO (néu c6) /| Tai liéu sdn
, 9 hang hoéa .. | xuat, P g N dinh 98/2021/ND- | cia TTBYT | hang (néu cé) " | niém yét pham
héa P mac sian <. | (néu | hang CE,... .
theo SO luu 2 Xuat ) ) CP . | gia (néu
R pham , c6) |hoa duw (Ghi ro )
hanh Xt tha av hét cd)
au ngay hé
TTBYT) gay
han)
@ @ ®3) 4 ® |6 O (8 ) (10) (11) (12) (13)
Theo Néu r6 hang héa | Theo han Ghi ro day du - Catalog,
Tenhang | Theo | Theo | "2 | Theo nanghoa | theohang | Ghi ro day du | oy | g
. N N hang N duwgc phdn logi nao| héa thuc té | toan bg qua N . | Paydi2 | Brochure,
Theo hoa hang | hang , hang . P . . hang hoa| .~ . , .
1 N , ) hoéa | |, kem theo so van | (do co quan | trinh: Tén cu . | théng tin: |Huodng dan si
HSMT| TTBYT la |hda thuc| hoda hoa thuc| L, L, . .| thucté DEN .
2 1 | thuc i ban phap ly nhw co tham | thé Chu so hitu L Giava | dung, ... cua
theo So luu te |thucte| té N .| (Ghird 2 p
té sau: quyén cua | TTBYT -> Nha nha san xuat.




hanh - 86 cOng bé tiéu | Viét Nam | phdn phoi (néu | ngay hét | Thoi gian | - Tai liéu

TTBYT. chudn dp dung doi cdp) c0) -> Nha thau| han) hét hiéu | chitng minh
Véi thiét bi y @ luc ciia bén thir ba
thudc loai A, B (néu co)

- Hodic S6 gidy

chirng nhan dang
ky hueu hanh d@oi voi
thiét bi y té thugc
loai C, D
- Hodc Bang phan
loai TTBYT 4, B,
C,D
Nha thau cam két nhiing néi dung ké khai néu trén 1a chinh xéac va hoan toan chju trach nhigm vé
thong tin ké khai.
Truong hop Nha thau cd tinh ké khai thong tin / dich tai liéu k¥ thuat khong dung v6i Thong sé ky thuat

ma Nha san xudt cong bd nham vuot qua budc danh gia vé ki thuat s& duoc coi 1a hanh vi gian 1an trong
d4u thau theo quy dinh tai Khoan 4 Piéu 16 Luit Diu thiu va Nha thau s& hoan toan chiu trach nhiém,

chap nhan chiu xir Iy theo quy dinh ctia E-HSMT va phap luét vé dau thau

Luu y: (*): Tai buéc hoan thién, ky két hop dong, d6i voi hang hoa la vat tu,
nha thau phai cung ciAp ma vat tu phuc vu thanh toan bao hiém y té (néu c6) theo
Thong tu s6 04/2017/TT-BYT, Quyét dinh s6 5086/QD-BYT ngay 04/11/2021 (dot
1) va cac Quyét dinh cap nhat, bo sung céac dot tiép theo. Trong trudng hop tén hang
hoa theo khong tring véi Thong tu sé 04/2017/TT-BYT, Quyét dinh s6 5086/QD-
BYT va céc van ban lién quan, nha thau c6 trach nhiém phéi hop ciing Bén mua giai
quyét va dinh chinh thong tin dé thyuc hién thanh toan BHYT.

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

STT| Tén Yéu cau ky Pap ung ky Tai liéu k¥ thuat tham chiéu trong E-
hang | thuatcaaHo6 | thuat cua Ho so HSDT
hod | somoithau du thau Tai lidu | Tai liéu tham chiéu bang tiéng

tham | Viét (Luu y: Nha thau phai d¢am
chiéu | bao tinh chinh xac giita noi dung
bang | tiéng Anh va tiéng Viét. Trong
tiéng | truong hop c6 su sai khac, T
Anh | chuyén gia s& yéu cau lam rd E-
HSDT. Viéc nha thau cb tinh
dich sai noi dung nham dap ung
yéu cau cua E-HSMT, tly muc




d6 c6 thé duoc coi 1a hanh vi gian

lan)
o @ ®3) (4) (%) (6)
1 Theo | Tén hanghoa | - Tén hang hoa
HSMT | theo HSMT | theo S luu hanh
TTBYT
- Model: ...
- Nha san xuat:
- Xuat xir: ...
- Cha so htu
(néu co): ...
M0 ta hang | M0 ta hang hoa | Dan chiéu tung chi tiét mo ta hang hoa
héacuaE- |cia  E-HSDT | (trich dan cu thé téi Trang.. cua
HSMT (chi tiét dap Gng | Catalog/Tai liéu ki thuat va M6 ta hinh
tirng muc) anh... thugc E-HSDT) (theo vi du dudi day)
bdng thoi, nha thdu can danh dau
(Highlight) trén tai liéu ky thuat théng sé cu
thé ctia hang hoa dap ung yéu cau ky thuat
tai E-HSMT.
Viduy: | Dg phangiai: | B¢ phan giai: | Catalog trang 2 “Resolution: 1920x1080p”
> 1920x1080p | 1920x1080p
Nguon sang: | Nguon  sang: | Catalog trang 2 “Light source: High power
LED hoac LED white led”
twong dwong
Tiéu chi dap ting | - Tai liéu ching minh theo huéng dan bén
twong  duong | trén vé “Noi ham tuong duong”
hoic tét hon - Hoic tai liéu chang minh mot sé tinh nang

ky thuat cia E-HSMT dua ra 1a tiéu chi
khong co ban (viéc khong dap tng khong
lam anh huong toi tinh nang sir dung caa
hang hoa dy thau) kém theo dan chang
phap Iy va khoa hoc cu thé (khdng chap
nhan cac 1ap luan tu suy dién) dé To chuyén
gia xem xét danh gia “Chéap nhan duoc”.

Tiéu chi gay han
ché nha thau
(khong  duoc

Tai liéu chitng minh yéu cau ki thuat chi co
duy nhat 01 nha san xuat dap ung




xem xét va danh

gia)

Nha thau cam két nhizng ngi dung ké khai néu trén 1a chinh xac va hoan toan chju trach nhigm vé
thong tin ké khai.

Truwong hop Nha thau cé tinh ké khai théng tin / dich tai lidu ky thudt khong diing véi Thong sé ky thugt
ma Nha san xudt cdng bé nham vieot qua budce dianh gid vé ki thudt sé dieoc coi 1a hanh vi gian Idn trong
dau thdu theo quy dinh tai Khodn 4 Diéu 16 Ludt Pau thau va Nha thau sé hoan toan chju trach nhiém,
chdp nhdn chju xit Iy theo quy dinh ciia E-HSMT va phap lugt vé dau thau




