BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN DA KHOA Doc lap - Tw do - Hanh phic
TRUNG UONG QUANG NAM
S6: 4)T5/BV-VTTBYT Qudng Nam, ngay 3 )\ thdang § ndm 2023

YEU CAU BAO GIA
Kinh giri: Cac hang san xuit, nha cung cép tai Viét Nam

Bénh vién Pa khoa Trung uvong Quang Nam cé nhu cau tiép nhan bdo gia dé
tham khao, xay dung gia géi thau, lam co s& t6 chire Iyra chon nha thdu cho géi thdu
Mua sim 151 danh muc vat tw y té ngoai chin thwong nim 2023 véi noi dung cu
thé nhu sau:

I. Théng tin ciia don vi yéu cau bao gia
1. Pon vi yéu cau béo gia: Bénh vién Pa khoa Trung uvong Quang Nam
2. Thong tin lién hé ctia ngudi chiu trach nhiém tiép nhan bao gia:

Nguyén Pirc Hanh, Truéng phong Vit tu - Thiét bi y té, S6 dién thoai:
02353870390 (nhanh 1&: 1258).

3. Cach thuc tiép nhén bdo gia:

Nhén truc tiép hodc gt thu chuyén phét dén dia chi: Phong Vit tu — Thiét bi
y t€, Bénh vién Da khoa Trung vong Quang Nam.

Thon Nam Son, xa Tam Hiép, huyén Nuai Thanh, tinh Quang Nam

4. Thoi han tiép nhan béo gia: Tir 08h ngdy Ad thang 8 nam 2023 dén trudce
17h ngay A9 thang 9 nam 2023

Céc bdo gid nhdn dugc sau thoi diém néu trén sé khong duge xem xét.

5. Théi han ¢6 higu luc ciia bdo gia: Tdi thiéu 180 ngay ké tir ngay ,4.5thang
9 ndm 2023

I1. Ni dung yéu ciu bao gia:

1. Danh muc vét tu y té:
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é o o 2 g Ngudn gbe, xudt xir(*); Gidy . legng
STT pli’:)n Té&n mit hang Dijc tinh k¥ thudt co bin (hodc twong dwong) ShiiE ﬂfii;ﬂ tuw hank e do r“h dyr Kin
ciia cdc mde tham chiéu (**) . 2023
Vit li¢u sir dung trong R —
N 4] 1eu K 2
d;f”g:‘ ‘°;l‘a‘h‘]']i‘t‘ﬁ b?"cg X6p ht dich vét thuong 4p lyc am cdrnhs, ding | P T8 TR )
! Phin 1 E‘:m'.:r Bq‘?)fc‘)p I;u'Jt dici ¥ vBéi n"u‘éy hi:jt ::liclhso 13485 hodc frong duon chiéu cdp gidy chimg nhén luu BY 20
bing ap luc 4m V.A.C at ticu chuan : & g hanh ty do
¢ nhé
Vatl:q:usudungtrong paee B
g ién sau:
d;fu(r{: IDE ﬁll}:(::;li bfmcg 0p Hitdich vét thuong 4p lyc &m cd trung, Datfq:r:%nhlfftum ?wcrc tham s
2 Phin 2 .F":mlzr Bﬁgfé:l:lﬁt d.iCI:l J gﬂngiyéi ?é";y }}?gif;drss hodic tirbiig dirgih chiéu cap gidy chimg nhén lru Bo 20
bing 4p lwc 4m V.A.C gLtk chuln ode o Hong hanh ty do
c& trung
Vit liéu sir dung trong e dibu kis
e mon e | Xbp hitdich vt thuomg ap lye dm oo, ding | 58 V0T A
3 Phin 3 gm: B()gf(‘)prlj'lﬁt dicﬁl ¥ :)éit??gi 2;;;“51};0 T chiéu cdp gidy chimg nhin luu BY 20
biing ap luc 4m V.A.C s " . SR hanh ty do
¢y lon
Binh hut ap lyc &m sir : 5 ; ; ; Dap tmg diéu kién sau:
xS ix Binh chira dich, dung tich 600cc diing cho méy oz .
4 | Phing | Sun8TONE d’c}‘]‘;;‘“’“ hitt p Iy am. Sir dung cham soc vét thuomg. | Du9C 1t “h?; e | 8 60
uong bang phuong Dat tiéu chuin ISO 13485 hoic twong duong APU. G BISY- GG T
phap hit ap lyc 4m hanh ty do
Chét ligu thép khong ri bap img di’éu kién sau:
5 Phin 5 B ¢b dinh ngoai chir T -Khung +4 Qinh Buge it nhat 01 nudc tham Bo 5
+ dinh - Pat tiéu chudn chét lugng 1SO 13485 hojic chiéu cdp gidy chimg nhan luu
tuong duong. hanh ty do
. Chit ligu thép khong ri Pép img diéu kién sau:
6 Phin 6 Bo cd dinh ngoai gén - Khung + 6 dinh Duo‘c it nha! 01 nudc tham B 3
khop + dinh - Pat tiéu chudn chit lugng 1SO 13485 hodc chiéu cip gidy chimg nhan luu °
tuong duong. hanh tu do
B c dinh ngoai khung chiu + dinh Dip img diéu kién sau:
A A - Ny d P I3 .
7 Phén 7 ?}fﬁﬁoj{;{;ﬁﬁgoal khung | _ Dat tiéu chudn chét lugng 1SO 13485 hodc c%:‘iccla‘: nh?; Olhnﬁzqcn::?nmluu Bo 2
' Hrone AuonE, v el
5 o v B6 cé dinh ngoai lién mau chuyén Hoffman + Pip img diéu kién sau:
3 Bci co dml} . v dinh Puge it nhat 01 nudc tham 2
8 Phan 8 | mau chuyén Hoffman + 2 g £ 5 .k Bd 1
dinh - Bat tiéu chuan chat lugng 1SO 13485 hodic chieu cap gidy ching nhén luu
tuong duong. hanh ty do
Bé b dinh kho Bé cb dinh qua kho;p gbi + dinh %ép u-ntg gi‘c‘;uoliién sa";h
9 Phén 9 c:)?i 7 di]l::q guakaop - Pat tiéu chudn chat lugng 1SO 13485 hodc h}l"O'C 1.- n ?4 Chnﬁt;ccnh?mlu B§ 3
: g T at—
Khung + 6 dinh Pép img diéu kién sau:
10 | Phdn 10 | Cb dinh ngodi ba thanh | - Dat tiéu chudn chét lupng 1SO 13485 hogc c?}fé?:;;g?gfih“&?gc;ﬂgnmluu B3 2
tuong duong. Binkeindy x
" " Dap img diéu kién sau:
) . (Khung + 4 dinh Schanz 3.5 x 160mm)/ b§. B it ikt 01 nrse thim
11 | Phin 11 | C& dinhngoaiclngtay | - Bat tiéu chudn chit lugng 1SO 13485 hoic chiéi ok gy SHia R 1 Bj 3
twong duong. hanh ty do
Dap img diéu kign sau;
£ o4 2i A " Khung + 4 dinh. Soliar ;
12 | Phdn 12 gl‘:;‘“h et daududi | bt ieu chudn chit lugng 1SO 13485 hodc fﬁ:gl’fc’; “';?;)?ih“ﬁ‘;“::gg‘m Bo 3
B UG T, Kty g ¢
Piép img diéu kién sau:
o cips Bd, gbm ¢6 : 2 vong nhdm, 2 thanh c dinh, 3 T 5
13 | Phan 13 Co‘dl_nh Eaintan dinh ring, 8 Fixateur.- Dat tiéu chun chit Dl_.r‘qc I} n]".i} o 2 ‘h?m Bo 2
chay chicu cap giay chirng nhén luru

lugng SO 13485 hodc tuong duong.

hanh tr do
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S

Sb g . . Ngudn gbc, xudt xir(*); Gidy {:(o'n lrgm
STT ph?m Tén mit hang Pic tinh ky thujt co bin (hodc twong dwong) chiing nhn luw hanh tir do ﬁn;h dy kién
ciia cdc nudc tham chiéu (**)) 2023
B%, Khung + 4 dinh Pap ing dleu kién sau:
. s . Buge it nhat 01 nuéc tham "
14 | Phin 14 | C6dinh ngoai Muller - Dat tiéu chuén chét lugng 1SO 13485 hodc chiéu cip gify chimg nhén lwu Bo 3
twong duomg. hanh ty do
Chét liéu thép y té ,Duong kinh vit 3.5mm , dai | Dép img dif:u kién sau:
3 Vit xuong cirng dk tir 16 - 40mm. Buge it nha}? 01 nudc tham Cai 1200
15 | Phan 15 | 5o i chc o - Dat tiéu chuin chét lugng 1SO 13485 hodc chiéu cdp gidy chimg nhin lwru
tuong duong. hanh ty do
Pép img diéu kién sau:
’ . Chit ligu thép y té, Dudng kinh vit 4.5mm , dai 3= . .
16 | difiade | YHAUOnEEInEdk (98 - ¢0man. < Dot 6y chuka chlt lupig 150 | Puveitabatll ninctham Cii 500
4.5mm dai cac c& 13485 hod d chiéu cap giay ching nhén luu
3 odc tuong duong. hanh ty do
N Ly ta g ook Ty ik o Pap img didu kién sau:
Vit x6p dudng kinh Chat ligu thép y té, Duo‘n_g kinh vit 4.0mm, ren Dugc it hét 01 nude tham 5
17 | Phdn 17 | 4.0mm,ren ban phan, ban phan. - Dat tiéu chuin chit lugng ISO T : Cii 150
e 13485 h 4 chiéu cap giay chimg nhén luu
dai cac ¢ ofic tuong duong. i
Cha;!i.é;lhth?p y[t;: ,Du?g }l:;lnh 65tm1;‘3 dogi Pap img diéu kién sau:
18 | Phin 18 Vit xbp 6.5mm, ren 5%’:_’];1 pang Lomm, dal xhaang; e - Bugc it nhat 01 nudc tham Cai 60
16mm dai cdc c& - Dat tiéu chudn chét lugng 1O 13485 holc chiéu cdp gidy chimg nhin luu
hanh ty do
tuong duong.
Chit liéu thép y té, Pudmg kinh 6.5mm, doan . G .
< a ren dii khoang 32mm, dai khoang tir 30mm- g UhE dibw kign succ
19 | Phin 19 Vit xop 6,5mm, ren 32 90mm Buge it nha} 01 nudc tham Cai 90
frinF daicac cd - Pt tiéu chudn chit luong 1SO 13485 hoge | Shicu cap giay chimg nhdn huu
hanh tr do
tuong duong.
. Cht ligu thép v té, Puong kinh vit 4.5mm, dai Dép g diéu kién sau:
20 Phin 20 Vit x6p mét cd chan dk khoang tir 25mm-100mm. Bugc 1t nhat 01 nudc tham Cai 60
4.5mm dai cac c& - Dat tiéu chudn chét lugng 1SO 13485 hodc chiéu cép gidy chimg nhan luu
tuong duong. hanh ty do
Chit li¢u thép y té, 6 18, day <lmm, rong o oy e )
A : x | <9mm, dai 73mm, thin nep 2-12 16 khoang cach Pip ‘me dlfu kis S
3 Nep long méang, 2-12 1o, e R Buge it nhat 01 nude tham .
21 Phan 21 ding vit 3.5 gitra cac 10 12mm. eliiducknaite chitng ihin fo Cii 40
g Vit 2. - Dat tiéu chudn chit lugng 1SO 13485 hoje 1icu cap glay chung nia
hanh tyr do
tuong duong.
L ra . A Y < a
Chaf Higi }hep y e 0y = 3:‘nm, s S lf)mmz Pap ing diéu kién sau:
< 5 x khodng céch cac 16 bat vit 1 12mm, co tir 3 den
2 Nep ban nhé 3-8 10, S T p i 4 Buqc 1t nhat 01 nudc tham .
22 | Phan22 et 4 B 8 10 chieu dai ngp khoang tir 38 dén 98mm. Hikii e 4o it ihigi ) Cai 60
L - Pat tiéu chuan chét lugng SO 13485 hodc chicu cip gidy L rd
¢ hanh ty do
wong duong,
Chatlidu thépy te, ddy < dmm, igng < 12mm, | by i gidy kign sau:
: F khoang cach céc lo 16mm, s0 lo trén thin ngp: 6
23 | Phin23 Nep ban hep 6-10 10, 1013 Durgc it nhat 01 nudc tham Cii 10
dime vt - Dat tiéu chudn chit lrgng 1SO 13485 hoge chicu cép gidy chimg nhn lru
hanh tir do
twong duong..
Chit ligu thép y té, day <4.8mm, rjng < 16mm, | Dép img diu kién sau:
24 Phin 24 Nep bin rong 8-10 18, | khoang cach gjfra cdc 16 25mm. Bugc i; nhat 01 nudc tham Cii 10
dung vit 4.5mm - Dat tiéu chuan chét luong 1SO 13485 hojic chiéu cdp gidy chimg nhin lru
tuong duong. hanh tr do
Chat li¢u thép y té, 12 15, day < 3.5mm, rong < - G ]
. X M it ACHr AT, e 29, kliodng o gits | 208 SUB dicd kifa sas
3 ¢p ban rong 12 10, . Pugec it nhat 01 nudc tham 2
25 | Phan25 i caclo 16mm. hiéu cin gidy chime nhan | Cai 15
g Vit - Pat tiéu chuin chit lugng 15O 13485 hofic chicu cap gldy chimg nhan i
hanh ty do
tuong duong.
Nep chir T nhé 3 16 Chat liéu thép y t&, 3x3,4,5 18, day < 1.2mm, bap tng diéu kién sau:
26 | Phin26 dau/315 than; 410 than; | rong<1llmm. Buge it nhét 01 nuéc tham Céi 10
513 than, dung vit Pat tiéu chudn chit lugng 1SO 13485, CE hogc | chiéu cdp gidy chimg nhan lru
3.5mm twong duong. hanh ty do
.. ... .| Chitliguthépy té, day <2.5mm, rgng < 16mm, | Dapimg diu kién sau:
) . Nep chir L tréi, phai cdc | 0oonsi 4815 dai> 110mm. Dugc it nhit 01 nuéc tham B
7 | Phan27 | c&; (4 - 8 10), dung vit A . « Cai 10
chiéu cap giay chimg nhén luu