1.2.2. Yéu cau k¥ thuét chi tiét:

STT Danh muc Yéu cau, dic tinh k§ thuat
hang hoda (hoic twong dwong)
Chu tao:
Dau vao dai 0.7mm. Sau doan dau vao 1a diém danh d4u bang
Micro catheter vang dai 0.7/mm. :
1 Cau truc 161 1a 16p bén bang thép khong gi hodc tungstent
trg giup day < \ Lo N oL g
1 x . Mat trong phu PTFE va mat ngoai phu 16p ai nudec.
dan duong cho . . .
béng va stent | - Dugng k}nh ngoal.ﬂdoan xa <1.8Fr
- Buong kinh trong 6ng thong 0.018"
- Chiéu dai: 130 cm va 150 cm.
Chiing chi MHLW hodac PMDA
Khung gid d& | Khung bang Cobalt Chromium L605, d6 day 80pm
5 mach vanh phu | - Phu thu,éc Sirolimus tron polymer ty ti€u, chi phi mat ap thanh.
thuoc sirolimus | Liéu thuoc: 3,9ug/mm chiéu dai stent. Thoi gian hap thu polymer
ap thanh mach | va phong thich thudc: < 3-4 thang
3 B()’n?:;c[)) e Bom 4p luc cao céac loai cac c&
Vat liéu:
+ L3i: doan gan bang thép khong gi hodc twong duwong, doan xa
Niken - Titanium
Day dan duong | + Lép cudn: Platinum va thép khong ri
4 chobéngva | + Lép phu ngoai: Poan xa ¢ 16p cudn: phu 4i nude. Poan gan:
stent phu PTFE va Silicone
- Bg ciing 0.6gr va lgr
- Kich thudce: 0.014", dai 180cm
- Chung chi PMDA hoic MHLW
A Cau tao g@)m: Dung cu dong mach, day dan, locator, sheath.
Bo dung cu N , £ S o \
. B6 dong mach str dung co ché kep vdi moe neo bén trong long
dong mach sau : A s
5 can thiép co macl‘l va collagen bén ngoai long mach.
ché kép - Phu hgp cho sheath > 8Fr
- Ching chi FDA
B0 may tao
nhip 1 budng
c6 dap tng tan
sO v6i chirc
nang ty dong
kiém tra )
6 nguong that B6 may tao nhip 1 budng twong thich MRI

cho moi xung
tao nhip, tuong
thich MRI
(chuyén ché do
MRI bang thiét
bi cAm tay nho
gon)




Bo may tao
nhip 2 budng
c6 dap tmg tan
s6 v6i chirc
nang tu dong

kiém tra
7 nguot;g that B6 may tao nhip 2 budng twong thich MRI
cho moi xung
tao nhip, tuong
thich MRI
(chuyén ché do
MRI bang thiét
bi cAm tay nhé
gon)
Bo May tao
nhip vinh vién
2 budng co6 dap
8 une, €o C,h e B May tao nhip vinh vién 2 budng twong thich MRI
nang goi y cac
thong s6 hd trg
bac si lap trinh
may
9 Stent mach Khung gia 6 dong mach ngoai vi tu b ic cO
mau ngoai bién £& PIE e £0al VI T bung cac ©
Khung‘gla d({ Khung gi4 d& mach vanh phu thudc sirolimus cac ¢&. Chiéu dai >
10 | mach vanh phu \ A £
SO 68mm. Puong kinh tir 2,25 dén 4,0 mmm
thuoc sirolimus
Khung bang hop kim Cobalt Chromium.
Phu thude Sirolimus, c6 polymer, abluminal coating.
Khung gid d& | Puong kinh khung tdi thiéu < 2,25mm; duong kinh khung ti da >
dong mach 4,0mm.
11 | vanh phu thubc | Chiéu dai khung t6i thiéu < 13mm; chiéu dai khung t6i da >
Sirolimus 58mm. Do day thanh chéng > 75um va < 80um. Bong nong c6:
Inspiron Ap suat danh dinh (nominal pressure/NP) > 10atm; Ap suat n0
(v&) dinh mirc (rated burst pressure/RBP) > 16atm. Chiéu dai dng
thong > 144cm.
12 Khung sla do Khung gia d& mach vanh phu thude sirolimus hodc everolimus
mach vanh
13 B0 khan chup B9 khan chup mach vanh cac co
mach G3
14 | Ao phiu thuat | Ao phau thujt Basic
bién cuc tao
15 nhip tam thoi | Dién cuc tao nhip tam thoi

loai c6 bong




Dung cu bat di
vat chat liéu

16 1hé hinh Dung cu ldy di vat cac ¢&
Nitinol
17 P au fi.o U BAu do siéu am trong long mach Eagle cac c&
am ndi mach
Bom tiém dau
18 xoay (]?Om Pom biém dau xody ¢& 10ml hoac 12ml
tiém thudc can
quang)
Kim choc
19 mach dung Kim catehter loai khong cach khong cura. Co 18G va 20G
trong can thi¢p
20 | BOphanket | oo an kétndi 3 céng ON-Off
noi (chac noi) i -
Cau tao: thiet ké theo cong nghé sgi bén kép (double-wire braiding
ngllgizgﬁp tef:h), doan dﬁ}l xa kh()?g bén, tiép theo 12 doan duoc bén day va
vénh 2 bén bén thl:fa hon & dpan gan. . ’
5 N - Vit li¢u thanh 0ng: céac loai Polyamide khac nhau trong cau truc
(Ong thong éng 2 16p
21 (cat.heter) chup | _ Hinh dang dau cho can thiép qua dudng quay: Brachial Type
tl‘m, mach (Tiger)
\;22?1’1 (I:l};‘:)p - Thanh 6ng mong, long ong rong cho téc d6 dong chay tdi da
mach ngoe;i 23mL/ gidy (cd 5Fr). Ap luc toi da > 1,200 psi (8.247kPa)
A - Buong kinh 5Fr (long rong > 1.20mm), chiéu dai 100cm va
bien) 120cm.
Ong thong
g;i?f:;ir}ll Céu tao: 3 16p- Lop trong va 16p ngoai la Nylon rich Polyurethan.
( Catheter chup | Lép gitra 1a 16p dan kép bang thép khong gi (32 so1)
. “ | - Kich thudc: duong kinh 4Fr (1ong rong >1.03mm) - 5Fr (long
22 tim, mach n
vanh, chup r()ng'kzl.2‘0.mm), dang JR, JL...
macfl ndio - Chiéu dai 65, 70, 80,100, 110cm.
; >. | - G161 han ap luc 4Fr: >750psi, SFr >1000psi.
mach ngoai
bién cac cd)
Ong thong
(Catheter) trg
23 | giup can thi¢p Ong thong trg gitip can thiép cac ¢& tir 5SF dén 7Fr
(Ong thdng can
thi¢p)
Ong thong
24 (Catheter) trg | Ong thong tro gitp can thiép loai dau thang
giup can thi¢p
B6 dung cu hit Chiél} dai tryc: 140 cm
25 | : - Chiéu dai dau tip: 6 mm

huyét khéi

- Lép phu i nude Hydrophilic




- Kiéu dau round and short (ngin va bo tron)

- Puong kinh 1ong 6ng >1.25mm

Cac b phan khac di kem: xylanh, day ndi ¢6 khoa 2 chiéu, dung
cu da‘iy, mang loc 70 um.

- Chtirng chi MHLW hodac FDA

- B hiit huyét khoi kém theo Stylet dai 123cm, 2 bom tiém 30ml,
ong ndi dai, dung cu day, khoa 3 nga, khoa 2 nga, dung cu loc,

B6 dung cu hut khay loc . . x
26 ST - Catheter cd 6F hodc 7F, d6 dai catheter 1360mm, do dai 6ng dan
huyét khoi A X
day dan 220mm.
- Tuong thich day dan .014"
- C6 ching nhan FDA hodc CE
Céu tao gom:
- Kim choc mach 18G hoac 20G
B6 dung cu m¢ | - Wire nhya
27 duong dong | - Bom tiém 2.5ml
mach dui - Introducer sheath chét liéu ETFE
- Dilator (que nong)
- Kich thudc: duong kinh tir 4Fr dén 8Fr dai 7cm, 10cm, 25cm.
Céu tao gom:
Bo mo duong | - Kim catheter choc mach 20G
vao dong mach | - Wire nhya
28 | quay (Dungcu | - Bom tiém 2.5ml
mo dudng vao | - Introducer sheath chat liéu ETFE cé phu i nudc.
dong mach) | - Dilator
- Kich thuéc: 5Fr va 6Fr dai 10cm,16cm.
Bong c6 cau trac > 3 16p: 16p gitra 1a polyamide, 16p trong va 16p
ngoai la elastomer
- Vai bong < 3.0mm
- Ap luc dinh mirc >12atm. Ap luc tdi da > 22atm
Bong nong | - Entry profile <0.43mm
29 mach vanh 4p | - B9 dai tryc kha dung >145 cm
luc cao - C6 phu i nudc
Kich thudc:
- BPuong kinh 2.0- 5.0mm.
- Chiéu dai 6, 8, 12, 15, 20, 25, 30mm
- Chtrng chi MHLW hodc FDA
Bong nong dong mach vanh loai ap luc thuong. Co6 phu i nudce
- Chit liéu polyamide
- Ap luc dinh mirc 6atm. Ap luc tdi da 14atm
Bong nong | - Puong kinh dau tip < 0.41mm
30 | mach vanh4p | - Puong kinh qua ton thuong < 0.58mm
lyc thuong | - Chiéu dai truc 6ng thong > 145¢cm

- Buong kinh bong t6i t}liéu < 1.0mm, t6i da > 4.0mm
- Chicu dai bong toi thieu < Smm, toi da > 40mm
- Chirng chi PMDA hodac MHLW




Ap suét danh dinh (nominal pressure/NP) < 6atm.
Ap sudt nd (v&) dinh muc (rated burst pressure/RBP) > 14atm.