4.5 mm

- Pat tiéu chudn chét lurgng 1SO 13485 hodic
tuong duong..

hanh tu do




Tiéu chufin chét lrgng (

Sb

So G g - - u . - s Nguon géc, xudt xir(*); Gidy i:r(m Itrg'ng
STT phin Tén miit hang Pic tinh k¥ thuit co ban (hojic twong duong) chiing nhin luu hanh i do tinlh dy kién
ciia cde murde tham chiéu (**)) 2023
Chét liéu thép khong ri, 6 1 dau, tir 7->15 15 o ine dibu kién sau:
« . i .. .. | than, ding vit4.5mm, dai khoang 157/ 189/ Riiping dicw e o)
1 Nep op loi cau trai, phai Duge it nhat 01 nudc tham Céi 10
28 | Phan28 ic o (718; 9 13 11 13) 221/237/253/285mm. chiéu cp gidy chimg nhan lru i
el G Rl - Dat tiéu chuén chit lugng 1SO 13485 hodc himh e do
twong duong.
; o o day < - I "
Nep mit xich (nep tai Rong < 10mm, 49 diy =2.5mm, Piap tng diéu kién sau:
tao) cho cdr (615 8 18; | -4 1418, dingvit 3.5 Dugc it nhét 01 nuée tham i
29 | Phdn29 R0 x 3 ° 7% . | - chitligu thép khong ri, 6 van dai 46 -166mm A A i Cai 150
1016; 12 16; 14 16; 16 16 chicu cdp gidy chimg nhin luu
; i - Dat tiéu chuén chét lugng 1SO 13485 hodc .
), ding vit 3.5 mm hanh tr do
tuong duong..
. . x Chit lidu thép y té, dudng kinh Piap img diéu kién sau:
10 | Phin 30 | oo e g | 12/1-4/1.5/1.6/1.872.0722mm x 3 10mm. Buge it nhét 01 nude tham ewe | g
o L Sa0 5% CUOME | - Pt tiéu chudn cht lugng 1SO 13485 hodc chiéu cdp gidy chimg nhin Iru
o e tuong duong. hanh tu do
. . . Chit liu thép y 18, dutmg kinh tir 2.5 - 3.0mm, | Dap (mg diéu kién sau:
s | phin 3t | o e g | MOt ddu nhon dai 300 - 310mm. Puoc it nhét 01 nue tham i | 200
an k‘i‘“h”w“; ;a; gm’m“"“g - Dat tiéu chudn chét lugng 1SO 13485 hojic chiéu cip gidy chimg nhin luu
m = twrong duong. hanh ty do
Puong kinh dinh 1.6/2.5mm
- Dai cac c& 180, 230, 280, 300mm, mdt dau cé biép tng diéu kién sau:
N Dinh Kit-ne corencdc | ren Pugc it nhat 01 nudc tham ..
43 | Bl i g - Chit ligu thép khong ri chiibcdy pily chimg hindn | ©0 150
- Pat tiéu chuin chit lugng 1SO 13485 hodc hanh ty do
fuong duong.
Pudng kinh dinh cdc ¢5 4.0, 4.5, 5.0mm, dai didu kié
khoang tir 180->200mm Bap img h'e“m'c“ o~
33 | Phan33 | Dinhstéc-manciced | - chétliéu thép khong ri ooy ?; Ch"“‘:l"clfﬂanmm Cii 40
- Pat tidu chudn chét lugng 18O 13485 holic “p.lay Mg tug
hanh ty do
tuong duong.
Dai cic ¢ 215, 220, 230, 240, 255mm, bBdp img diﬁu kién sau:
A ; v - chat li¢u thép khong ri Pugc it nhat 01 nudc tham ..
% | Poimod | Binh Rushefeod - Pat tiéu chuin chét lugng 1SO 13485hoic | chidu clp gidy chimg nhanhru | ©%! 5
tirong duong. hanh tr do
. . 3 LA .
Chit liéu thép y té, dudng kinh cic c& @ %a]f L:ntg glftuollan ;alih
35 | Phdn35 | Miikhoan céc c 2.7/3.2/3.5/4.0/4.5/5.0mm. Dyt tiéu chuin cht | 1% clél:?g?éy ch’:,r“l’]g“nh;;“luu Cai 120
lugng [SO 13485, CE hodc trong duong. nank tit-do y
Chét ligu titanium Biipriing BB Kidmsau:
X% x ; X i C !
. Nep i tao xuong don - 80 lo 6/7/8/9/10/12 19, twong ing chicu dai tir Duoc i ahise0l nude than N
36 Phan 36 chit S cic ¢ 65 -125mm; day <2.5mm, réng < 10mm hidu cin eidy chime nhin 1 Cai 120
- Dat tiéu chudn chét lugng 1SO 13485 hojic g‘fﬁ‘l ﬂg £lay cHNE Dhan
twong duong. aniarco
Chat ligu titanium. .
- Pudmg kinh 4.0mm, chi€u dai khoang tir 25-
70mm Da didu ki
- Pudmg kinh 4.5mm, chidu dai khoang tir 20- BaP ““tg h“"”m“’" Sa“h
37 | Phan37 | Vit xbp réng cic c& 75mm huorc ATiia hmmrc 1ham] Cai 90
- Pudmg kinh 7.3mm, chidu dai khong tir 40- chiéu cip gidy ching nhn luu
120mm hanh ty do
- Pat tiéu chudn chét lugng 1SO 13485 hoac
turong duong.
Chat ligu thép y té, day < 6mm, rong < 19mm, Pip img diéu kién sau:
38 Nep DHS cac c& (215- cb nep dai khoang 38mm, géc nghiéng 135°. Pugc it nhit 01 nudc tham Cai 10
>1215) - Dat tiéu chuin chét lugng 1SO 13485 hoiic chiéu cdp gidy chimg nhén luu
p giay
tuong duong. hanh tr do
Phin 38 Chét ligu thép y t&, duong kinh vit 12.5mm doan | oo 0
ren dai khoang 22mm, duomg kinh doan ren le 3 itgnhét o1 ?m(s::lii-nam
39 Vit DHS cic c& 8mm, chidu dai vit khoang tir 60-90mm. - Dat WO L G oo 5 Cai 10
chieu cap giay chirng nhén luu

tiéu chuin chit lugng 1SO 13485 hodc tuong
duong.

hanh ty do

. .
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S6 . X G e g . T Ngudn gée, xudt xir(*); Gidy 11011 lwgn
LT phin Tén mit hang Pijc tinh k¥ thujt co bin (hoic twong dwong) c}umg nhin e hink tie do h'nlh dy kifn
ciia cdc nwde tham chiéu (**)) 2023
: ap 1 icu kién sau:
Chét ligu thép y &, chiéu dai vit khoéng 36mm, %’:q‘c’“fnflguo e )
40 Vit nén DHS - Dat tiéu chuén chat lugng 1SO 13485 hodc chiéu cép gidy chimg nhan lru Cai 10
twong dwong. hanh ty do
Chét ligu thép y té, day 6mm, rong 19mm, ¢b Pap ing di‘éu kién sau:
Nep DCS céc ¢ (6 - nep dai khoang 25mm, géc nghiéng 95°. Du‘grc if nha} 01 nude tham Céi 5
41 >1218) - Dat tiéu chuén chit lugng 1SO 13485 hoic chiéu cap giay chirng nhén Iuu
twong duong,. hanh ty do
Chét ligu thép y té, dudng kinh vit 12.5mm, Sk e ik e
doan ren dai khoang 22mm, dudmg kinh doan o q:r:tgnhét g o )
42 | Phdn39 | VitDCS cdc c& ren 8mm, chiéu dai vit khoang tir 60-90mm. - Y " Cai 5
- i : chiéu cap gidy chimg nhén luu
Pat tiéu chudn chat lugng 1SO 13485 hodic ;
hanh ty do
tuong duong.
Chat ligu thép y té, chidu dai vit 36mm. - Dat fg’lfq‘c”fnﬁz“o‘;‘i’;;z‘;ham
o i X £ -
43 Vit nén DCS geu chuin chat lugng 1SO 13485 hodc tuong chiéu cép gidy chimg nhan hry Cai 5
e hanh ty do
Nep vit khod cic loai
Str dung dbng b dinh va vit.
B¢ Dinh ndi tiy xuong dui ngan Titanium da
phuong dién, Chat liéu Titani!.lm Alloy gom:
1. Dinh ndi tiy xwong dui ngan Titanium da
phuong dién, chat li¢u Titanium, Bwong kinh
cdc ¢ 9.3/10/11/12mm, Chiéu dii khodng tir _
B& Dinh ndi tity xuon 170 - 240mm Pdp img dicu ki¢n sau:
i | vdoais | l.j’i g d: Y 28 | 2. Vit chét b xuong dis, Chét ligu Titanium, Puge it nhdt 01 nude tham 4 5
dién 8 p £ chiéu dai khoang tir 70 - 125mm chiéu cdp gidy chirmg nhin luru 9
¢ 3. Vit khéa dinh ndi tiy 4.5/5.0, chat lni{:u hanh ty do
Titanium, dudmg kinh 4.5/5.0mm, chicu dai
khoang tir 26 - 100mm
4, Vit n.’ip dlnh xuong dui ngén, Chét liéu
Titanium, Chiéu dai c4c ¢§ khoang 5;10;15mm,
- Pat tiéu chudn chét lugng 1SO 13485 hodc
tuong duong.
Chit li¢u Titanium. Puong kinh céc c& Biep ime. dibu kié )
B S 8.3/9/10/11.5mm. Chiéu dai céc c& khoang i gy = s 4
45 s e e 260/280/300/320/340/360/380/400/420mm e e o i [ 60
y - Pat tiéu chuin chit lugng 1SO 13485 hojc Ticu cap gidy chung N
hanh tr do
tuong duong.
gk | . Chtligu titanium . Puomg kinh 11.5 mm, chidu | D8P ng diéu kién sau:
46 Nép dinh xuong chdy | dai dinh ndp cic ¢ khoang 5,10,15mm hf’F“ SR h“.“"“ h‘."“] Cai 60
DPat tiéu chudn CE, ISO hoac twong durong chicu cap giay Chtmg mhan fud
hanh tr do
Chit ligu titanium. Pudng kinh céc ca Pap (mg diéu kién sau:
47 Vit khéa dinh ndi tiy 4.5/5.0mm. Chiéu dai tir 26 - 100mm. - Pat tiéu Duorc it nhat 01 nudc tham Cai 300
4.5/5.0 cac c& chuan chat lugng 1SO 13485 ho#c turong chiéu cdp gidy chimg nhén luu 8
duong. hanh ty do
Chit liéu titanium( trdi/phai)
- Puimg kinh ddu 13mm; dudng kinh thin cdc Pap tng diéu kién sau:
48 Dinh ndi tiy xwong dui | ¢&9.5/10/11/12mm; chiéu dai cdc c& khoang Pugec it nhat 01 nuéc tham Céi 120
dai cac c& 320/340/360/380/400/420/440mm chiéu cép gidy chimg nhan hru
- Pat tiéu chuén chat lugng 1SO 13485 hodc hanh ty do
tuong duong.
Chét ligu titanium P i i kg sai
§ . iX ey : f C &
Phin 42 Nip dinh xuong dui céc | ~ Du'o‘ng kirshi-A3 Strint, chicudai ichudy cic Bugec it nhit 01 nurée tham g
49 e cd khoing 5,10,15mm ohiber ol ok ahtise it Tt Cai 120
- Dat tigu chudn chit luong 1SO 13485 hoiic ! DEIRY B TR
hanh ty do
twong duong.
Chit lidu titanium ., e i
: ; L PO Dap mg diéu ki¢n sau:
s Vit khoa tii tao dinh néi 'lg‘;":‘ng kinh 6.3mm; chicu dai khodng t165 - | 5 /e it nhit 01 nude tham - _—
chiéu cép gidy chimg nhan luu

tiy 6.3 cac ¢

- Pat tiéu chudn chit lugng 1SO 13485 holic
tuong dong.