?ggg 2122191 C6 danh diu can quang. Puong kinh dau vao <0,017". .
31 vanh Rabi q ngg tuong thich véi Introducer S}}§ath 4F Puong Klnh b_(')ng toi .
exchange thi€u < 1,5mm; dudng kinh bong t0i da > 4mm. Chicu dai bong toi
thiéu < 10mm; chiéu dai bong t6i da > 40mm. Chiéu dai ong thong
PTCA catheter <135
<135mm.
Xuat xtt Chau Au hodc G7
Bdng nong
32 | mach vanh phu | Béng nong mach vanh phu thudc cac c&
thudc
Bong nong
33 | mach vanh phu | Bong nong mach vanh phu thudc cc c&
thudc
B6ng nong Bong nong dong mach Yélnh phu thude
dong mach - I”achtaxel Defitranrhoac safepax ‘ , L
s o« | Bong tuong thich véi Introducer Sheath 4F. Puong kinh bong toi
vanh phu thuoc | ; .: \ . A
Paclitaxel th1§g < 1:5mm; duorng kinh bong toi Qa > 4mm. .
34 Paclitaxel (;hléu dai bong t61 thléu.S 10mm; chi€u dai bong t01 da > 40mm.
coated rapid Ap suat danh dinh (nominal pressure/NP) < 6atm. Ap suat no (v0)
exchange dmh mliq (rated burst pressure/RBP) > 14atm.
PTCA catheter Chi€u dai h¢ thong >135¢cm
Pat tiéu chuan CE
Day do ap luc
(Day nbi ap
35 luc cao dung | Day do ap luc chiu dugc ap luc > 500spi
trong can thi¢p
tim mach)
Kich thude: & 0.035" dai trong khoang 45cm dén 150cm
A X . - Hinh dang: dau thing, cong
36 | PO 40 0UNE | b5 dai diu linh hoat: 1,3, 5, 8em
- Lo1 day 1am bang Nitinol, 16p 4o ngoai polyurethane tron
tungstent, phil ngoai ciing bang 16p i nudc
Kich thudc: ¢& 0.035" dai trong khoang 45¢cm dén 260cm
Day din dudng | - Hinh dang: dau thang, cong
37 | cho Catheter |- D¢ dai dau linh hoat: 1, 3, 5, 8cm
dai 260cm - L5i day 1am bang Nitinol, 16p 40 ngoai polyurethane tron
tungstent, phti ngoai ciing bang 16p 4i nudc.
Vit liéu: CoCr/CoCr/UHMWPE.Sanat Swing gap t6i da t&i 155
do
* Thanh phan xuong dui: voi kha ning ting gap dudi tdi da 155°,
38 Khép gbi toan | Lop phit TiN - giam nguy co kich ing véi kim loai

phan phu TiN

- 5 ¢& 16 cau dui phai: CR, DR, ER, FR, GR va

- 5 ¢& 16i cau dui trai: CL, DL, EL, FL GR.

* Thanh phan mam chay véi thiét ké nghiéng sau 7° bao goém 6
kich ¢ cho su lya chon phu hop. Lép phi TiN - gidm nguy co




kich tng véi kim loai .
*Dung cu ho trg cho dudng mo xam lan toi thi€u

39

Khop hang ban
phan ty dinh vi
tam xoay
khong xi mang

* Cubng khép: Vat liéu: Titanium alloy Plasme Spray

- Kich ¢c& chuoi: 1,2, 3,4, 5,6, 7, 8,9, 10

- Chiéu dai chudi: 130, 140, 145, 150, 155, 160, 165, 170, 180,
190mm.

* Dau chom Bipolar:

- Vit liéu: REX Steel/PE.

- Kich ¢&: 41 — 55 mm vé6i mdi bude ting 1 mm va 58, 61mm
- Pau chom co thiét ké ty dinh vi tim xoay

40

Khép hang ban
phan tu dinh vi
tam xoay
khong xi mang
chudi dai

* Cudng khép: Vat liéu: Titanium alloy Plasma Spray.

- Thiét ké phu hop véi giai phiu gitp bao ton xwong

- Kich c& chuoi: 3,4,5,6,7,89, 10

- Chiéu dai chuéi: 190, 205, 210, 215, 220, 225, 230, 235mm.
- Géc b chudi: 135°. C6 con 12/14 mm

- Chubi dang c6 16p phu Titanium alloy Plasma Spray dau gan, voi
thiét ké hinh ném ca hai chiéu (kiéu Muller)

* Pau chom Bipolar:

- Vat liéu: REX Steel/PE hoac tuong duong.

- Kich ¢&: 41 — 55 mm véi mdi bude ting 1 mm va 58, 61mm
- Pau chom c6 thiét ké tu dinh vi tAm x0ay
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Khép hang ban
phan khong xi
mang phu
Plasmapore

1. Chudi xuong dui

- Chét liéu: hop kim titanium Ti6A14V

- C6 chuoi dinh lién than chudi, v6i goc ¢d chudi 135°

- Kich ¢& chu6i khoang tir 8-18 (tuong tng v6i chiéu rong dau xa
than chudi 8-18mm), budc taing 1mm

- Chiéu dai chudi (tinh tir tim xoay dén cudi than chudi) 145-
190mm.

- Chiéu dai c¢6 khoang tir 33-44mm

- Bé mit ving chiu luc chinh ¢ dau gan phu 16p titanium tinh khiét
nham day 0.35mm.

- Thén trén c6 canh chong xoay va go ndi doc hai bén than trén hd
tro ¢b dinh.

2. Chom khép hang

- Chét liéu: Cobalt-chromium

- Kich ¢6: 12/14. Dudng kinh céac ¢6: 22.2mm; 28mm

3. O cdi ludng cuc

- Chét liéu: v6 ngoai bang vat liéu thép cay ghép chuyén dung, 16p
16t bang polyethylene cao phan tt UHMWPE

- Thiét ké tu dinh tim véi vong khoa chdng trat.

- Kich thudc duong kinh ngoai khoang tir 39 - 55mm

- C6 cung cép thém bg trg cu cho k¥ thuat md 18i trude

Pat tiéu chuan chat luong ISO 13485, CE.
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Khdp hang
toan phan

* Cubng khép: Vat liéu: Titanium alloy Plasma Spray.
- Kich ¢& chuoi: 1,2, 3,4,5,6,7,89, 10
- Chiéu dai chudi: 130, 140,145, 150,155,160,165, 170,180,190mm.




khong xi mang
khoa day 0 coi

* O cbi: Vat liéu: Titanium alloy Plasma Spray. C6 thé lip duoc véi
ca 2 loai l6p dém PE va Ceramic.

- Thiét ké khoa 16p dém tai day 6 cbi

- C6 thé gan thém dai c¢b dinh xung quanh vién 6 cdi

- Kich ¢&: 40 — 74 mm véi mdi budc ting 2mm.