hanh tr do

]

e




Tiéu ch{uén chét lrgng (

sé

S6 2 : G g g . . a Ngudn gbc, xubt xir(*); Gidy [::m lugn,
STT phin Tén mit hang Dic tinh k¥ thujt co bin (hofc twong dwong) chimg nhin luu hanh tie do tinlh dy kién
ciia cdc nuwdc tham chiéu (**)) 2023
Chét ligu titanium o o )
E : : P Dap ttng diéu kién sau:
5 Vit khéa dinh ndi tiy ;(ﬁ)‘;‘:;gt;‘;g _"‘;Eggf:’ 5 Omen. Chiibu o Puge it nhét 01 nude tham sao | s
Aal3 s - Dat tiéu chun chét lugng 1SO 13485 hogc chicy o chimeg nhin e
twong duong.
Chét ligu titanium ‘
- Nep thing 4/6 18; chicu dai khoang 23/36mm;
day 1mm; rong khoang 4.3mm
- Nep chit T 3/ 4 18 diu; 8 15 than; day 1mm;
s ; . ; D
;%1%;(:3?11;%':.3mm, tuong (g voi chicu dai Pép img dikéu kién sau:
52 Hep khdabinngon - Nep 18i cu 2 18 dlu, 6 18 thn diy Imm; rgng | DUFe it nhat 01 nudc tham Cii 50
Titanium khoang 4.3mm; dai khodng 36mm chicu cap gidy chimg nhén luu
i 2 - Nep chit H diy Tmm; rong khodng 12mim; dai | e twdo
Phan 43 khoang 23mm
- Diing véi vit khéa 1.5mm ty taro
- Pat tiéu chudn chit lugng 1SO 13485 hodc
tuong duong.
Chét liéu Titanium ty taro, mii vit hinh sao. Biko G Wil g G
Vit khéa bin ngén - Dudmg kinh 1.5mm, chidu dai tir khoang tir 6 - Blf . itgnhét il f’m.m s
53 Titanium dudng kinh | 24mm e e nhan | CAE | 400
1.5mm ty taro - Dat tiéu chudn chit lugng 1SO 13485 hodc S cap gidy eiimg g
tuong duong. .
Chit liéu titanium Dép img didu kién sau:
o -3 13 ddu; 2/3/4/5/6/7 1§ thn (trai/phai); trong R ShaL
54 Nep khéa nén €pxwong | o cyidy dai khoang 44/54/64/74/84/94mm; Buge it nhat 01 nuée tham Chi 30
don c¢é méc day khodng 3.6mm; rong khodng 11mm chiéu cap gidy chirng nhén luu
R - Dat tiéu chudn CE, ISO hodc trong duong hénh t do
Phan 44 T
Chat liéu Titanium, ty taro mr e
B o % : L. bap tmg dicu kién sau:
- Vit khéa dutmg kinh kh?;:g“tgé"l;a_o; gg‘;"nﬁ kb e, 041 el &9 Buge it nhét 01 nudc tham o 120
AR SeY - Pat tiéu chufn chét lugng 1SO 13485 hogc fl!?“’]f e Sty
tuong duong. ateco
Chit li¢u titanium
e - 6/7/8 1 (trai/ phai); twong img chiéu dai cac c& | Dap img didu kién sau:
Nep kh * p ung ¢ =
i xjgng ggﬂ“f;;;’h‘;’i‘ zg Khoang 103.2/113/122.5mm; day khoang 3mm; | Buoc it nhét 01 nuéc tham - %
" rong khoang 10.5mm chiéu cip gidy chimg nhan lwu al
- Pat tidu chudn chét lwgng 1SO 13485 hodc hanh ty do
Phan 45 twong dwong.
Chat liéu Titanium, tyr taro . iy ea
_ i g i . ik Didp ing dieu kign sau:
5 Vit khéa dudmg kinh kh'i:;'g“f;'lga_"; Quong kinh 3. 3mm, da1 ¢4 9| “puge it nhdt 01 nude tham i i
STMITRERD - Dat tiéu chuin chét lugng 1SO 13485 hodc cliictr.cdp gidy-¢ himg oot
tuong duong. hinh ty do
Chit ligu titanium
) - 3/5/6/8/10/12 18; twong img chiéu dai cac c& Dip tme didu kis .
Nep khéa nén ép diu khoang 84/108/132/150/186/222/258mm; day B"’P umg h'P“m“’“ .Sa“i]
58 trén xuong canh tay cac | khoang 3.6mm; rgng khodng 12mm EI:UC 1} " a} n.mrct am Cai 50
cd - Sir dung vit khoa 3.5mm ty taro ;l.ue; cag gidy chimg nhén lwu
. - at tiéu chuin chét lugng 1SO 13485 hoc AP
Phan 46 twong duong.
Chég liéu Titanium, tw taro R W
59 Vit khoa duong kinh k-hzgﬁgntgi?ll [s)a-o; gg;nri kinh;3.3mm, dajeiccd Buge i} nhég 01 nudc tham Cai 300
3 Smmefead - Dat tiéu chudin chét lugng ISO 13485 hofic GliEn SaT iy Plip lign 1o
tuong duong. hanh ty do
Chit ligu titanium .
-2/4/6/8/10/ 1213, twong img chicu dai cic Ban tme didu kic .
‘ Nep khoa nén épmom | c& khoang 80/ 106/ 132/ 158/ 184/ 210mm. legc ifnhg“m'i’;;mam
60 | Phan47 | khuyu 3.5 trdi/phdi cc (trai/ phai); ddy khoang 3.2mm; rjng khoang chién chp gidy chimg nhan liru Cai 10

c&

10mm . .
- Pat tiéu chuan chat lugng 1SO 13485 hodc
tuong duong.

hanh ty do




Ti¢u chuin chit lugng (

sb

Sb . . Negudn gbc, xuit xie(*); Gidy B lwgm
STT phin Tén mit hang Djc tinh k§ thudt co bin (hodc twong duong) chitng nhin luu hanh tir do t'Vlh dyr kién
cita cdc nudc tham chiéu (*%)) "1 2023
Chit li¢u Titanium, ty taro i i i e i
e sro kinh 3. i cdc o ap img dieu ki¢n sau:
Vit khoa duomg kinh khB:?u ntg.mlaao; ggm]i Kinh:3 omm; di ede¢ Bu‘qc it nha: 01 nudc tham Cii 60
L 3.5mm céc cd DARE L, s chiéu cép gidy chimg nhén luu
’ - Dat tiéu chuan chat lugng [SO 13485 hodc ———
tuong duong. ’
Chit liéu titanium ) .
- 4/5/6/7/8/10/12 13; twong ung chiéu dai Piép ing di::u kién sau:
62 Nep khoa nén ép ban 60/73/86/99/112/138/164mm; day 1.8mm; ring Buge i} nhat 01 nude tham Cii 20
nho 3.5 cac cd 9.5mm ) chiéu cap giay chimg nhén lru
- Dat tiéu chuén chat lugng I1SO 13485 hodc hanh tu do
Phin 48 tuong duong.
Chét li¢u Titanium, ty taro - (Lt on .
3 . 4 8 - bdp img di€u kié¢n sau:
Vitkhoa duimg kinh | - Pau ne0i sao, dubn kinh 3.3mm, dAi¢ic % | puge it nhdt 01 nuic tham s | 3
63 3.5mm céc c& OUNE W0 I chiéu cip gidy ching nhin luu
- Pat tiéu chuan chat lugng 1SO 13485 hodc skt do
tuong duong.
Chit lidu titanium .
- 4/5/6/7/8/9/10/11/12 15; twrong {ng chiéu dai - i LA— i
. N Pip ung dieu kié¢n sau:
64 Nep khoéa nén ép ban ?gi(ﬁ:lhg:ngkgg;?g/géégn?gIférllzslj}llg:l{lgl *I° | Buge it nhit 01 nure tham Céi 30
hep 3.5 cac c& 9 Smm S ’ i chigu cap gidy ching nhén luu
. - Dat tiéu chudn chét lugng 1SO 13485 hoic itk
Phén 49 tuong duong.
Chit liéu Titanium, ty taro - Ly s
X ! % ; Vi Dap img dieu kién sau:
- Vitkhéa dudng kinh l;h%gl‘:g“[gtf‘l;af’; e daicde | pugo it nhdt 01 nuéc tham g |
R - & oA gidv chi :
3.5mm cdc ¢ - Dat tiéu chuin chit lugng 1SO 13485 hofie | oo €4 Bi&Y chifng nbanlen
tuong duong. ¥
Cht ligu titanium
- 4/5/6/7/8/9/10/11/12/13/14/16 1; twong {mg T L e —
o Vi g B chitu dai cic ¢ khoang 89/107/125/143/161/ E)L]rjgc itgnhz‘it b f]ud‘c -
66 5 ep en 179/197/215/233/251/269/28 7Tmm; day khodng A LNAALY, e LR Cai 20
¢p 4.5/5.0 cac c& o % chiéu cap giay chimg nhédn luu
4.8mm; rong khoing 13mm hinhstwdo
§ - Dat tiéu chuan chat lugng 1SO 13485 hojc
Phan 50 trong duong.
Chit liéu titanium, tir taro Gl A T
PO . : g g DPap img dicu ki¢n sau:
Vit khéa dudmg kinh = Drungoi sao, dutmg kinh 5.0mm, daicdced | 5o it ko1 nudc thiam ..
67 : khodng tir 14-90mm i e A 2 Cai 160
5,0mm céc ¢ = z i « chi€u cip giay chirng nhén luu
- Dat tiéu chuan chat lugng ISO 13485 hoiic hanh tr do
twong duong. :
Chat li¢u titanium
o e La - 5/6/7/8/9/10/11/12/13/14/15/16/17/18 16; Biép ing diéu kién sau:
- Nep khoa nén ép B | omg img chidu dai 87mm dén 23 lmm; day Pugc it nhét 01 nudc tham - 0
c?icgcﬁ BVILEAD: khoing Smm chiéu cdp gidy chimg nhan luu a
- Dat tiéu chuan chat lugng 1SO 13485 hoidc hanh ty do
Phén 51 tuong duong.
Chit liéu titanium, ty taro o o
3 Gl i 5 — Bap img dicu ki¢n sau:
Vit khéa duong kinh - Dau ngdi sao, dutmg kinh 5.0mm, ddicdccd | 5 o0 i'hndt 01 nuée tham .
69 5,0mm céc cif khoang i 14-3Gmun chiéu cép gidy chimg nhan lru cli i
’ - Dat tiéu chuan chat lugng 1SO 13485 hodc hanh tr do :
tuong duong. e
Chét lidu titanium
Nep khéa nén ép diu 'Ef.’ 2 3.’ AR S trdi/ phai); twomg g | by i didu kién sau:
70 | phan s | wenxuomgchaymat | Lo 0 0men: day khong 4 2mm; | Duoe it nhdt 01 nude tham Cai 30
Al mim; Gdy Khoang 4. 2 chiéu cdp gidy chimg nhan luu

ngoai 4.5/5.0 trai/phai
cac cd

rjng khoang 16mm
- Dat tiéu chudn chét lugng 1SO 13485 hoac
tuong duong.

hanh tir do

R



Tiéu chuin chit lwomg (-

86

Sb PO G g b e . - Ngudn gbc, xuit xir(*); Gidy {::m lugm
STT phin Tén mit hang Dic tinh ky thujt co ban (hodic twrong dwong) chimg nhin luu hanh tir do ﬁnlh dyr kién
cita cdc nuwdc tham chiéu (*%)) 2023
Chét liéu titanium, ty taro p 4 o ;
2 o 2 OAP— DPap ing dicu kién sau:
g Omm, o ; :
71 Vit khéa dudng kinh k}?c)a;n;gtgl]s:f’g’(f;;ng logh:..0pnm. 42 Gag.%: Dﬂo‘c 1} nhzfi} 01 nude tl};a:ml Céi 240
L - Dat tiéu chudn chat lugng 1SO 13485 holc ﬁg:ﬁ:‘ et o eliumg sido. hru
twong duong.
Chét liéu titanium .
- 315 ddu; 4/5/6/7/8/9/10/11/12/13 13 thén ( trdi/ i T — -
Nep khoa diu trén phai); twong img chiéu dai cac cd khoing %alfq‘c“‘ifng;"ol;‘ifr T _
72 xuong chay mit trong 84/100/116/132/148/164/180/196/212/228mm; chiéu cip gidy chimg nhan liru Cai 30
trai/phéi cac c& day khoang 3.8mm; rfng Khoang 14mm il 6 gog Y
. - Dat tiéu chudn chat lugng 18O 13485 hodc
Phan 53 tuong du'cmg
Chit liéu titanium Alloy, tir taro . e .
T . 2 v Pap img dicu kié¢n sau:
» Vit khéa dutmg kinh k]?;a‘; "31“’:_59‘2‘)‘:;11”""’3 kinh 5.0mm, daicde €T | “puge it nhit 01 nudc tham - i
5,0mm céc c& & P chiéu cdp gidy chimg nhan luu
- Dat tiéu chuan chat lugng [SO 13485 hodc -
tuong duong. anh t co
Chét liéu titanium
- 315 dau; 4/5/6/7/8/9/10 16 thén ( trdi/ phai); Y
Nep khéa diu trén twong tmg chiéu dai cac c& khoang DHP . itgnhét o1 fmdc tam
74 xuong chay trai/phai 83/99/115/131/147/163/179mm; day khoang h"q 51 oiky chi han | Cai 20
cac cd 3.8mm; rgng khodng 14mm ; |el:1 cap gldy chimg nian fud
¢ - Pat tiéu chudn chét lugng 1SO 13485 hoic AniEREdD
Phan 54 tuong duong.
Chét lidu titanium, ty taro . il )
o - Ot dois, Murdg Yooth 3Gt oo | BEPIIOE Oicn Kigt stz
75 Yitkhoa dwong kinh | 1 o4ng tir 14-90mm Buge-itauhet 1 s than cai | 160
b Rl - Blat tity shudn chilt ligiis 10 19485 hoge. | ooV eapgiay ehimgnban luu
tuong dwong. hanh tu do
Chit liéu titanium
N | " IVAIAS/ TG ey phal) s rong g Dap img didu kién sau:
dAndireisaisie chia chiéu dai cdc c& khoang I it bt 01 nude th
76 /I Xuong chay 117/149/181/213/245/277mm; day khoéng el TR L VAU OC A Cai 20
mit trude ngoai 3.5 e ; chi€u cap gidy chimg nhén luu
trai/nhai cdc o 4.2mm; rong khoang 14mm hnh ¢ 5}’" Y & nha
. E - Pat tiéu chuin chét lugng 1SO 13485 hofc AR L
Phan 55 twong duong.
Chit liéu Titanium, ti taro St o
T i % 5 o o DPap img dieu kién sau:
- Vit khéa dutmg kinh kh?)g;‘g“tg;‘lga"; i kinh 3. Smm, daieacs0 | 5 nndr 01 riude thdin - i
z - T ok 5 A
S.Jmum cdc 60 - Dat tiéu chuén CE, ISO 13485 hoic twong pluigu;cap gldy chimg shn.
duong hanh tyr do
Chit liéu titanium
- 8 15 dau; 4/6/8/10 13 than (trai/ phai) , twong Dép me ditu kie .
Nep khoa nén ép diu img chidu dai cdc c& khoang D"" ‘"‘,tg h'ﬁ“m'“ ?a‘:];
78 dudi xuong chay 3.5 116/142/168/194mm; day khoang 4.2mm; rjng FFC g n'uo‘c an Cii 30
trai/phai cic cd khoang 13.7mm chleu oap gilychime nignhm
s - Pat tiéu chuin chét lugng 1SO 13485 holc AR
Phan 3 tuong duong.
Chit li¢u Titanium, tir taro L A s
o - Dy fwgéi 540 udud:g el d i, ket | DOV UME QICG kicr sau;
79 Vit khéa dudng kinh khodng tir 10 ->’ 80mm E Bupc 1’5 nhﬁg 01 nudc tham Céi 240
3 5mm edccl - Dat tiéu chuln chit lugng 1O 1348Skoge | Shieu cap gidy chimg nhin hu
tuong duong hanh tr do
Chét li¢u titanium
- 513 ddu, 3/4/5/6/7/9/11/13/15 13 than (trai/ Hiorns dib i san:
Nep khoa diu dudi phai) , tuong tmg chiéu dai A Ll
80 | Phin57 | xuong mac2.7/3.5 86/99/112/125/138/164/190/216/242mm; day aciinhial i npbe than Cai 10
chicu cap giay chimg nhéin luu

trdi/phdi céc c&

2.5mm; rgng }D.Smm
- Pat tiéu chudn chét lugng 15O 13485 hodc
tuong duong.