* Lop dém (Liner):

- Vit liéu: Polyetylene cao phan tir (Ultra-High-Molecular-Weight
Polyethylene (UHMWPE)).

- buong kinh trong: 22, 28,32 mm.

* Pau Chom xuong dui

- Vat liéu: REX Steel hoac tuong duong.

- BPuong kinh: 22, 28, 32mm

* Cubng khép: Vat liéu: Titanium alloy Plasma Spray.

- Kich ¢& chudi: 3,4, 5,6,7,89, 10

- Chiéu dai chudi: 190, 205, 210, 215, 220, 225, 230, 235mm.

- Goc ¢b chudi: 135°.

- Chudi ¢6 16p pha Titanium alloy Plasma Spray dau gan, voi thiét
ké hinh ném ca hai chiéu (kiéu Muller)

- C6 con 12/14 mm.

If(l)l;lp I}fg; & *Q ¢di (Shell): Vat ligu: Titanium alloy Plasma Spray. Cé thé lap
-oafl phan dugc voi ca 2 loai 16p dém PE va Ceramic.
43 | khong xi mang LA s 1 AA Cer XA
, S 2 & | - Thiét ke khoa 1op dém tai day o0 coi,
khoéa day 0 coi r A L 1a D ox e AR A
chubi dai - C6 thé gan thém dai ¢6 dinh xung quanh vién 6 coi
- Kich ¢d: 40 — 74 mm véi moi bude tang 2mm.
* Lop dém (Liper): Vit liéu: Polyetylene cao phan tir (Ultra-High-
Molecular-Weight Polyethylene (UHMWPE)).
- Bqdng kinh trong: 22, 28,32 mm.
* Pau Chém xuong dui
- Vat liéu: REX Steel hoac twong duong.
- Puong kinh: 22, 28, 32mm
* Cuong khép: Vat liéu: Titanium alloy Plasma Pray
- Thiét ké phu hop véi giai phau gitp bao ton xuong
- Kich ¢o chuoi: 1, 2, 3,4,5,6,7,8,9, 10
- Chiéu dai chuéi: 130, 140,145, 150,155,160,165, 170,180,190mm.
Kho’,p héng * (O col: o
toan phan - Titanium alloy Plasma Spray. C6 thé lap duogc voi ca 2 loai 16p
44 | khong xi mang | dém PE va Ceramic.
khoa day 6 c6i | - Thiét ké khoa 16p dém tai ddy 6 cdi
Ceramic/PE

- C6 thé gan thém dai ¢ dinh xung quanh vién 6 cdi

- Kich ¢c&: 44 — 74 mm v&i mdi bude ting 2mm.

* Lop dém (Liner):

- Vat liéu: Ultra-High-Molecular-Weight Polyethylene
(UHMWPE)




- buong kinh trong: 28,32 mm.

- Pudng kinh ngoai: phu hop véi 6 c¢di ¢6 dudng kinh 44 —74mm
v6i mdi budc ting 2 mm.

* Chom aluminium oxide matrix ceramic

* Cudng khép: Vat liéu: Titanium alloy v6i 16p phii Hydroxy-
apatite (HA)

- Kich ¢ chuoi: 1, 2, 3, 4,5, 6,7, 8, 9,10

- Chiéu dai chuéi: 130, 140, 145, 150, 155, 160, 165, 170, 180,

190mm.
*Q cbi:
Vit liéu: Titanium alloy Plasma Spray. C6 thé lip dwoc véi ca 2
Khép hang | loai 16p dém PE va Ceramic.
toan phan | - Thiét ké khéa 16p dém tai day 6 cdi
45 | khong xi mang | - Co thé gin thém dai ¢ dinh xung quanh vién 6 cdi
khoa day 6 cbi | - Kich ¢&: 40 — 74 mm v&i mdi bude ting 2mm.
chuoi phu HA | * Lop dém: (Liner): Vat li¢u: Polyetylene cao phan tir HXL-
UHMWPE
- buong kinh trong: 22, 28, 32, 36, 40mm.
- Puodng kinh ngoai: phit hop véi 6 ¢bi c¢6 dudng kinh 48-74mm
voi mdi bude ting 2 mm.
* Pau Chom xuong dui
- Vat liéu : CoCr.
- BPuong kinh: 22, 28, 32, 36, 40mm
1. Chuéi xuong dui
- Chat liéu: hop kim titanium Ti6Al4V hoic twong duong.
- C6 chuoi dinh lién than chudi, v6i goc ¢d chudi 135°
- Kich ¢& chubi khoang tir 8-18 (tuwong tmg véi chiéu rong dau xa
than chudi 8-18mm), budc taing 1mm
- Chiéu dai chuéi (tinh tr tim xoay dén cudi than chudi) 145-
Khép hang | 190mm.
toan phan | - Chiéu dai ¢b khoang tir 33-44mm
khong X{ mang | - B¢ mat ving chiu lyc chinh & dau gan phu 16p titanium tinh khiét
| phu nham day 0.35mm.
46 P ?i;lnggg)re - Thén trén ¢ canh chdng xoay va gd ndi doc hai bén than trén hd

Viletene c6 go
chong trat hodc
tuong duong

tro c¢b dinh.

2. Choém: Chét liéu: Cobalt-chromium CoCrMo hoic turong duong.
Kich ¢&: ¢d con 12/14mm. buong kinh: 22.2mm, 28mm; 32mm va
36mm.

3. Lép dém 6 cbi:

- Chét liéu: nhwa polyethelene UHMWPE-XE két hop véi vitamin
E (0.1% tocopherol) cho kha nang chdng oxy héa va chong mai mon
16p 16t trong thoi gian dai.

- Do day 16p 16t tai khu vuc chiu lyc chinh, tbi thiéu day 5,5 mm.




- Thiét ké 16p 16t c6 bo chdng trat phia sau, 16t gin vao 6 cbi bang
co ché khoa nén ép hinh nén tiét dién 16n.

- Kich c&: phu hop véi cac chom khép ¢d 22.2mm, 28mm, 32 mm,
36 mm va 6 cbi cd tir 40-70mm.

4. 0 cbi:

- Chét liéu: hop kim titanium Ti6Al4V hodc twong duong. B& mit
ctia 6 cdi duoc phu 16p titanium nguyén chat siéu nham bang cong
ngh¢ phun plasma trong méi truong chan khong, 16p phu day
khoang 0,35mm vé&i mat do vi 16 khoang 50% gia ting bé mat tiép
xUc gitra xwong va ciy ghép.

- Thiét ké: 6 c6i hinh vom dat phang & phan dinh quanh than 6 cdi
¢6 cac gai min hd tro ¢b dinh vao xwong

- Kich ¢&: Gom téi thi€u céc ¢& tir 40mm - 70mm. C6 t6i thicu 3 15
bat vit. Dung dugc cho ca 16p 16t polyethylene va ceramic.

5. Vit 6 cbi:

- Chat liéu: hop kim titanium Ti6Al4V hodc tuong duong.

- Thiét ké: tu cét, xoay quanh tryc +/- 9°

- Kich c&: Puong kinh ¢& 6.5mm; chiéu dai khoang tir 16-68mm,
budc ting 4mm.

- C6 cung cap thém bo tro cu cho ki thuat mo 16i trude

Pat tiéu chuan chat lugng ISO 13485, CE.
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Khop hang
toan phan
khong xi mang
Ceramic on
PE, loai chém
to

1. Chuéi xuong dui

- Chét liéu: hop kim titanium Ti6Al4V hodc twong duong.

- C6 chuoi dinh lién than chudi, v6i goc ¢d chudi 135°

- Kich ¢& chubi khoang tir 8-18 (tuwong tmg véi chiéu rong dau xa
than chudi 8-18mm), budc taing 1mm

- Chiéu dai chuéi (tinh tr tim xoay dén cudi than chudi) 145-
190mm.

- Chiéu dai c¢6 khoang tir 33-44mm

- Bé mit ving chiu lyc chinh ¢ dau gan phu 16p titanium tinh khiét
nham, day 0.35mm.