hanh ty do




Tiéu chuan chat lwgng (

86

S6 T . ¥ thui bin (hod d Nguén goc, xudlt xie(*); Gidy {:‘o'n lun;m;
STT phin Tén mit hang Djc tinh k¥ thudt co bin (hofic twong dwong) chitng nhan liu hinh l!f A5 ﬁnlh dyr kién
ciia cde nudc tham chiéu (*%) 2023
Cht liéu Titanium, tw taro i i ;
s % ! N Dap (mg diéu kién sau:
il Vitkhoa dutmg kinh | D3 nebi sa0, duéng kinh 3.3mm, daici¢ ¥ | “puge if nht 01 nue tham sl @
3.5mm céc c& 7 chiéu cap gidy ching nhan luu
- Pat tiéu chudn chit lwgng 1SO 13485 hodc ha
anh tr do
tuong duong.
Chét ligu titanium, ty taro. g iy s s
i o Fa 5 op e 4 Dép (mg dicu kién sau:
o Vitkhoa dubmg kinh | 7 Puomg kinh 2.7mm (g V61 chicu dATKROANE | puyge it nhit 01 nuc tham o I 46
2.Tmm cdc cd - Dat tiéu chudn chét lugng 1SO 13485 hoie chiéu cap gidy chitng nhan luu
hanh ty do
tuong duong.
Chit liéu titanium
Sl S - 5/7/9/11/13 (tréi/ phai) 13, twong {mg chiéu dai | Dip img dleu kién sau:
83 I;fgi i}::;ne;ﬁ?ﬂ %}j,; 0 cic ct khodng 156/196/236/276/316mm; day Bu'orc n nhat 01 nude tham Cii 30
tréi/phai c.'égc . T khoang 6mm; réng khoang 16mm chiéu cdp glay chirng nhédn luu
Ll ¥ - Pat tiéu chudn chét lugng 1SO 13485 hodic hanh ty do
Phin 58 twong duong.
Chit ligu titanium, ty taro
A e 7 : s 5 Pip img diéu kién sau:
” Vitkha duomg kinh | 7100 "E01 S dutng kinh 5.0mm, daikhodng | e it nhét 01 nuce tham cai | 300
3,0mm cdc ¢ - Dat tiéu chudn chét lugng 1SO 13485 hogc chiéu cdp gidy chimg nhan hru
hanh tr do
tuong duong.
Chit ligu titanium
) - 3/5 18 dédu, 4/6/8/10/12 13 thin (trdi/ phai), T - —
Nep khéa nén ép ddu tuomg (g chiéu dai cac c& khoang Da;) g ‘tgnhg:tuﬂl iu;c -
85 trén xuong dui trai/phdi | 145/185/225/265/305mm; day khoang 5.2mm; I oy Céi 30
cdc ¢ rong khodng 18mm d‘“eu o3 ElaY CHIDE niid e
—_— - Dat tiéu chuin chit lrong 1SO 13485 holic Banh e
an twong duong,
Chét ligu titanium, ty taro - U
Bk ot 2 ; i bép ung dicu kién sau:
- Vitkhoa dwong kinh | 1.y 0801 520, duong kinh 5.0mm, daikhodng | g 1o it nhdt 01 mude tham e | wag
3.0mm céc c& - Dat tiéu chuin chét lugng 1SO 13485 hodc f]];fﬁ‘ AR elimgnhanuy
tuong duong. Ao,
Chét liéu titanium Dép ime didu kic )
Nep khéa nén ép ddu - 3/4/7 1; tuong tmg chidu dai cac co khoang D"p ““,tg 2 t“m‘i“ 'Saliim
87 dudi xwong quay 51/61/90mm ( tréi/phai); day khoang 2.5mm hf’f’" v oL Cii 50
tréi/phai céc c& - Pat tiéu chudn chét lugng 1SO 13485 holic ;afﬁ‘tfr gng‘ay chung niign fuu
Phin 60 tuong duong.
Chat liéu titanium, tir taro. o oy g
P ; p ot g e Ddp ang diéu kién sau:
8 Vitkhoa duomg kinh | ¢ D08 kinh 2.7mm g v6i chitu dai e 6- Buoe it nhit 01 nudc tham ci | aso
4 dmmclesh - Dat tiéu chudn chét lugng 1SO 13485 hofc ;}."e; R ER chimg nhn liru
twong duong. LEL LS
- Chit liéu Pure Titanium .
- 13/14/15/16 15 , twong tmg chiéu dai Dap img didu kién sau:
89 Nep khoa da hudng 60/64/70/78mm . Buge 1t nhat 01 nudc tham Cii 12
xuong got 3.5 cac ¢ - B§ day 1.5mm, chiéu rgng 36mm chiéu cdp gidy chimg nhin lwu L
- Dung vit kh(’ga 3.5mm danh cho n¢p da huéng hanh tu do
Phan 61 - Dat‘neu chuan CE, ISO hodc tuong duong
- Chat liéu Titanium Alloy
s s - Pudmg kinh ren 3.5mm Pap img didu kién sau:
Vitkhoa 3.5mm, tw a0 | _ 5 yn0 o than vit 2 7mm Dugc it nhit 01 nuée tham -
90 céc cd, dung cho nep da 5 2 g x . A Cai 96
huéng - Du_r}g mii khoan 2.7mm chi€u cap giay ching nhén luu
- chiéu dai vit tir 10-80mm hanh tr do
- Pat tiéu chuin CE, ISO hoic twong duong
- Chit ligu hop kim titanium Pép img diéu kién sau:
| o 3 Iy Y ., A x 3 . A .
01 Phin 62 | Long dén céc co -Dung vdi vit xop 4.0/6.5 va vit xop rong nong Dllx‘c;:c 1§ nh:_aE 01 nude [hi}m Cii 90
chiéu cap gidy chirng nhén hru

4.5/7.3 )
- Pat tiéu chuan CE, ISO ho#c tuong duong

hanh ty do

-
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Phén 63

Vit xwong thuyén

- Chit ligu titanium

- Dudmg kinh 2.4mm tng véi chiéu dai khoang
tir 18 -40mm, dudng kinh K-wire 1.2mm

- Puémg kinh 3.0mm tmg véi chiéu dai khoang
tir 16 -40mm, duémg kinh K-wire 1.2mm

- Pat tiéu chudn chat lugng 1SO 13485 hodc
tuong duong.

Dap img diéu kién sau:

Puoge it nhat 01 nudc tham
chiéu cép gidy chimg nhan lru
hanh ty do

30

Vit tir s¢ nio

93

Phén 64

Ludi va so Titan, kich
thude 50x56mm, day
0.6mm phit hop vai vit
1.6mm

Vit liéu Titanium .

- Chu trac 3D, kich thwéc khoang: Dai 56mm,
Réng 50mm, Putmg kinh 15 lu¢i phi hop vai
vit 1.6mm. B§ day ludi cd 0.6 mm.

- Dat tiéu chudn ISO 13485 hoic twong duong.

Dap img di cée diéu kién sau:
- Puge it nhat 02 nudc trong sb
céc nude tham chiéu cap gidy
chimg nhin Iwu hanh tr do;

- San xudt tai nudc tham chiéu
hodc san xudt tai Viét Nam.

Miéng

94

Phén 65

Lurdi va so Titan, kich

thudc 77x113mm, day
0.6mm phu hgp voi vit
1.6mm

- Vit liéu Titanium.

- Cau triic 3D, kich thuéc: Dai 113mm, Rong
77mm, Puong kinh 18 luéi phi hgp vdi vit
1.6mm. D3 day luéi 0.6 mm.

- Dat tiéu chudn ISO 13485 hodc twong duong.

Dap img du cac diéu kign sau:
- Puge it nhit 02 nudc trong sb
céc nurde tham chiéu cdp giay
chirng nhén lwu hanh ty do;

- San xudt tai nurdc tham chiéu
ho#ic san xudt tai Viét Nam.

Miéng

95

Phén 66

Ludi vé so Titan, kich
thudc 148x148mm, day
0.6mm phu hgp vai vit
1.6mm

- Vit liéu Titanium .

- Cdu tric 3D, kich thude khoang: Dai 148mm,
Rong 148mm, Dudng kinh 16 ludi phi hop véi
vit 1.6mm. DJ day ludi 0.6 mm.

- Dat tiéu chudn ISO 13485 hodic tuong duong.

Dap tmg du céc diéu kién sau:
- Bugc it nhit 02 nudc trong sb
céc nurde tham chiéu cdp gidy
chirng nhén luu hanh ty do;

- San xudt tai nudc tham chiéu
hodc san xuit tai Viét Nam.

Miéng

96

Phin 67

Nep s¢ ndo Titanium
hinh quat tron, co tay
cam dai 14mm/ 18mm,
6 15 bt vit

Vit liéu: Titanium

- Pudmg kinh 13 nep phit hgp véi vit 1.6mm.

- Nep hinh quat tron dudmg kinh ¢& 14 hodc
18mm, gdm 6 18 bt vit dbi lap.

- Pat tiéu chudn 1SO 13485 hodc tuong duong.

Piép img di cac diéu kién sau:
- Duge it nhdt 02 nudc trong sb
céc nuirde tham chiéu cip gidy
chirng nhan lru hanh ty do;

- San xudt tai nirde tham chiéu
hodc san xudt tai Viét Nam.

Cai

100

97

Phin 68

Nep so ndo Titanium
thiing gém 4 18, 20 13
bat vit

Vit liéu: Titanium

- Pudmg kinh 13 nep phi hop vai vit 1.6mm t
khoan

- Nep thing gém 4 13, 20 13 bét vit, khoang cich
gitra 2 18 bét vit ¢ Smm.

- Pat tiéu chun ISO 13485 hoic twong duong.

Pép img di céc diéu kién sau:
- Dugec it nhit 02 nudce trong s6
cac nude tham chiéu cdp gidy
chirng nhén luu hanh tir do;

- San xuét tai nrde tham chiéu
ho#c san xudt tai Viét Nam.

60

98

Phén 69

Vit s¢ ndo Titanium tyr
khoan (ty Taro) dudmg
kinh 1.6 mm, dai 4mm.

Vit liéu Titanium

- Pudmg kinh: 1.6mm, chiéu dai vit: & 4mm

- Vit ty khoan

- Dédu vit hinh chir thap, tuong thich vdi nep va
lwdi c6 duomg kinh 18 vit 1.5mm

- Dat tiéu chudn ISO 13485 hoic tuong duong.

Pép (mg dii cac diéu kién sau:
- Puge it nhét 02 nudc trong sé
cdc nurde tham chiéu cdp gidy
chimg nhédn hru hanh tu do;

- San xudt tai nwde tham chiéu
hoic san xudt tai Viét Nam,

Cai

400

Nep vit ¢t sbng ngwe
— that lrng, sir dyng
dbog b
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Vit ligu: Hop kim Titanium
- Cong nghé cdnh ren ngugc
- Vit duwimg kinh 5.0: chiéu dai tir 20 - 50mm
- Vit dudmg kinh 5.5: chiéu dai tir 25 - 45mm
- Vit dwimg kinh 6.0: chiéu dai tir 25 - 45mm
- Vit duémg kinh 6.5: chiéu dai tir 30 - 50mm
- Vit duémg kinh 7.5: chidu dai tir 30 - 50mm
- Khodng cach giita 2 budc ren khoang 2.8mm
- Chidu cao mil vit khoing 16mm Dép tmg du céc diéu kién sau:
- Chidu réng phin mil vit trugt trén thanh doc - Puge it nhét 02 nudc trong s6
99 Vitda tryc dk 5.0mm - | khoang 9mm céc nudc tham chiéu cip giay Cai 500
7.5mm dai cic c@ - Chiéu rong phan mii vit phdn song song véi chimg nhin lru hanh ty do;
thanh doc khoang 10.6mm - San xuit tai nudce tham chiéu
- Chigu rong phin mii vit phin vudng géc vai ho#c san xudt tai Viét Nam.
thanh dgc khoang 11.4mm
- Géc nghiéng t6i da gilra mi vit va than vit 12
28 do.
" Bdng b véi nep doc dudng kinh ¢& 5.5mm va
vit khéa trong tir gdy c6 chidu dai ban diu
khoang 13mm.
- Dat tiéu chuéin chét lugng 1SO 13485 hodc
tuong duong.
Vit liéu: hgp kim Titanium
- Ty gay khi viin di lyc.
- Buge lhie‘it ké cénh ren ngugc
b—gi;%é?éelu:;d;;:ua vit khoa trong trudc khi B g i féc didu kién sau:.
Phén 70 _ }.Du'ﬁmg kinh: khodng 8.8mm - Pugec it nhat 02 n‘uc’!c'trong s0
100 Vit khod trong - Khoang cach giira 2 bude ren 1.0 mm Sho “““‘Lfl‘alm chisy sl Cai 500
- Chiéu dai cia phan vit khéa trong sau khi bé: CAUTS Al Ul h?nh tw do; s
Khiodsiz4 Smii - San {cuat [«;_J.I m_wc_ Eham chieu
- Pbng b vdi vit da truc/don truc va nep doc hofic san xuat tai Viét Nam.
duong kinh c¢& 5.5mm.
- Pat tiéu chudn chit lrgng 1SO 13485 hodic
tuong duong.
Nep doc mém dudng kinh c& 5,5mm;
- Chét liéu hop kim Titanium e GG SN R )
- Dai khoing 500mm, trong dé khoang 494mm Dgp i d':] f"“;“’“.“"*“ "
N 5 hinh try tron va dau khoang 6mm hinh lyc ling i LI‘Q‘C.,lt HAGED guacktron.% 50
101 ¢p doc tron dk 5.5mm cFiiia A oy HEp. cdc nudc lham chieu cdp giay Céi 100
X 50 cm - Nep doc ddng bd véi vit da truc/ dom truc va chu'.ng nh‘an Ip’u h?nh fw do; -1
vit khéa trong tr gay. - S-an )fuat 1?1 nude Eham chicu
- Dyt tiéu chuin chat lugng 150 13485 hotic hojic san xuat tgi Viét Nam.
tuong duong.
Vit ligu: hgp kim Titanium
- C6 thé diéu chinh dugc goc quay va thay ddi
dugc chiéu dai. Pap img da cic diéu kién sau:
. . - Nep kém theo 2 vit khoa tr gay dé ¢é dinh - Purge it nhdt 02 nude trong sé
102 Nep ndi ngang da chidu | vao nep doc dudmg kinh c& 5.5mm céc nuoce tham chidu cép gidy Céi 10

cdc ¢

- Chiéu dai tir 28 dén 80mm.

- Tuong thich véi hé théng nep vit bc duomg
kinh ¢& 5.5m-

- Pat tiéu chudn chat lugng ISO 13485 hoac
tuong duong.

chirng nhdn luu hanh tyr do;
- San xudt tai nudc tham chiéu
hodc sin xudt tai Viét Nam.
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Vit liéu: PEEK
- Dé‘.u hinh vién dan, cé ring. )
- 86 diém danh dAu can quang: 4 diém
- Chleu dai: cdc ¢ 25, 30 va 36mm
- Chiéu cao: cicc& 7, 8,9,10,11,12,13, 14 va Dép img mot trong cic didu
lSmrtr} . , . kién sau:
- Chiéu rong trudc /sau : khoang 10mm 1. Puoe it nhét 02 nudc tham
= B0 ubn: & 60 chiéu cap gidy chimg nhan luu
Dia dém trong phéu - Dién tich bé mit khoing 130mm2 v&i chidu hanh ty do )
103 thudt ¢ft séng lung dai 25mm, 155mm2 véi chiéu dai 30mm, Cai 100
B 2. Dquc 1tnhat01 nudc tham
dang cong 180mm2 véi cfhleu dai 36m-m N chiu cap glay chl.mg nhan luu
- Khoang gl}cp xuong khoang tir: 0.3 - 1.62 cc hanh ti do: San xuét hodc tai
tiy kich thude. nudc tham “ohitu hoic sin xudt
- Déng g,m trong hop da dLl'O’C tigt tring. tai Viét Nam
- C6 2 dau gén dung cu dé d4t gin thing 0 do
hoic gin nghiéng 15 d
- Cé cach nhan biét khi diit dfa dém hodn chinh
- Pat tiéu chudn chét lrgng 1SO 13485 hoic
tuong duong.
Vit liéu: hgp kim Titanium
- Co ché ty gay khi vin du lyc
- Puge thiét ké canh ren ngugc
- Budng kinh: khoang 8.8mm
- Hai ting, chiéu cao ban dau trudc khi bé: Pap img cac diéu kién sau:
104 Vit khéa trong tyr ngit Khoé.rgg 13 mm - Dtrqc ‘it nhe:n 02 nude tham Céi 12
cho vit trugt - Chiéu cao sau khi bé mi vit: khoang 4.65mm | chicu cap gidy chirng nhin luu
(khong tinh diém khuyét cua vit khéa trong) hanh tir do;
- Khoang cach giira hai budc ren: 1.0mm
- Ddng bd voi vit cit sdng nguc/thit lung trugt
da truc.
-Dat tiéu chuin CE, ISO hoic twong duong
Vit liéu Hop kim Titanium;
- Cong nghé canh ren ngugc.
- Vit ¢ dudng kinh cdc ¢d: 4.5mm, 5.5mm,
6.5mm,7.5mm Pap ime dii cic didu kié .
- Chiéu dai tir 25mm - 55mm SPAMIE il S SISEUVLARIL,
. - Cé ma vit dai dé ndn chinh trurgt. ¥ o 0 s
105 Vi Gtk 6o - Chiéu cao ciia mil vit trudc khi bé: khoan cdc nuge tham chicu cap gidy Cii 12
: g : 5 . . ai
x 40mm -50mm - chimg nhén luru hanh ty do;
Chid R Sl . - San xuat tai nudge tham chicu
- Chieu cao cua mii sau khi bé: khoang 16 mm fofcesim;xuat toi Vist Nam
- Pong bd vai nep doc dudng kinh ¢& 5.5mm T ’
va vit khoa trong 2 ting.
- Dat tiéu chudn chat lugng ISO 13485 hodc
tuong duong.
Nep vit cjt séng ngue
- thit lrng 2 birée ren,
sir dung dong bj
Vit liéu: Hep kim Titanium v&i mi vit bing
Cobalt Chrome, diu virong mién bing Titanium
- C6 09 dudmg kinh vit tir: 4.0 dén 6.0mm v6i
bude tang 0.5mm va tir 6.5 dén 9.5mm véi bude
tang 1 mm, dugc phan biét bing mau sic.
- Chiéu dai vit tir 20mm dén 100mm tiy dudng
kinh v‘it,buc'rc ting 5 -10mm Diép tme dii cic didu kis .
- Chiéu cao mii vit 14.8mm DR R R L,
g R - Pugc it nhat 02 nudc trong so
Vit da truc 2 budc ren o . sl Wt céc nurdc tham chiéu cdp gid ;
A u s P : . nhi 4 : p giay ;
106 | Phan 71 - Vit c6 2 budc ren: phan ren xuong xop phia ; < ; R Cai 80
chirng nhéin lwu hanh ti do;

cac cd

déu vit véi khoang cach giita 2 burde ren 13 4mm
va phin ren xuong cimg phia mil vit véi khoang
cich giira hai budc ren 12 2mm.

- Ren mg rong dén dau thon dé d& dang bit vit
- Vit di v6i hé théng rod 4.75mm, dong bé vai
vit khéa trong tu gy ¢6 chiéu cao ban dau la
12.96mm va nep doc dwomg kinh 4.75mm.

- Pat tiu chuén chat lugng 1SO 13485 hodc
teong duong.

- San xuét tai nude tham chiéu
hodc san xudt tai Vit Nam.
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108

Vit khoéa trong

Vit ligu titanium, dau tu, céng nghé cénh ren
ngugc, tr ngat khi vin du lyc, duimg kinh
7.863mm, chidu cao ban diu 12.96mm, chiéu
cao sau khi bé vit 4.85mm, khodng cach 2 budc
ren 0.9mm, déng bd voi hé théng vit da truc/
don truc 2 budc ren va nep doc dudng kinh
4.75mm.

Dat tiéu chudn chét lugng 1SO 13485 hodc
tuong duong.

Dép ung di cic diéu kién sau:

- Duge it nhit 02 nudc tmng sb
cdc nudc tham chiéu cap gidy
chimg nhan Iuwu hanh tr do;

- San xuét tai nwéc tham chiéu
hodc san xudt tai Viét Nam.

80

Nep doc cit sdng lung
Cobalt Chrome dk
4.75x500mm

Vit liéu: Hop kim Titan

- Dudmg kinh 4.75mm, chiéu dai 500mm, loai
thing

- C6 dudmg ké doc trén thin dé danh diu

- Dbng bé vai vit don truc/ da truc 2 budc ren
va 6c khoa trong tyr gay c6 dudmg kinh 7.863
mm, chiéu cao ban déu 12.96 mm, chiéu cao con
lai sau khi van da lyc 14 4.85 mm (khong tinh
phan khuyét cuia vit khéa trong). Dat tiéu chudn
chét lugng ISO 13485 hojc twong duong.

Pap ung du céc diéu kién sau:

- Puge it nhdt 02 nucrc imng sb
cac nude tham chiéu cdp gidy
chimng nhan liru hanh ty do;

- San xudt tai nwoe tham chiéu
hodc san xudt tai Viét Nam.

Cai

20

Vit tir tiéu hao c{t
sﬁng ¢b sau, sir dung
ddng b

109

110

111

Phén 72

Nep doc ct séng cb sau

Vit ligu: hgp kim Titanium

- Dai 240mm,

- Pudmg kinh: 3.2mm.

- Déng bé véi vit xdp cot song cd 16i sau da
truc ¢d sau va vit khoa trong c6 1dng phia trong
luc gidc 2.5mm.

- Dat tiéu chuén chit lugng ISO 13485 hodc
twong dwong.

Diép img i cde diéu kién sau:

- Pugc it nhét 02 nude trong s0
céc nude tham chiéu cdp gidy
chirng nhén luu héanh ty do;

- Sin xuit tai nudc tham el
hodic san xudt tai Viét Nam.

Vit x6p da truc dk
3.5mm - 4.5mm

Vit liéu: Titanium, Vit ty tard, Chiéu cao mii
vit: 10.8mm, Chiéu rong mii vit phin vuéng géc
thanh doc: 8.5mm, Khodng cich giira 2 budc
ren: 1.48mm, Puong kinh vit 3.5, 4.0, 4.5 mm,
Chiéu dai vit 10-52 mm (buéc ting 2mm), Géc
nghiéng t6i da 45 d§, C6 03 ranh bu géc, ma héa
mau kfch thude va chiéu dai vit, Dong bj vai vit
khoéa trong ¢b sau va nep doc dudmg kinh
3.2mm. Pat tiéu chudn CE, ISO hodc tuong
duong

Dap itng du cac diéu kién sau;
- Pugc it nhit 02 nude trong s6
c4c nude tham chiéu cap gidy
chimg nhén hru hanh ty do;

- San xuét ta1 nudc tham chiéu
hodc san xudt tai Viét Nam.

Cai

Vit éc khéa trong cho
vit xbp ot sbéng cb sau

Vit ligu: hop kim Titanium

- Thiét ké ren chiu luc, giip cai thién d¢ siét éc
- Pudng kinh; 5.92mm

- Chiéu cao 3.63mm

- Khoang cach giira 2 budc ren: 0.8mm

- T6i uu héa vi tri va quan st ciia phiu thujt
vién

- Long phia trong hinh lye gide 2.5mm

Dbng b vai vit xbp da truc ¢b sau va nep doc
dudng kinh 3.2mm.

- Pat tiéu chuan chit lugng ISO 13485 hoic
tuong duong.

Dap img du cic diéu kién sau:
- Puge it nhét 02 nudc trong sb
cac mrdc tham chiéu cdp gidy
chirng nhin hru hanh ty do;

- San xudt tai nrdc tham chidu
hodc san xudt tai Viét Nam.

Cai

Nep b truée lién dia
dém cd, sir dung ddng
by
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Phin 73

Nep ¢é tn:crc llen dia
dém cit séng cd, cac cd.

1.Dia dém cdt séng ¢6 kém 2 vit tr khoan/ty
taro ¢6 vong khoa vit, cac ¢d.

- Hinh dang Hinh thang, c6 rang 1 chiéu chéng
tudt, 2 16 danh cho bét vit tyr khoan. tu taro véi
vong xoay khoa vit 90 d6.

- V4t liéu: PEEK, khong cén quang.

- Kich thudc: Cao 5-10mm x rong 15mm x sdu
12mm/Cao 5-10mm x rong 17mm x sdu 14mm.
Do day: canh sau 2.5mm, canh bén 2.25mm,
canh trrdc 3.8mm

- Do nghleng Lordosis: 0 do, 6 do

- $6 diém ddnh ddu : 2. Chit liéu hgp kim Titan
- Khoang ghép xuong: 0.35¢c-1 Odcc déi vm
miéng ghép thing. 0.31cc-0.97cc dbi v&i miéng
ghép nghiéng 6 d{.

2. Vit ty khoan/ Ty taro: 02 con

Vit liéu: Titanium,

Dudmg kinh 3.5 va 4.0mm

Chidu dai: 11, 13, 15mm.

-Dat tiéu chuin chét lvgng I1SO 13485 hojc
tuong dwong.

bap ung du cic diéu kién sau:

- Pugc it nhdt 02 nuéc trong sb
cc nudc tham chiéu cap gidy
chimg nhén lwu hanh ty do;

- San xuat tai nwoc tham chiéu
hoic sin xuét tai Viét Nam.

Cai

113

Pét séng nhan tao
13mm x 70mm

Vit liéu: Titanium

- Puong kinh: 13mm

- Dai 70mm

- Dang hinh try tron ¢é mat lucri hinh tam giic.
- Dung dé dat va thay than song.

- Pat tiéu chuin chét lugng ISO 13485 hoiic
tuong duong.

Pap (mg di cac diéu kién sau:

- Puge it nhdt 02 nucc trong sb
cdc nudc tham chiéu cdp gidy
ching nhan Tuu hanh ty do;

- San xuét ta| nude tham chiéu
hodc san xuét tai Viét Nam.