- Than trén c6 canh chdng xoay va go ndi doc hai bén than trén hd
tro ¢b dinh.

2. Chom:

- Chat liéu: aluminium oxide matrix ceramic)

- Kich ¢&: ¢b con 12/14mm. Puong kinh tbi thiéu 3 ¢&: 28mm;
32mm va 36mm.

3. L6p dém 6 cbi:




- Chat liéu: nhua polyethelene UHMWPE-XE két hop véi vitamin
E (0.1% tocopherol) cho kha nang chdng oxy hoa va chong mai mon
16p 16t trong thoi gian dai.

- B§ day 16p 16t tai khu vuc chiu lyc chinh, tbi thiéu day 5,5 mm.-
Thiét ké 16p 16t c6 bd chdng trat phia sau, 16t gin vao 6 cbi bang co
ché khéa nén ép hinh nén tiét dién 16n.

- Kich ¢d: phu hop véi cac chom khop cd 28mm, 32 mm, 36 mm
va 0 cbi c& tir 44-70mm.

4. 0 cbi:

- Chat liéu: hop kim titanium Ti6Al4V hoic tuong duong. Bé mit
ctia 6 ¢di dugc phii 16p titanium nguyén chat sidu nham bang cong
nghé phun plasma trong moéi truong chan khong, 16p phu day
khoang 0,35mm v&i mat d6 vi 16 khoang 50% gia ting bé mat tiép
XUc gitra xwong va cdy ghép.

- Thiét ké: 6 cbi hinh vom dat phing ¢ phan dinh quanh than 6 cbi
c6 céc gai min hd tro ¢b dinh vao xuong.

- Kich ¢&: GOom t6i thiéu cac c& tir 44mm - 70mm. C6 t6i thiéu 3 15
bat vit. Diing duoc cho ca 16p 16t polyethylene va ceramic.

5. Vit 6 cbi:

- Chat liéu: hop kim titanium Ti6Al4V hoac twong duong.

- Thiét ké: tu cat, xoay quanh truc +/- 9°

- Kich ¢&: Puong kinh ¢& 6.5mm; chi¢u dai khoang tir 16-68mm,
budc tang 4mm. o

- C6 cung cép thém b tro cu cho k¥ thuat mo 16i trude

Dat ti€u chuan chat lugng ISO 13485, CE.
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Khép hang
toan phan
khong xi mang
chuoi phu
Plasma (COC)

1. Chuéi xuong dui

- Chét lidu: hop kim titanium Ti6Al4V

- C6 chuoi dinh lién than chudi, véi goc ¢d chudi 135°

- Kich ¢& chudi khoang tir 8-18 (tuong tng v6i chiéu rong dau xa
than chudi 8-18mm), budc taing 1mm

- Chiéu dai chuéi (tinh tr tim xoay dén cudi than chudi) 145-
190mm.

- Chiéu dai c6 khoang tir 33-44mm

- Bé mat vung chiu luc chinh & dau gan phu 16p titanium nham, day
0.35mm.

- Than trén c6 canh chdng xoay va g ndi doc hai bén than trén hd
tro ¢b dinh.

2. Chom:

- Chét liéu: aluminium oxide matrix ceramic

- Kich ¢&: ¢b con 12/14mm. Puong kinh tbi thiéu 3 ¢&: 28mm;
32mm, 36mm va 40mm.




3. Lop dém 6 cbi:

- Chét liéu: aluminium oxide matrix ceramic)

- Kich c&: phu hop véi cac chom khop ¢& 28mm, 32 mm, 36 mm,
40mm va 6 cdi cd tir 44-70mm.

4. O cbi nhén tao khong xi mang:

- Chét liéu: hop kim titanium Ti6Al4V hodc twong duong. B& mit
ctia 6 cdi duoc phu 16p titanium nguyén chét siéu nham bang cong
ngh¢ phun plasma trong méi truong chan khong, 16p phu day
khoang 0,35mm vé&i mat do vi 16 khoang 50% gia ting bé mat tiép
xUc gitra xwong va ciy ghép.

- Thiét ké: 6 c6i hinh vom dat phang & phan dinh quanh than 6 c¢di
¢6 cac gai min hd tro ¢b dinh vao xuong.

- Kich ¢&: Gom téi thi€u céc ¢& tir 44mm - 70mm. C6 t6i thicu 3 15
bat vit. Dung dugc cho ca 16p 16t polyethylene va ceramic.

5. Vit 6 cbi:

- Chét liéu: hop kim titanium Ti6A14V

- Thiét ké: tu cét, xoay quanh tryc + 9°

- Kich c&: Puong kinh ¢& 6.5mm; chiéu dai khoang tir 16-68mm,
budc ting 4mm.

- C6 cung cap thém bo tro cu cho ki thuat mo 16i trude

Pat tiéu chuan chat lugng ISO 13485, CE.

* Cubng khép: Vat liéu: REX steel hodc trong duong ¢6 ham
luong nitrogen cao

- Kich ¢o chuoi: 1,2, 3,4,5,6,7, 8
- Chiéu dai chudi: 130, 140, 145, 1
190mm.

, 9,10
50, 155, 160, 165, 170, 180,

Khop hang ban | " 60 o8 chusi: 135 do. Cé con 12/14 mm.
49 | Phanwrdinh Vi, b o om xuong dui
tam xoay ¢ Xi e ia g
N - Vit liéu: REX Steel.
mang - Pudng kinh: 28 mm (-3, +0, +3, +5, +8, +12).
* Pau chom Bipolar:
- Vat liéu: REX Steel/PE hodc twong duong.
- Kich ¢&: 41 — 55 mm v6i mdi bude ting 1 mm va 58, 61mm
- Pau chom c¢6 thiét ké ty dinh vi tim xoay
* Cudng khép: Vat liéu: REX steel hoic twong duong c6 ham
lugng nitrogen cao
Khdp hang ban | - Goc ¢6 chudi: 135 do.
phan ty dinh vi | - Kich ¢& chuéi: 0,1,2va3,4,5,6,7,8,9, 10
50 | thm xoay ¢ Xi | - Chiéu dai chudi: 150 va 190, 205, 210, 215, 220, 225, 230,
mang loai 235mm.
chudi dai * Pau Chom xuong dui

- Vit liéu: REX‘ Steel hoac twong duong.
- Puong kinh dau: 28 mm (-3, +0, +3, +5, +8, +12).




* Pau chom Bipolar:

- Vit liéu: REX Steel/PE.

- Kich ¢&: 41 — 55 mm v6i mdi bude ting 1 mm va 58, 61mm
- Pau chom co thiét ké ty dinh vi tim xoay

o1

Khop hang ban
phan ty dinh vi
tam xoay
khong xi mang
cb roi

* C6 khép: Vat liéu: Titanium alloy Plasma Spray toan bd.
-Kichco: 1,2, 3,4,5,6.

- Chiéu dai cb: 50, 56, 62, 68, 74, 80mm.

- Géc cd: 135 d9, con 12/14 mm

* Cubng khép: Vat liéu: Titanium.

- Thiét ké 2 loai thiang, cong phi hop véi giai phau ndi tiy; c6
ranh chdng xody; c6 16 chét dau xa.

- Kich c& chudi: 12, 14, 16, 18, 20mm

- Chiéu dai chudi: 120, 170, 220, 270, 320 mm

* Vit chét: Vat liéu Titanium. Pudng kinh: 4.8mm dai 25-100mm
* Pau Chom xwong dui

- Vit li¢u: REX Steel hoac tuong duong.

- Puong kinh dau: 28 mm (-3, +0, +3, +5, +8, +12).

* Pau chom Bipolar:

- Vat liéu: REX Steel/PE hoac tuong duong.