Cii

Nep vit, dia dé¢m c{t
song cb trwéc, sir dung
ddng b

114

115

116

Phén 74

Nep dbt sbng ¢b 16i
trude 1 tang

Chét ligu: Hop kim Titanium - Dai tir 19 dén
30mm (budc nhay cia chiéu dai ngp 1 2mm
hodc 2,5mm). - Trén nep cé khda vit. Xoay 90
do dé khoa vit. - Co diém khuyet dé xac dinh
diém giira cua nep. - Chiéu day nep (A-P):
2.5mm - Chiéu rong: chd réng nhit 17.8mm
Pat tiéu chudn chit lugng 1SO 13485 hodc
tuong duong.

Dip img du cac diéu kién sau:

- Puge it nhdt 02 nude trong 56
céc nude tham chiéu cap gidy
chimg nhén luu hanh ty do;

- San xudt ta1 nuée tham chiéu
hoic san xudt tai Viét Nam.

Cai

Nep cot sbng ¢b 16i
trudc, khoa tu dong, dai
32.5-> 50mm

Nep ¢t song ¢ 16i lru'ofc, khoa tw dfng dung
trong phau thuat cjt sbng cb 16i trude - Chit ligu
Hop kim Titanium - Dai 32.5-> 50mm (budc
nhay cia chiéu dai nep 1a 2mm hodc 2,5mm),
day 2.5mm, rong 17.8mm - Tren nep c6 khda
vit, Xoay 90 d¢ dé khéa vit. thlet ké 615, 2 ting
- Tuong thich véi vit cft séng cd 18 trwoe cling
hing

- Dat tiéu chudnPat tiéu chuin 1SO 13485 hoic
twong duong

bap ung du cic diéu kién sau:

- Puge it nhét 02 nudc tron, s0
cac nude tham chiéu cp gidy
ching nhén lwu hanh ty do;

- San xuit tai nurée tham chleu
hojc san xudt tai Viét Nam.

Cai

Vit et sdng cb 16i trudce

Vit cét séng cb, don/ da hudng dung trong phiu
thuat cot séng cd 16i trude - Chat liéu Titanium
Alloy - Pudng kinh 4.0/ 4.5mm, dai 11->
17mm - Géc nghiéng cua vit don hudng: 12 d§
1én trén/xudng dudi, 6 do tir trong ra ngoai. -
Goc nghiéng cua vit da huong: 22 d6/-2 d0 Ién
trén/xubng dudi; 17 do/4 do tir trong ra ngoai. -
Tuong thich nep cdt séng cd cing hang - Pat
tiéu chudn 1SO 13485 hojc twong duong

Pap img du cac diéu kién sau:

- Puoc it nhat 02 nuéc trong )
céc nude tham chiéu cip gidy
ching nhan Iru hanh ty do;

- San xuat tz;u nude tham chiéu
hodc san xudt tai Viét Nam.

Céi

20
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Vit llq:u PEEK OPTIMA
- Thiét ké phit hgp véi chu trirc giai phiu cua co
thé Pap img mdt trong céc diéu
- Hai bc miit cd rang kién sau:
- 4 diém dénh ddu cin quang: 3 diém bing vit | 1. Dugc it nhat 02 nudc tham
ligu Titanium chidu ¢Ap gidy chimg nhin luu
17 Pia dém trong phau - Chif::u rong: 11mm, 14mm, 16mm va 18mm hanh trdo Cii 6
thudt ¢t song co - Chiéu cao: 4,5,6,7, 8 va 9mm 2, Ducrc it nhat 01 nudc tham
- Chiéu sdu: 11, 14mm va 16mm chiéu cdp gidy chng nhdn luu
-Po udn: 4 46 hanh tr do; San xudt ho#c tai
- Dung tich khoang ghép xwong: 0.12-0.26cc nude tham chiéu hogc san xuat
- Dong goi trong hop dd dugc tiét trung. tai Viét Nam
- Pat tiéu chudn chét lugng 1SO 13485 hojc
tuong duong.
Xuong ghép nhin tao khir khodng, céu tric dang | Dép img mdt trong cdc diéu
ma trin kich thich moc xuong kién sau:
- C6 chiit mang |2 Glycerol 1. Pugec it nhdt 02 nude tham
- C6 thé tao hinh sir dung trong nhiéu trudmg chiéu cdp gidy chimg nhén luu
18 San pham sinh hoc thay | hop phdu thuit hanhtydo Chi 0
thé xuong dang gel - Dung tich lcc, dang gel 2. Duqc it nhﬁt 01 nude tham
-Cé the tiém dugc qua da va trdn véi cdc minh chiéu cdp gidy chu-ng nhén luu
xwong x6p nhd hanh ty do; San xuét hofic tai
- Dat tiéu chuin chit lrgng 1SO 13485 hodc nuée tham chiéu hodc san xudt
turong duong. tai Viét Nam
ng vit can thi¢p tdi
thiéu c9t song ]Lrng
ngue, sir dung ddng by
- Vitli¢u: Thép khong giva polymer (nhya y té)
- Kim duoc thiét ké véi 2 dudmg kinh: phia mili
dudmg kinh nho va phia sau ducmg kmh 16m hon,
gmkp dé Pang dua kim vao than dot sdng qua
cudng song.
- Taygcam ¢6 khéa c6 thé théo roi, c6 vach chia Dip img dd £ac diéu ki¢n sau:
- Puge it nhat 02 nudc trong s0
Pinh (Kim) dong xuyén iy tl:an dung oy céc nurdc tham chiéu cap gidy .
119 £ - Chiéu dai 150mm Cii 12
cuon cung 2 N T I T T PPN chimng nhan lru hénh ty do;
- Gém hai phén; phan kim bén ngodi véi dudng _ San xudt tai nuréc thiii chity
kinh 4.191mm va néng bén trong voi dudng h
kinh 3.175mm odc san xudt tai Viét Nam.
- Déng goi 02 cdi/gdi. Bao gbm 01 kim mili vat,
01 kim mili trocar
- Hang dong gdi da tiét trung.
- Dat tiéu chudn ISO 13485 hojc twong dwong
Vit lidu: hgp kim Titanium
- Géc nghiéng 16 da gitra mil vit va than vit
28 dé.
Phin 75 - Vit thiét ké rdng nong.
- Puong kinh: 5.5, 6.5 va 7.5mm.
- Dii tir 30mm dén 50mm
- Khoang céch giira 2 budc ren 2.75mm
- Clueu cao mii vit 16.1mm
tifr?}:ec;lq?;lg g?;r:nmu vit phan song song vdi Dap g du cac diéu kién sau:
Vit dt séng rdng nong - Chiéu rong phdn i vit phin vudng géc Vi ::aDcu:;c:: ?l:laar:lti:zh:zuga;ognlijn
120 thanh doc 11.4mm chime nhan s Bl brde: Cai 24

da truc, céc c&

- Dung trong k¥ thudt md MAST (Minimal
Access Spinal Technologles)

- Tuong thich v&i hé thong dinh vj phau thudt
NAVIGATION va hé théng theo doi than kinh
trong mé

- Béng bo v6i nep doc qua da duong kinh
5. Smm va bc khoa trong ty gdy c6 chiéu dai ban
diu1a 10.38mm, chiéu dai sau khi van du luc la
4.65mm.

- Dat tiéu chudn chét lugng SO 13485 hodc
tuong duong.

- San xudt tal nude tham chiéu
hodc san xuét tai Viét Nam.
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Oc khoa trong tu gay
cho vit ddt séng rong
nong da truc

Vit liéu: hop kim Titanium

- Ty gy kh1 vin du lyc.

- Tong chiéu dai ctia vit khéa trong bao gbm
phén bé vit: 10.38mm

- Puong kinh: 8.883mm

- Khofmg cach gil’.‘ra 2 bude ren 1.0mm

- Ch:eu dai cia phén vit khéa trong khéng bao
gbm phén bé vit: 4.65mm

- Tuo'ng thich véi vit ¢t sbng thit lung da truc
rdng nong cdng ngh¢ MAST va nep doc qua da
duong kinh 5. 5mm

-Pat tiéu chudn chit lrong 1SO 13485 hodc
twong dwong.

Dép (g da cac diéu kién sau:

- Puge it nhét 02 mmc trong sb
céc nudc tham chidu cp gidy
ching nhén Turu hanh ty do;

- San xuét tai nuwdc tham chiéu
hodc san xuit tai Viét Nam.

Cai

24

122

Nep doc uén sin ludn
qua da, duong kinh
5.5mm, cé tir 30mm -
100m

- Vit ligu; Titanium

- Ubn cong sén, duomg kinh

- Dai tir 30mm dén 130mm, budc tang Smm

- Cn 1 déu tlh dé xuyén qua da, déu con lai cé
mau dé gin chit vao dung cu ludn qua da

- bbng bo véi vit cot séng qua da va v1t khoa
trong cot sbng thit llmg qua da co chiéu dai ban
diu 12 10.38mm, chiéu dai sau khi viin di Iyc 12
4.65mm.

- Pat tiéu chudn chit lugng 1SO 13485 hodc
tuong duong.

Dap img di céc diéu kién sau:

- Puge it nhit 02 mzcc trong s6
céc nude tham chiéu cdp gidy
chung nhan liru hanh ty do;

- San xuét tal nude tham chiéu
ho#c san xudt tai Viét Nam.

B¢ dung cy a6 xi ming
¢ béng

123

124

125

126

127

Phéan 76

Kim choc do cudng
song

Kim choc do cubng sémg: Vit liéu : Thép 304 va
nhya y &, gbm: kim miii kim cuong va trocar,
kich c& 11 Gauge

- Pat tidu chudn chit lwgng 1SO 13485 holic
tuong duong.

Diép img di cdc diéu kién sau:

- Puoe it nhit 02 nudc trong sb
cac nude tham chiéu cdp gidy
chimg nhan lru hanh ty do;

- San xuét tgu nude tham chiéu
hodic sin xudt tai Viét Nam.

Cai

12

K'im choc khoan théin
song

Kim chgc va khoan thin sdng size 3 cd 8
gauge (du'cmg kinh ngoai 4.2mm, gom 02 ong
Trocar dang rong nong cé dudong kinh ngoai
4.2mm, cd vach chia trén thin 120mm, 01 nong
bén trong éng Trocar, 01 mii khoan thin song
¢6 vach chia 49 thé h1¢n d6 sdu vao than song
trén thin miii khoan (t6i da 40mm), 02 kim dan
dudng miii nhon, 02 kim dan duomg déu to
- Dat tiéu chudn chét lugng 1SO 13485 hodc
tuong duong.

Pdp ing cac diéu ki¢n sau;

- Du'qc :t nhat 02 nudc tham
chiéu cép gidy chirng nhin luu
hanh tu do;

Béng nong thin dot
song

Bong nong vat li¢u chi yéu bing thép 304, hop
kimy té va nhua, c6 03 size 10, 15,20, ¢6 2
didm can quang kiém sodt d9 sdu lam bing vit
ligu Platium (90%), Iridium (10%)

- Pat tiéu chuin chat lugng 1SO 13485 hoic
tuong duong.

bap img cac diéu kién sau:

- E)chrc 1t nhat 02 nudc tham
chiéu cép gidy chimg nhan luu
hanh tyr do;

Cai

12

B¢ bom ép luc c6 dong
hé do

- Dang xilanh ¢o dong hé thc hién ap luc qua
man hinh LCD, ép lyc bom ti da 400psi

- Cb 02 ché do hién thi 13 psi va atm

- Dat tiéu chuén chat lugng 1SO 13485 hodc
tuong duong.

Pap img du cc didu kién sau:

- Duoc it nhit 02 nudc trong sb
céc nude tham chiéu cap gidy
chitng nhén luu hanh ti do;

- San xudt tai nroc tham chiéu
hodc san xudt tai Viét Nam.

Cai

12

B bom ap lyc ddy xi
ming kém b0 tron

B¢ bom dp lyc ddy xi ming vao kim choc kém
b6 tron gom: 01 tay tron, 01 than bg trdn dung
tich 70cc trong d6 ¢6 co ché khoa Luer, 01
pmong ap luc dé day xi mang vao kim chec, 01
phéu db xi mﬁng vao b trén, 01 day hit chan
khong, 01 b két nou voi khoa Luer trén thdn b
trgn, 01 xy lanh dé hit dung dich pha vao xi
ming thé tich 10ml, 01 kim tiém

- Dat tiéu chuin chit lugng 1SO 13485 hoic
tuong duong.

bap ing du cac didu kién sau:

- Puge it nhit 02 nudc tmng sb
céc nurde tham chiéu cdp gidy
chimng nhin luru hanh ty do;

- San xuét tal nudc tham chiéu
ho#c san Xudt tai Viét Nam.
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Xi ming sinh hoc kém
dung dich pha

Xi miing sinh hoc kém dung dich pha gom 20g
xi méng tiét tring dang bt voi Barium sulphate
30%, Methyl methacrylate- Styrencc-copolymer
68%, Benzonyl peroxndc 2% va 9g chit long
trong lo vb trung v&i thanh phén Methyl
methacrylate (mono-mer): 99.1%, N, N-
dimethyl-p-toluidine: 0.9%, Hydroquinone
75ppm, 1a loai xi ming cé d nhdt cao, cd can
quang, thi gian 1im vic trung khoéng 8 phit &
2244C

- Dat tiéu chudn chdt lugng 1SO 13485 hodc
tuong duong.

Pip img mot trong cdc diéu
kién sau:

1. Puge it nhit 02 nudc tham
chiéu cép gidy chimg nhan luu
hanh ty do

2. Buge it nhét 01 nudc tham
chiéu cdp gidy chl.mg nhén lru
hanh ty do; San xudt hoic tai
nude tham chidu hodc san xudt
tai Viét Nam

129

Kim c‘hoc dua xi mang
vio dbt song

Kim choc cjua xi ming size 3, vét li¢u: Thép 304
va nhya, gbm: 01 6ng rong nong, 01 kim choe
diy xi mang c6 vach chia dung tich , dung tich
1.5¢cc

- Dat tiéu chudn chit lugng 1SO 13485 hodc
twong duong.