- Kich ¢&: 41 — 55 mm véi mdi bude ting 1 mm va 58, 61mm
- Pau chom c6 thiét ké ty dinh vi tAm x0ay
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Vit chi neo tu
tiéu

Cau tao vit gom:

- Vit chét liéu composite twong thich sinh hoc: 70% PLA + 30%
B-TCP, vit neo duoc hap thu tdi da trong 4 nam.

- Can cam lam tir polypropylene diic 18n trén than can bat vit.

- Than can bt vit: 1am tir chat liéu thép khong gi

Vit ¢6 cac duong kinh:

* Vit duong kinh 4.5mmx17.5mm, c6 gan hai sgi chi c& UPS2
chat liéu Ultra High Molecular Weight Polyethylene (UHMWPE),
1 so1 mau xanh da troi ; mot sgi mau tréng/xanh da troi

* Vit duong kinh 5.5mm/6.5mm >20mm, c¢6 gan hai soi chi chi c&
UPS2 chit liéu Ultra High Molecular Weight Polyethylene
(UHMWPE), 1 s¢i mau xanh da troi, mgt sgi mau tréng.

Céc soi chi c6 mau sic khac nhau, truot tu do, khong bi 1.

Pat tiéu chuan 1SO, MDR hoic twong dwong
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Vit treo ¢b
dinh day chang
chéo cac co

Vit treo ¢o dinh day chang chéo cu tao gom 3 phan:

- Vong chi chét liéu cao phan tir UHMWPE

- Chi kéo/lat: Mau trang va xanh chat liéu HS Fiber hodc
UHMWPE

- TAm titanium: Chat liu titan Ti-6AL-4V ¢6 4 13, chiéu cao
>1.5mm, dai <12mm, rong >4mm.

Kha nang chiu tai kéo cao: >1500 N.

Céc ¢ chiéu dai tir 12/15/20/25/30/35/40/45/50/55/60mm
Dat tiéu chuan ISO
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Vit treo Cé
dinh day chang

Vit treo diéu chinh chiéu dai c6 mot ¢& duy nhat cau tao gdm 3
phan:




chéo diéu
chinh chiéu dai

- Vong chi chat liéu cao phan tt UHMWPE

- Chi kéo: Chét ligu HS Fiber hoic UHMWPE

- TAm titanium: Chét liéu titan Ti-6AL-4V c6 4 13, chiéu cao
>1.5mm, dai <12mm, rong >4mm.

Kha ning chiu tai kéo cao: >1500 N. Hé théng khoa ba diém dé
dang dat va giam tudt chi.

Mot ¢& phut hop cho tit ca dudong ham tir 15-60mm, vit c6 thé didu
chinh chiéu dai tir 15mm-80mm.

C6 thé diéu chinh chiéu dai bang hai tay, 1y tuéng cho dudng ham
xuong chay va xuong dui ngan.

Luc tai t6i da khi bj 151 1a: >352 Ibs (1565 N).

Kha nang chiu tai kéo cao: 21500 N

Pat tiéu chuan ISO
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Béang cudn nho

San pham duoc dét tir sgi 100% cotton c¢6 dd tham hut cao, khong
c6 doc td.

Hai dau cudn biang bang, khong 1éch, khong xo. Khong chira chat
gay di ung, khong cé tinh bot hoac Dextrin, khong 6 xo mun hoa
tan trong nudc va dich phu tang. Trong lugng 25-27 g/m2.

Khong c6 doc t, da duoc giat sach. Khong chtra chét gay di ing,
khbng co tinh bdt va Dextrin, khong c6 xo mun hoa tan trong nude
va dich phu tang. Tbc do hit nude 4,9 gidy. B0 ngam nudc 12,3g
nudc/1gr vai gac. Chat tan trong nude 0.105%. Chat tan trong ether
0.032%. Do pH: trung tinh. D tring: 84.3%. Mudi kim loai: khong
phat hién. D6 am: 4.62%. Tro sulfate: 0.05%. Puoc dong goi bang
2 16p, mot 1op bang PE, mot 16p bang gidy.

Kich thudce: Sem x Sm

- Pat tiéu chuén ISO 9001; ISO 13485;

Chimg nhan dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT.
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Bang cudn to

San phém duoc dét tir soi 100% cotton ¢o6 do tham hat cao, khong
¢6 doc t6. Hai dau cudn biang bang, khong léch, khong xo. Khong
chira chat gay di ing, khong c6 tinh bot hodc Dextrin, khong c6 xo
mun hoa tan trong nudc va dich phu tang. Trong luong 25-27 g/m2.
Khong ¢ doc t6, da duoc giat sach. Khong chia chat gay di ung,
khong c6 tinh bot va Dextrin, khong c6 xo mun hoa tan trong nudc
va dich phi tang. Téc d6 hat nudce 4,9 gidy. Po ngdm nudc 12,3g
nuéc/1gr vai gac. Chat tan trong nude 0.105%. Chat tan trong ether
0.032%. Do pH: trung tinh. P tring: 84.3%. Mudi kim loai: khong
phat hién. D6 am: 4.62%. Tro sulfate: 0.05%. Puoc dong goi bang
2 16p, mot 16p bang PE, mot 16p bang gidy.

Kich thugc: 10cm x S5m

Pat tiéu chuan ISO 9001; ISO 13485; Chtng nhan dang ky FDA
Hoa Ky; CE, QCVN 01:2017/BCT.
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Bot bo

Lam tir bt thach cao lién gac (thach cao > 97%, gac 100%
cotton).

Trong lugng thach cao 400g/m2 - 420g/m2, trong lugng gac
28g/m2 - 29g/m2. Vo 1a gidy bac chdng am, 16i nhya 4 canh, 2




canh phinh to ¢ giita gitip thAm nudc déu va gitt bang bot. Bot
dam bdo do cung, do tréng, d6 min. Thoi gian dong két tir 2-4
phut, rong 10cm, chiéu dai 350cm.

Pat tiéu chuén chat luong ISO 13485, tiéu chuan Qudc gia TCVN
6794:2001.
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Bot bo

Lam tr bot thach cao lién gac (thach cao > 97%, gac 100%
cotton).

Trong lugng thach cao 400g/m2 - 420g/m2, trong lugng gac
289/m2 - 29g/m2. Vo 1a gidy bac chdng 4m, 161 nhya 4 canh, 2
canh phinh to & gitta giup thdm nudc déu va giit bang bot. Bot
dam bao do ctng, do tréng, do min. Thoi gian dong két tir 2-4
phut, rong 15cm, chiéu dai 350cm.

Pat tiéu chuan chat lugng ISO 13485, tiéu chuin Quéc gia TCVN
6794:2001.
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Bot bo

MO ta: Kich thudc 20cm x 2.7m. San xuat boi bot thach cao duge
pha long

bao pha hoan toan gac thAm. Kha ning thim nudc tot, dong két
t6t, 16p bot thach cao sach s&, tron min. Mdi cudn duoc dong goi
riéng biét trong mot ti cach nude. Thoi gian dong két nhanh:
khoang 3-5 phat.

60

Gac cau phi

Gac duoc dét tir soi 100% cotton c6 do tham hit rat cao. Trong
lugng 25-27 g/m2. Khong c¢6 doc td, da dugc gidt sach. Khong
chtra chat gy di tng, khong co tinh bot va Dextrin, khong ¢ xo
mun hoa tan trong nudc va dich phi tang. Toc d6 hut nudc 4,9
gidy. D6 ngdm nudc 12,3g nudc/1gr vai gac. Chét tan trong nude
0.105%. Chat tan trong ether 0.032%P¢ pH: trung tinh.

bo tréng: 84.3%. Mudi kim loai: khong phat hién. Bo am: 4.62%.
Tro sulfate: 0.05%. Do am 4.62%. Tiét tring bang khi EO. Gas.
Dugc dong goi bang 2 16p, mot 16p bang PE, mot 16p bang bao bi
gidy c6 mau chi thi tiét tring dung trong y té.

Kich thudc: Fi40 x 2 16p

- Pat tiéu chuan ISO 9001; ISO 13485; ISO 11135; Chiing nhan
dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT.
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Gac dan luu

- Gac khong dét (70% vicose va 30% polyester)

- Khong ¢ doc t6, khong chira chat gay di tmg, khong co tinh bot
hodc Dextrin, khong c6 xo mun hoda tan trong nudc va dich phu
tang.

- Toc d hit nude <5 gidy. Po ngdm nude: > Sgr nude/lgr gac.
- Chét tan trong nudc <0.5%. Do pH: trung tinh.

- Do tring: >80% +10%. Mubi kim loai: khong qua ham lugng
cho phép.

- D6 am khong quéa 8%. Ham lugng chat béo: khong vugt qua
0,5%.

- Kich thudc: 0,75¢cm x100cm x 4 16p.

- Quy céch: 01 cudn/ goi. Pugc dong goi trong tui nilon cé in
thong tin san pham




- Ti¢t trung.
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Gac dan luu

- Gac khong dét (70% vicose va 30% polyester)

- Khéng c6 doc t6, khong chira chat gay di tmg, khong cé tinh bot
hodc Dextrin, khong c6 xo mun hoa tan trong nudce va dich pha
tang.

- Toc d6 hut nude <5 gidy. D6 ngdm nude: > 5gr nude/lgr gac.
- Chét tan trong nudc <0.5%. Do pH: trung tinh.

- Do tring: >80% +10%. Mubi kim loai: khéng qua ham luong
cho pheép.

- D6 4m khong quéa 8%. Ham lugng chit béo: khong vuot qua
0,5%.

- Kich thudc: 1,5cm x100cm x 4 16p

- Quy cach: 01 cudn/ goi. Pugc dong goi trong tai nilon ¢6 in
thong tin san pham

Tiét trung.
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Gac phau thuat

Gac dugc dét tir soi 100% cotton c6 do tham hat cao. Khong co
doc to, da duoc giat sach. Khong chura chét gay di ung, khong co
tinh bt va Dextrin, khong ¢6 xo mun hoa tan trong nudc va dich
phu tang. Tc d6 hut nude 4,9 gidy. D6 ngdm nuée 12,3g
nudc/1gr vai gac. Chét tan trong nude 0.105%. Chat tan trong
ether 0.032%. Do pH: trung tinh. Do trang: 84.3%. Mubi kim loai:
khong phat hién. Do am: 4.62%. Tro sulfate: 0.05%. Tiét triung
bang khi EO. Gas. Bugc dong goi bang 2 16p, mot 16p bang PE,
mot 16p bang bao bi gidy c6 mau chi thi tiét trung dung trong y té.
Kich thudc:10cm x 10cm x 8 16p vo trung

- Pat tiéu chuan ISO 9001; ISO 13485; ISO 11135; Chimg nhan
dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT.
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Gac phau thuat

Gac duoc dét tir soi 100% cotton c6 do tham hit cao. Khong cé
doc td, da duoc giat sach. Khong chura chét gy di ung, khong co
tinh bdt va Dextrin, khong c6 xo mun hoa tan trong nudc va dich
phii tang. Tdc do hat nude 4,9 gidy. Po ngam nudce 12,3g
nuéc/1gr vai gac. Chét tan trong nude 0.105%. Chat tan trong
ether 0.032%. Do pH: trung tinh. D tring: 84.3%. Mubi kim loai:
khong phat hién. D am: 4.62%. Tro sulfate: 0.05%. Tiét tring
bang khi EO. Gas. Pugc dong goéi bang 2 16p, mot 16p bang PE,
mot 16p bang bao bi gidy c6 mau chi thi tiét tring dung trong y té.
Kich thudc:7,5cm x 7,5¢cm x 8 16p vO trung

- Pat tiéu chuan ISO 9001; ISO 13485; ISO 11135; Chiing nhan
dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT.
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Gac phau thuat

Gac duoc dét tir soi 100% cotton c6 do tham hit cao. Khong co
doc to, da duoc giat sach. Khong chira chét gy di ung, khong co
tinh bdt va Dextrin, khong c6 xo mun hoa tan trong nudc va dich
pht tang. Téc d6 hut nude 4,9 gidy. Do ngadm nudce 12,3g
nude/1gr vai gac. Chét tan trong nude 0.105%. Chat tan trong
ether 0.032%. D¢ pH: trung tinh. D tring: 84.3%. Mubi kim loai:
khong phat hién. D6 am: 4.62%. Tro sulfate: 0.05%. Tiét tring




bang khi EO. Gas. Pugc déng goi bang 2 16p, mot 16p bang PE,
mdt 16p bang bao bi gidy c6 mau chi thi tiét tring dung trong y té.
Kich thudc:10cm x 10cm x 12 16p vo trung

- Pat tiéu chudn ISO 9001; ISO 13485; ISO 11135; Chiing nhan
dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT.
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Gac phau thuat
khong dét

« Gac dugc san xuat tir vai khong dét tham hat nhanh. Vai dang
luéi c6 16, chat liéu mém min, c6 mau tring ddng nhat.
* Khong mui, khong c6 bui bén, so soi la, khong dinh tap chét.
Khong ¢ doc td, khong chira chat gay di tng, khong c6 tinh bot
hodc Dextrin, khong c6 xo mun hoa tan trong nudc va dich phu
tang.
« Téc d6 hut nuée < 5 gidy. PO ngdm nude > Sgr nudc/1gr gac.
« P 4m: <8%. Ham luwong chat béo: khong vuot qua 0,5%
« Do pH: trung tinh. P tring: > 80% + 10%.
« Mubi kim loai: khong qua ham lugng cho phép.
* Kich thuéce: 7,5cm x 7,5¢cm x 6 16p, vO trung

* Quy cach: 10 mleng/ goi; Pugc dong goi bang 2 16p, mot 16p
bang PE, mot 16p bang bao bi gidy c6 mau chi thi tiét tring ding
trong y té.
« Tiét trung bang khi EO.Gas.
Tiéu chuén dat duoc cia san phém:
Pat tiéu chuan ISO 9001; ISO 13485; ISO 11135; Chung nhan
dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT
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Gac than nhan
tao

* Gac duoc dét tir soi 100% cotton c6 do tham hut cao. Khong c6
doc to, da duoc giat sach. Khong chura chét gay di ung, khong co
tinh bdt va Dextrin, khong c6 xo mun hoa tan trong nudc va dich
phii tang. Tdc do hat nude 4,9 gidy. Po ngam nudce 12,3g
nudc/1gr vai gac. Chét tan trong nude 0.105%. Chat tan trong
ether 0.032%. Do pH: trung tinh. D tring: 84.3%. Mubi kim loai:
khong phat hién. Do am: 4.62%. Tro sulfate: 0.05%. Do am
4.62%. Tiét tring bang khi EO.Gas. Pugc dong goéi bang 2 16p,
mot 16p bang PE, mot 16p bang bao bi gidy c6 mau chi thi tiét
tring dung trong y té.

* Kich thudce: 3.5cm x 4.5¢cm x 80 16p, vO trung.

« Quy cach: 30 cai/ goi. Pugc dong géi bang 2 16p, mot 16p bang
PE, mot 16p bang bao bi gidly c6 mau chi thi tiét tring dung trong
y té.

« Tiét tring bang khi EO. Gas.