Pép img cac diéu kién sau:

- Pugc it nhat 02 nude tham
chiéu cép gidy ching nhan luu
hanh ty do;

Cii

24

B{ dung cy ad xi ming
khong béng

130

131

132

Phén 77

Bom 4p lyc diy xi
ming kém bg trgn

- Vit ligu: nhya y té cao ¢ip (co nhitng thanh
phén bﬁng thép khong gi)

- Hé thong bom xi ming khong béng gom 06
b phén :

+01 b rdn dugce trang bj ludi dao trén vai
vong xoay ngoai ludn, c6 cira s md phia bén dé
lip xylanh

+ 01 phéu d xi ming va dung dich trén

+ (01 pittong diy xi mang vao xylanh

+ 01 xylanh chira xi ming dugc két ndi voi bd
trgn

+01 tay cam dugc sir dung véi xylanh

+ 01 dng ndi kéo dai tranh tidp xiic tryc tiép véi
tia X

- Hé théng bom dugc trang bi van an todn, duge
kich hoat khi ap lwc bén trong xylanh qua cao
hodc khi bom ddy di qua nhanh.

- B§ bom do va kiém soat xi ming vai dp luc
bom cao (120 bars)

- Dung tich bo'm t6i da hon 10ce

- Pat tiéu chudn chit lugng 1SO 13485 hodc
tuwong duong.

Dip img mot trong cic didu
kién sau:

L Duqc it nhatOZ nudc tham
chiéu cip gidy chirng nhan lru
hanh tr do

2. Buqc it nhatOl nudc tham
chiéu cép gidy chung nhan luu
hanh ty do; Sén xuit hodc tal
nudc tham chiéu hodic san xudt
tai Viét Nam

Xi ming sinh hoc kém
dung dich pha

Xi ming sinh hoc kém dung dich pha gom 20g
xi ming tiét tring dang bt véi Barium sulphate
30%, Methyl methacrylate- Styrence-copolymer
68%, Benzonyl peromde 2% va 9g chat long
trong lg vo tring vai thanh phin Methyl
methacrylate (mono-mer): 99.1%, N, N-
dlmeihyl-p-toluidine 0.9%, Hydroquinone
75ppm, la loai xi méng c6 d§ nhat cao, cd can
quang, thi gian 1am vigc trung khoang 8 phit &
22d4C

- Pat tiéu chuin chit lrgng 1SO 13485 hodc
tuong duong.

Dip img mot trong cic diéu

kién sau:

1. Bugc it nhat 02 nudc tham
chiéu cdp gidy chimg nhin lru

hanh tu do

2. Buge it nhat 01 nudc tham

chiéu cp gidy ching nhén luu

hanh ty do; San xudt hodc tai

nudc tham chiky ho#ic san xudt

tai Viét Nam

Goi

Kim choc do cuéng
song

Kim choc do cudng séng: Vét liéu : Thép 304 va
nhya y té, gdm: kim mili kim cuong v trocar,
kich c& 11 Gauge

- Dat tiéu chudn chat lugng 1SO 13485 hodc
tuong duong.

Dip img mét trong cac diu
kién sau:

1. Buge it nhét 02 nudc tham
chiéu cép gidy chimg nhan luu
hanh ty do

2. Buorc it nhat 01 nudc tham
chiéu cép gidy chu‘ng nhén luu
hanh ty do; San xuét hoic tai
nude tham chiéu hodc san xudt
tai Viét Nam

Cai




X

B Tiéu ch uin chit lurgng ( Pon So
STT SE Tén mit hing Piic tinh k¥ thuit co bin (hodc twong duong) Nguon goc, xudt xir(*); Gidy i ltrs;m§
phan 2 ¥R y g g chirng nhin luu hanh tr do 'v;h dur kién
ciia edc nudc tham chiéu (**)) Lo 2023
N A Bo ddy din dich vao khop ding trong ndi soi bép img diéu kién sau:
133 i dindichvao | oo S ligu: Nhya - Thidt ké: C62 dumg | Buoc it nhét 01 nudc tham .
Gp, 2 dudng ra vao Gk 391 i f z R 3 2 Cai 50
riéng biét ra vao riéng biét. Dat tiéu chuan chét lugng 150 cl}leu cap gidy chimg nhn luu
13485 hodc twong duong. hanh ty do
Luai;)z‘io blf: duge phi:;_)trudc va bén hong, co Dép img didu kién sau:
LS .. | rang hodc khong ring. Dudng kinh 2.0;3.0,3.5 S -
134 Z“;Thb@fa}i“fa‘m"g 091 | 3874.0;4.2; 5.0; 5.5mm. Chét ligu thép khong i o s tham Cii 50
op i, nhyra tong hop. Dat tidu chudn chit lugng E.le}:l cag Eiily: chizmg ntan Iy
ISO 13485 hodic tuong duong. anh i do
Dip tmg mot trong céc diéu
kién sau:
1. Buge it nhat 02 nudc tham
' Sir dung cho cac loai phau thudt ndi soi khap. chiéu cdp gidy chimg nhén luu
135 Ludi cit, dbt bing séng | Chiéu dai lam vigc 13cm, déu c6 goc cong 90 hénh tr do Cii 50
Radio céc c& 5. Dat tiéu chudn chit lugng 1SO 13485 hoge | 2. Duge it nhét 01 nude tham 8l
trong duong. chiéu cép gidy chimg nhin luru
hanh ty do; San xudt ho3c tai
nudc tham chiéu holic san xuét
tai Viét Nam
Pap img mot trong céc dicu
kién sau:
1. Puge it nhit 02 nudc tham
Diing dé khau tén thuong trong ndi soi khdp. chiéu cép gidy chimg nhin luu
136 Vit chi neo khiu bang D}u‘)i vit duge xdu 2 s¢i chi bén tyr tiéu mau hanh ty do Cai 25
ca tir tiéu triing v xanh chét liéu sinh hoc. Pat tiéu chuan 2. Puge it nhat 01 nudc tham
chét lrgng 1SO 13485 hodc tuong duong. chiéu cip gidy chimg nhin lru
hanh tr do; San xudt hogc tai
nudc tham chiéu hogc san xudt
. tai Viét Nam
Phan 78 Pip img mot trong céc diéu
kién sau: )
CHiLGREsg s B v vh Bl | LETR nht 02 rinc tharn
U, . : chiéu cép gidy chimng nhan luu
Chi bén dimg trong mé c}'mt liéu PonEthyzlene, da!n99cm,xchi mau xanh, Hainh ty do .
137 P kim nhon. San phim Dat tiéu chuan chdt lugng e , Cai 50
ndi soi co kim Vi Fy Fy 2. Pugc it nhat 01 nudc tham
FDA. Dat tiéu chuan chat lugng [SO 13485 Lk ok . A
chiéu cdp gidy chimg nhin luu
hofic rong ducng. hanh ty do; San xudt hogc tai
nurée tham chiéu hofic san xudt
tai Viét Nam
Dip img mdt trong céc diéu
Chit lié‘u: II‘”‘ "flita‘nium (3.4 mm > 13 mm) ]{FSUS;::LH nhit 02 nwéc tham
duge ket noi vt vong pulyethylen. . chiéu cAp gidy chimg nhdn lru
0, S i Céu trac chi khau co thé rat ngin xuong dudng 5
Vit chét neo ¢o dinh Y ; \ % : . hanhtydo Cai 20
138 Atvokin kinh vong 11mm va co che khoa 4 nut mot 2. Duoc it nhét 01 nurée tham i
y chang chiéu dé cb dinh khong niit thit c6 ma sit. Pat | 4, &) gidy chimg nhdn huu
tiéu chudn chit lugng 1SO 13485 hodc twong | e Eog; e
diromg; murde tham chiéu hodc san xudt
tai Viét Nam
Pap tmg mot trong cac dicu
kién sau:
1. Pugc it nhit 02 nudc tham
. < Miii khoan c6 chirc ning ldt khoan ngugc bing chiéu cép gidy ching nhén hru
Miii khoan nguoo ST | pibim a& thye hign ky thuat tdt ca bén trong | hanhtwdo 5 "
e dung cho ky thudtall | ¢y pat tiéu chudn chat lugng 15O 13485 2. Puge it nhat 01 nurée tham
inside chiu cdp gidy ching nhin lru

hoic tuong duong.

hanh ty do; San xuat hodc tai
nuée tham chidu hodic san xudt
tai Viét Nam




Ti¢u chuin chit lwgng ( Sb
str | S8 Tén mit hin Dic tinh k§ thujt co ban (hogc trong d Neuin gie, xuiti(); Gidy | i | luon
phin g nh K thujt co bin (hofe twong dwong) | 4o nan frw hinktedo | 2| dy kien
ciia cdc muedc tham chidu (**)) tinh 2023
1. Chuéi xwong dui
- Chét lidu: hgp kim titanium Ti6Al4V hodc
tuong duong.
- C chubi dinh lién thin chudi, véi gée cd
chudi 135°
- Kich ¢& chudi khoing tir 8-18 (twong img véi
chiéu rong diu xa thin chudi 8-18mm), bwcc
ting Imm
- Chidu dai chudi (tinh tir c& chudi dén cubi thin
chudi) 145-190mm. L . o
~Bé miit viing chiu lyc chinh & diu gin pha lgp | Dap {mg motrong 3¢ dicu
titanjum nhédm Plasmapore day 0.35mm. kign sau: = ,
- Than trén c6 canh chéng xoay & mau chuyén 1. Buge it nhat 02 nugc tham
Khép hang bén phin 1ém va go ndi doc hai bén than trén hd trg cd ;gleg*tcag gidy chimg nhén lru
140 | Phin79 | khong xi ming con dinh. e . BS
nghégpht‘l Plas%napo%e 2, Chom khdp héng 2. Buge it n_t}at 01 nudc Eham ° 60
- Chét li¢u: Cobalt-chromium ct‘ueu cap gidy chimg nhdn l‘f“
" Kich ob: 12/14, Buimg kinh chc ¢t khoing 22; | hanh ti do; San xuat hode tai
28mm nudc tham chieu hodc san xuat
3. O cbi ludmg cuc tai Viét Nam
- Chét lidu: vé ngoai biing vt liéu thép cdy ghép
chuyén dung, 16p 16t biing polyethylene cao
phan tir UHMWPE (ultra high molecular weigh
polyethylene UHMWPE)
- Thit k& t dinh tim véi vong khoa chdng trat.
- Kich thuéc dwdmg kinh ngoai khoang tir 39 -
55mm
- Pat tiéu chuin chat lugng 1SO 13485, CE
hoic tuong duong.
1. Chudi xuong dui:
- Chit ligu: Titanium
- Kich ¢& chudi khoang tir 8-18mm
- Déu trén ciia implant duge phii 1ép titanium
tinh khiét day c& 0,35mm
2. Choém khdp hang:
- Chét lidu: Cobalt-chromium ik ik B ohe diku
-Kich c&: 12/14. Pudmg kinh cac ci 28; 32; 36; k..p EIIENONE
40mm bl .
" 1. Puge it nhat 02 nuoc tham
3. L dem 0 goL: chiéu cép gidy chimg nhan luu
Khép hang todn phin | - Chét lidu: Vitelene (UHMWPE-XE vitamin £ 1, p ¢ e Y emE s
141 | Phin 80 | khong xi ming phi stabilized highly crosslinked polyethylene). 2anD ]':: ,? hit 01 nidctha Bo 22
Plasmapore 4.0 cbi nhan tao khong xi mang: Bé mit ctia 6 cll-niég(f:él niéa ch£u :hén ;?m
;Dj:;;ﬁ: phu 16p Titanium nguyén chat day c& hanh tu go% Sgr} xuétghoéc tai‘
_ bhét liéu: Titanium nqéc_{ham chiéu hoic san xuat
- Kich cd: khodng tir 40 - 70mm tai Vigt Nam
5. Vitd cdi:
- Chét liéu: Titanium
- Kich c&: Puomg kinh c& 6.5mm; chiéu dai
khodang tir 16-68mm
- Pat tiéu chuin chit lugng 1SO 13485 hojc
tuong dwong.
1. Cubng xuong dui (Stem): ¢6 7 kich ¢& 1-7.
- Than chudi hinh bau duc.
- Thén chudi ¢6 ranh doc.
- Vit liéu: anodized TA6V, phu 80um DPap irng mét trong cac didu
Hydroxyapatite toan thin (HAP). ki¢n sau:
- Goc cb chudi (Neck Angle): 137 d9, taper 1. Buge it nhit 02 nudc tham
10/12. chiéu cp gidy chimg nhén lru
3 Khép hang ban han 2. Diu xuong diti (Femoral Head): hanh ty do -
142 | Phdn81 | i ne y © Chit Hieu: hop kim M3ONW kich c322.2mm, | 2. Buge it nhdt 01 nude tham < 20
28mm. chiéu cip gidy chimg nhin luu
3. Chém xuong dui + 16p dém polyethylene hanh ty do; San xuit hodc tai
UHMWPE kém khoa chéng trit dau xuong dui, | nude tham chibu hofic san xudt
v&i cac size: 40mm, 42mm, 44mm, 46mm, tai Viét Nam
48mm, 50mm, 52mm, 54mm, 56mm, S8mm.
- Pat tiéu chuan chét lugng 1SO 13485, CE
L hoic twong duong
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1. Cubng xuong dii (Stem) ¢6 7 kich e tir 1-7.
- Than chuéi hinh biu duc.
- Than chudi c6 ridnh doc.
- Vit liéu; anodized TA6V, phit 80pm
Hydroxyapatite toan thin (HAP)
- Géc cb chudi (Neck Angle): 137 49, taper
10/12.
2. Diu xuong diii (Femoral head) :
- Chat llf;u hep kim M30NW.
3.0 cbi (Cup):
- Chét lidu; Titanium, bén ngoai dugc phu 2 lop
Plasma Sprayed Titanium (400pm - 600pum) va Piép img mdt trong céc diéu
HydroxyApatlte (HA) 80um kién sau:
- Thiét ké 4 18 béit vit véi nhiéu huong khic 1. Duge it nhit 02 nude tham
Khdp hang todn phan nhau. chiéu cip gidy chimg nhan luu
3 khcmg xi ming, chat - Kich c@: tir 46-62mm. hanh tu do 55
143 | Phan 82 liéu dau xwong dui hgp 4. Lop dém (Insert) : 2. Duqc it nhal 01 nudc tham L %
kim M30NW - Chét li¢u: Polyethylen dugc san xuét theo cong | chiéu cdp gidy chimg nhan hru
nghé High crosslinked c6 Vitamin E (PEXEL— hanh ty do; San xuat hodc tal
E®) ngin ngira oxy héa va ngin ngira sir mai nuée tham chiéu hodc san xudt
mon. tai Viét Nam
- Cb dinh l6p dem bang cdc mdu chdng xoay
gén vao vanh 6 cbi.
- Mit vat 20° cia lop dém nhim han ché sy va
cham c6 xuong dii.
- Kich thudc lop dém phd bién cho céc diu
Xuong dul 32mm 36mm.
5. Vit cé dinh & cdi:
- Chét lidu Titanium, dudmg kinh vit 6mm, chidu
dai 20-50mm.
- Pat tiéu chudn chét lugng 150 13485, CE
ho#c tuong duong
1. Cudng xuong dui (Stem) ¢6 7 kich co tir 1-7.
- Than chudi hinh bau duc.
- Thén chudi ¢6 ranh doc.
- Vit lidu: anodized TA6V, phi 80pm
]-[ydmxyapatlte toan than (HAP)
- Géc cb chudi (Neck Angle): 137 do, taper
10/12.
2. Ddu xuong dui (Femoral Head):
- Chit ligu: Alumina ceramic
3. O ¢bi (Cup):
- Chét li¢u: Titanium, bén ngoai duge phi 2 1ép
Plasma Sprayed Titanium (400pm - 600pm) va Dap tmg mdt trong cdc diéu
l-!ydroxyApame (HA) SOpm kién sau:
- Thiét ké 4 13 bt vit vai nhiéu huéng khac 1. Puge it nhét 02 nudc tham
Khép héng toan phin nhau. chiéu cip gidy chimg nhan luwu
3 khéng xi mang Ceramic | - Kich c@: tir 46-62mm. hanh ty do .
144 | Phan®d On Poly Integrale - 4. Lo'p dém (Insert) : 2. Duo’c it nhét 01 nudc tham i 2
Freeliner - Chét liéu; Polyethylen dugc san xudt theo cong chiéu cAp gidy chl.rng nhdn luru
nghé High crosslinked ¢6 Vitamin E (PEXEL— hanh tyr do; San xudt hojc tai
E®) ngin ngira oxy hda va ngin nglra sy mai nwée tham chiéu hodc san xudt
mon tai Viét Nam
- Co dinh lop dcm bang cdc méu chdng xoay
gén vao vanh b cbi.
- Miit vat 20° ciia lop dém nhim han ché sy va
cham cb xwong dui
- Kich thudc lop dém phd bién cho cic dau
xuong dul 32mm 36mm.
5. Vit cb dinh & cbi:
- Chét liéu Titanium, dudng kinh vit 6mm, chidu
dai 20-50mm.
- Pat tiéu chuin chét lugng 1SO 13485, CE
hoic tuong duong




£

s Tiéu chudn chét lwgng ( T Sé
A £ A P L
STT 0 Tén mit ha Pic ti v thui o - Ngudn goc, xudt xie(*); Giay . lrgn
ph:’in jt hang gc tinh k§ thujt co ban (hoje trong duong) chimg nhin luwu hanh v do tivlh dy kiegn
ciia cdc nede tham chidu (*9) | " 2023
1. Cubng xwong dui (Stem): ¢6 7 kich c& tir 1-7.
- Than chudi hinh biu duc.
- Than chudi ¢6 ranh doc.
- Vit liéu: anodized TA6V, phi 80pm
Hydroxyapatite toan than (HAP)
- Géc cd chudi (Neck Angle) : 137 d9, taper
10/12.
2. Pau xuong dui:
- Chat ligu: Alumina ceramic
3. O cdi(Cup): Pin i 5 e did
- Chét ligu: Titanium, bén ngodi duge phi 2 16p kiaéﬂ ‘S':f mOtiRRg G CIRK
Sprayed Titanium (§0pm) va HydroxyApatite xR g
; 5 3 2 1. Buge it nhat 02 nudc tham
Khép hang toan phin (HA) 80um, cdc tinh trn song SONg dong tam chiéu cap gidy chimg nhan luu
. khéng xi ming chit va cic rinh I?m nghiéng giop chong xoay, hanh t do
145 | Phan 84 as O i at. ai
an liéu dau xwong dui C},]I.(;F%tlztx’ ;hl(:r;)g gt T 2. Puge it nhat 01 nwdc tham Cai 3
Alumina ceramic - Thictke 5 1o bitvit mét}r_en RIERL chiéu cdp gidy chimng nhan luu
- C6 cira 50 ngam ddy 0 cOl. hanh g _S).r ‘gh Ee
- Kich c@: tir 48 - 62mm. . g e h?? x;:aE o?c b
4. Lép dém (Insert): ?q({c;wtz;? chiéu hofc sin xuat
- Chit ligu: BIOLOX® Delta Ceramic méu S
Héng Tim, ting d bén do gidm kich thude va
tang mat do cac hat vat ligu cua lop dém.
- Kich thudc 16p dém phd bién cho céc dau
xuong dii 28mm, 32mm, 36mm.
5. Vit b dinh 6 cbi:
- Chit li¢u Titanium, dutng kinh vit 6.5 mm,
chiéu dai 16 -§0mm.
- Pat tiéu chudn chat lugng 1SO 13485, CE
hoic twong duong
1. Nep titan, chir L bic clu ngin, goc 90°, day )
1.0mm, 4 10 Pép img dicu kién sau:
- I 3 , I . v L 3
146 | Phin8s N@E miit cl:u L trdi/ phai 2. Tuong thlch véi vit 2.0mm Bl_:ﬂg!c 1} nhz_a} 01 nuge liufm Céi 5
410, bic cdu ngan 3. Quay trai, phai dugc chiéu cap giay ching nhin lwu
4. Dat tiéu chudn chét lugng ISO 13485 hodc hanh ty do
twong duong, tiéu chuan CE, CFS
Pap {ng mét trong cac diéu
kién sau: .
1. Puge it nhat 02 nudc tham
4 A ¥y - a
) Chi thép mém, dutng kinh 0,2-0,4mm chiéu dai ah o el g
147 | Phin 86 | Chi thép dk 0,2-0,4 mm gﬁl(.mDat tiéu chudn 1SO 13485 hodc tuong 5 Duqq it ni}étOl nuéc tham Cudn 5
& chiéu cép gidy chimg nhan lru
hanh tr do; Sén xuat hodc tai
nude tham chiéu hodc sin xudt
tai Viét Nam
. 1. Nep titan, day 1mm, 10 13, dai khoang 54mm | Dap tmg diéu kién sau:
148 | Phin 87 Nep Mini thang 10 16, 2. Tuong thich v&i vit titan 2.0mm Duge it nhit 01 nudc tham Céi 30
o dai 54mm 3. Dat tidu chudn chdt lugng 1SO 13485 hodc chiéu cip gidy chimg nhin lru
tuong duong, tiéu chuin CE, CFS hanh tr do
1. Nep titan, day 1mm, 6 13, dai khoang 32mm Dap img di,éu kién sau:
1 Nep Mini thing 613, 2. Tuong thich véi vit titan 2.0mm Puge it nhat 01 nude tham -
149 | Phan88 | pyii3omm 3. Dat tiéu chuin chit lugng 150 13485 hogc | chiéu cdp gidy ching nhan uu G ot
twong duong, tiéu chuan CE, CFS hanh tr do
1. Nep titan, day 1mm, 8 13, dai khoang 43mm Dip img diéu kién sau:
3 Nep Mini thing 818, dai | 2. Tuong thich véi vit titan 2.0mm Purgc it nhat 01 nudc tham Z
150 | Phan8% | 43im 3. Dt tiéu chuin chit lrgng 1SO 13485 hoge | chiéu cdp gidy chimg nhan lwu G 0
twong duong, tiéu chuan CE, CFS hanh ty do
1. Vit titan, dudmg kinh 2.0mm, dai 6-8-10- . i v .
Vitch dinh duomg kinh | 12mm - q‘;”fn%g’t“of'i‘;;ﬂ‘iham
151 | Phan90 | 2.0mm, dai 2. Tuong thich _mﬁi lghoan 1.6mm chitu cAp gidy chimg nhan lru Cai 500
6mm—12mm 3. Pat tiéu chudn chét lugng 1SO 13485 hofic | purp PR

twong duong, tiéu chuan CE, CFS




Ghi chu:

(*) Ngudn goc xudt xie: Dyra vao thong tin ghi trén mét trong cdc gidy to sau ddy:
a) Gidy phép nhdp khdu;

b) S6 lwu hanh (bao gom ca gidy chitng nhdn ding ky leu hanh);

¢) Gidy chitng nhdn lwu hanh ti do va gidy chitng nhdn dat tiéu chudn quan Iy chdt
luong ISO 13485.

(**) Nuoc tham chiéu: Gom cdc nwée khu viee Chdu Au; My; Nhdt ban,; Thinh
vuong chung Uc; Canada

- Cde nuée khu vuc Chdu Au bao gém: Céng hoa Ao; Céng hoa Ba Lan; Céng hoa
Bé Pao Nha; Céng hoa Bulgaria; Cong hoa Croatia; Céng hoa Estonia; Cong hoa
Hungary; Céng hoa Hy Lap; Céng hoa Ireland; Céng hoa Latvia; Céng hoa lién
bang Dirc; Cong hoa Litva; Cong hoa Malta; Cong hoa Phan Lan; Cong hoa
Phdp; Cong hoa Romania; Céng hoa Séc; Coéng hoa Sip; Céng hoa Slovakia; Cong
hoa Slovenia; Cong hoa Tdy Ban Nha; Cong hoa Y; Pai céng quoc Luxembourg;
Lién bang Thuy Sy; Vuong quéc Anh; Vuong quéc Bi; Vieong quéc Pan Mach;
Virong quéc Ha Lan; Vieong quoc Thuy Dién.




Ghi chii: Déi véi cde mdt hang khéng phai la vat tw'y 16 nha thau vdn Bdo gid theo
mau Bdo gid (dinh kém théng bdo).

2. bia diém cung cAp, lap dat; cac yéu cAu v& van chuyén, cung cép, lap dat,
bao quan vat tu'y té:

- Phong Vat tu — Thiét bi y té, Bénh vién Pa khoa Trung wong Quang Nam.

- Thon Nam Son, x3 Tam Hiép, huyén Nai Thanh, tinh Quang Nam.

3. Thoi gian giao hang du kién: 07 ngay.

4 Du kién céc diéu khoan tam tmg, thanh toan hop ddng: Thoi gian thanh
toan t6i thiéu 120 ngay ké tir ngay bén ban xuit hod don va cé bién ban nghiém thu

cho timg 14n nhép hang.

5. Céc thong tin khac (néu cé)/ﬁ

Noi nhin:
- Nhur trén;
-Luu: VT, VT-TBYT




BAO GIA
Kinh giri: Bénh vién Da khoa Trung wong Quing Nam

Trén co s& yéu ciu bdo gia cia Bénh vién Da khoa Trung uong Quang Nam, ching t6i .... [Ghi tén, dia chi ciia
héng san suat, nha cung cdp; truong hop nhiéu hdng san xudt, nha cung cap ciing tham gia trong mot bdo gid (goi

chung la lién danh) thi ghi ré tén, dia chi cuia cdc thanh vién lién danh] bao gia cho cac vat tu'y té sau:

1. Bao gia cho céc vat tu y té va dich vu lién quan:

o e , A Pon gid
Ky, ma, . Chirng nhén chit lwong N 3
Danh | anhigu, | Ma | 2™ | xudt |(CO,CQ, CE,ISO, Bon | g | (Dibaogom | ..
STT | muc thiet z san % . . vi thue phi, cac 2
ok model, hang HS £ X FDA,...), chitng nhin luu . lwong P tién
biy te " £ xuat ; tinh phi va I¢ phi
san xuat hanh tw do ox
* lién quan)
1
2
3

(Giri kém theo cdc tai liéu ching minh vé cdu hinh, tinh ning ky thudt va cde tai liéu lién quan cia vét tw y té)
2. Bao gia nay c6 hiéu luc trong vong ... ngay, k& tir ngdy .... thing 9 niam 2023.

3. Chung t6i cam két:

- Khéng dang trong qua trinh thuc hién thu tuc giai thé hodc bi thu hdi Gidy chiing nhan dang ky doanh nghiép
hodc Gidy chimg nhan ding ky ho kinh doanh hodc céc tai liéu tuong duong khac; khong thuge truong hop mét kha

nang thanh toan theo quy dinh cta phap luit vé doanh nghiép.

- Gid tri cha céc thiét bi y t& néu trén trong bao gia 1a phu hop, khong vi pham quy dinh ctia phap luat vé canh

tranh, ban pha gia.

- Nhitng théng tin néu trong béo gia la trung thuec.




........ , hgay .... thang ..... nam 2023
Pai dién hgp phap cia hiang sin Xuét, nha cung cip

(Ky tén, déng ddu (néu cd))