Dat tiéu chuan ISO 9001; ISO 13485; ISO 11135; Ching nhan
dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT.
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Gac hut

Gac duoc dét tir soi 100% cotton c6 do tham hit cao. Khoéng ¢o6
doc t6, da duogc giat sach. Khong chia chit gy di ung, khong co
tinh bt va Dextrin, khong c6 xo mun hoa tan trong nude va dich
phu tang. Tc d6 hut nude 4,9 gidy. PO ngdm nude 12,3g
nude/lgr vai gac. Chat tan trong nude 0.105%. Chat tan trong
ether 0.032%. Do pH: trung tinh. P tring: 84.3%. Mudi kim loai:




khong phat hién. P am: 4.62%. Tro sulfate: 0.05%. D6 am
4.62%. Tiét tring bang khi EO. Gas. Bugc dong goi bang 2 16p,
mot 16p bang PE, mot 16p. bing bao bi gidy c6 mau chi thi tiét
tring dung trong y té. Kho 0.8m. Quy cach: 100 mét/ tép, 1000
mét/ kién - Pat tiéu chuin ISO 9001; ISO 13485; Chung nhan
dang ky FDA Hoa Ky; CE, GMP, QCVN 01 :2017/BCT.
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Gac phau thuat

Gac duoc dét tir soi 100% cotton c6 d6 tham hit cao. Khong cé
doc t, da duoc giat sach. Khong chira chét gy di ung, khong co
tinh bdt va Dextrin, khong c6 xo mun hoa tan trong nudc va dich
phu tang. Téc d6 hut nude 4,9 gidy. o ngadm nudce 12,3g
nude/1gr vai gac. Chat tan trong nude 0.105%. Chat tan trong
ether 0.032%. Do pH: trung tinh. D tring: 84.3%. Mubi kim loai:
khong phat hién. D6 am: 4.62%. Tro sulfate: 0.05%. D6 am
4.62%. Tiét trung bang khi EO.Gas.

Puoc dong goi bang 2 16p, mot 16p bang PE, mot 16p bang bao bi
gidy c6 mau chi thi tiét trang dung trong y té. Kich thudc: 15cm x
60cm X 6 16p vo trung

- Pat tiéu chuan ISO 9001; ISO 13485; ISO 11135; Chimg nhan
dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT.
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Gac phau thuat

Gac dugc dét tir soi 100% cotton c6 do tham hat cao. Khong co
doc to, da duoc giat sach. Khong chura chét gay di ung, khong co
tinh bt va Dextrin, khong ¢6 xo mun hoa tan trong nudc va dich
phu tang. Tc d6 hat nude 4,9 gidy. DO ngdm nuée 12,3g
nuéc/1gr vai gac. Chét tan trong nude 0.105%. Chat tan trong
ether 0.032%. Do pH: trung tinh. Do tring: 84.3%. Mubi kim loai:
khong phat hién. D6 am: 4.62%. Tro sulfate: 0.05%. D6 am
4.62%. Tiét tring bang khi EO.Gas. Puoc dong géi bang 2 16p,
mot 16p bang PE, mot 16p bang bao bi gidy c6 mau chi thi tiét
trung dung trong y té. Kich thudc: 20cm x 80cm x 6 16p, v tring
can quang

- Pat tiéu chuén ISO 9001; ISO 13485; ISO 11135; Chirng nhan
dang ky FDA Hoa Ky; CE, QCVN 01:2017/BCT.
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San pham cam
mau tong hop
tu ti€u

- Vat liéu cam mau cellulose tai t6 hop (oxidized regenerated
cellulose) lam tir Rayon va cotton tissue, tuong thich sinh hoc cao,
dd bén va do déo cao khi sir dung ¢ ca dang kho va tiép xuc voi
mau, kich thuéc 10x20 cm.

- Hiéu qua cdm mau nhanh 1-2 phit

- Thoi gian hap thy tir 1-2 tuan

- Co tac dung diét khuén d6i v6i nhiéu loai vi khuan Gram duong
va Gram am.

- Mém mai va phu hop véi moi loai bé mat giai ph?lu.
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Sap cam mau
xuong

Sap cAm mau tiét tring danh cho xuong, 2,5 gr/ goi.

73

Miéng cam
mau mii

- Lam béng chét liéu PVA an toan va mém mai; d6 thAm hut cao,
cé day
- Duy tri mdi truong am udt va thic day qua trinh lanh vét thuong




- Khéng chira chit xo va khong chira latex, khong gay tac dung
phu.

- Tiéu chuén: CE, FDA

- Kich thudc: 80x20x15mm

- La san pham gelatin c6 ngudn gdc dong vat gitip kiém soat xuat
huyét tai dong mach va tinh mach.

- Tc dd cadm mau: 5-10 phut; hép thu hoan toan 3-4 tuan.

Vat li€u cam

74 LAl
mau ti¢t trung

1.3. Cac yéu cau khac
* Nha thau phdi nop cung véi E-HSDT cdc tai liéu sau day:
Dbi véi toan bo hang hoéa:

- C6 Catalog hoic tai liéu k¥ thuat khac cuia Nha san xuét co ddy du noi dung
chting minh céc dic tinh, thong s6 k¥ thuat d6i véi cac hang hoéa chao thau (Néu 1a
ngdn ngir nude ngoai phai co ban dich sang tiéng Viét) co day du ndi dung chimg
minh thong s k¥ thuat d6i v6i cac hang hoa tham du thau theo yéu cau caa E-HSMT
va chiu trach nhiém vé noi dung va tinh chinh x4c giira ban goc va ban dich). Pong
thoi, nha thau can danh dau (Highlight) thong sé cu thé ciia hang héa dap vng
yéu cau Ky thuat tai E-HSMT trén ca tai liéu Tiéng Anh va Tiéng Viét.

Dbi v6i hang hoa 1a Thiét bi y té: Nop thém cac tai liéu sau.

- C6 gidy chimg nhan dat tiéu chuin quan 1y chét luong ISO 13485 hoic CE
hodc FDA hoic twong duong cia nha san xut con hiéu luc véi cac mit hang tham
du.

- SO luu hanh con hiéu luc bao gdm S6 cong bb tiéu chuan ap dung ddi voi
Thiét bi y té thudc loai A, B do S¢' Y té cép hodc S giéy chirng nhan dang ky luu
hanh d6i voi Thiét bi y té thudc loai C, D do B 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 vaNghi dinh 04/2025/ND-CP ngay 01/01/2025
ctia Chinh phu. Dbi v6i truong hop S6 lwu hanh hét hiéu luc, dé nghi Nha thau giai
trinh kha nang cung ing hang hoa.

Luuy:

- Trong truong hop Nha thau chimg minh hang héa chao thau khong phai 1a
Thiét bi y t& (Thiét bi phong thi nghiém hodc thiét bi thi nghiém ding trong y té 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 t& cho hang hoa do.



- Hang héa du thau d3 duoc ké khai gia (D6i v6i hang hoa bt budc ké khai
gia theo quy dinh tai Thong tu s6 29/2024/TT-BYT ngay 03/11/2024 ctiia 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.

- 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 ré rang va hep 18, nham dam bao dap tng yéu cau vé niang luc ky thuat
theo quy dinh vé “Diéu kién ky két hop ddng” tai Khoan 2 Piéu 66 Luat dau thau so
22/2023/QH15. Trudng hop Nha thau khong thé cung cép tai liéu ching minh, Nha
thau s& khong du diéu kién xét trang thau theo huéng dan tai Khoan 19 Diéu 140
Nghi dinh sb 214/2025/ND-CP.

Déi vai yéu cau lap dat, giao hang, tudi tho caa hang hda:

Cam két tat ca hang hoa cung cap méi 100%, chua qua st dung, ¢6 ngudn gbc

xudt x{r rd rang, con nguyén dai, nguyén kién theo quy cach déng gbi cta nha san
Xuat.

Muc 2. Ban vé: Khong c6

Muc 3. Kiém tra va thir nghiém: Viéc kiém tra, thir nghiém cac hang héa
dugc yéu cau s& dugce to chuc tai Bénh vién Pa khoa Hoa Binh; Dia chi: bPuong Cu
Chinh Lan, phuong Hoa Binh, tinh Pht Tho. Hang héa nha thau cung cép trudc khi
duoc nghiém thu s& duge Chu dau tu kiém. Bat ctr hang hoa nao khong dam bao
chét luong theo yéu cau ciia E-HSMT va E-HSDT s& khong duoc nghiém thu.






