CONG HOA XA HOT CHU NGHTA VIET NAM

BO Y TE
Tw do - Hanh phic

BENH VIEN HU'U NGHI VIET DUC Poc lap -

sé: 640 /VD-VTTBYT Ha Noi, ngay 29 thing 3 nam 2023

V/v: Méi chdo gia vat tu y té

Kinh guri: Cac don vi cung cap vattuy té

Bénh vién Hitu nghi Viét Dic dang thuc hién cong tac mua sim vat tu y té

phuc vu chuyén mén. Can cir Nghi quyét s6 30/NQ-CP ngay 4/3/2023 vé viéc tiép tuc
thuc hién cac giai phap bao dam thudc, trang thiét bi y té, dé c6 co s¢ tham khao gia
vat tu nay trén thi truong, bénh vién kinh mo cac nha phan phdi co kha nang cung
cip chao gia céc loai vt tuy té (theo cdac danh muc vdt twy té dinh kemy.

Yéu cau Ho so béo gia bao gom cdc tai liéu sau: )

1. Ding ky kinh doanh, tai liéu ching minh du diéu kién kinh doanh trang
thiét bi y té theo quy dinh tai van ban Nghi dinh 56 98/2021/Nb-CP ngay 8
thang 11 nim 2021 cua Chinh phu vé Quan ly trang thict bi y té va Nghi
dinh s 07/2023/ND-CP vé viée sua dbi, bd sung mot so diéu cua Nghi
dinh sb 98/2021/ND-CP ngay 08/11/2021 cua Chinh phu vé quan Iy trang
thiét biy té:
Thu chao gia (theo phu luc 02 dinh kém), kem theo céc tai li¢u ching minh
phian nhém theo quy dinh cua Thong tu s6 14/2020/TT-BYT ngay
10/07/2020, cong van Sé: 5888/BYT-TB-CT ngay 29/10/2020(CFS, tai
liéu chimg minh nuoc san xuat);
Hop dong mua bin cac vat tu tuong tu (néu cé), cac tai li¢u vé g1a tham
chiéu trén cong thong tin: htips.//kekhaigiattbyt. moh.gov.vn (kém theo thoi
gian truy cdp va tim kiém);

4. Catalog, cau hinh va tinh nang k¥ thudt hang hoa.

Thong tin xin gui vé dia chi: Phong Vat tu - Thiét b1y té, Bénh vién Hiru nghi

Viét Duc; so 40 - Trang Thi - Hoan Kiérp - Ha Ni, dén trude 16 givy 00 phut ngay
/ /2023 hodc dén khi du céc thong tin vé gid theo quy dinh. Thong tin can giai dap
xin lién hé: CV.Chu Tudn Anh (SDT: 096.6925296 hodc 024.38.235.531/ SH may lé
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PHU LUC 01A. DANH MUC THIET BI MOI CHAO GIA
(Pinh kém céng van sé: 640 /VD-VITBYT ngay 29 thang 3 nam 2023)

A P uy cich déng |Pon vi |S6 lugn
TT Tén vat tw Dac tinh ky thuat Quy - g L S X g
‘ ‘ : goi tinh | dw kién
| BQ BOM XI MANG TAO HiNH THAN
POT SONG
1 B? b’0'm Xi l'nang tao hinh than dot song Bb 25
c6 bong loai VII 0
. o £ Kim choc do nim trong khoang 8 dén 13G. Trén than kim c6 danh d4u chia vach Dbong goéi theo quy .
1.1 |Kim ch . R A s ea \ , ; s £ 2
im choc do cudng song xac dinh d6 sau. Chiéu dai l1am viéc khoang 120mm. cach cua nha san xuat Céi
A 4 = A . r A = A A 7 . 3 A . D 0 Jl h A
1.2 |B6 bong nong than dot song Chigu dai bong toi thieu < 10mm, t6i da > 20mm. Béng chiu ap lyc t6i da > 400psi.| |, ong‘y £o1 t‘ e(? quy £ Bo 2
cach cua nha san xuat
| K h \ A . - h,( 1.,\ h, khA ” ,.,kh N 11 h~‘A ‘.k. > 7 ,e
13 |Kim choc ddy xi mang im choc va day xi mang chat liéu thép khong gi, ¢d khoang 11G, chiéu dai kim %)ongﬁ g0i t?le(‘? quyA Bo 6
180mm cach cua nha san xuat
14 |Xi mang cét séng Tl}ank} .phélll gom khoang 20g bot va toi khoang 9g chat 1ong. Dung tich sau khi Pongﬁ 201 t?le(‘)) quyA Bo 1
tron t0i thi€u 20cc. cach cta nha san xuat
2 B? b,(rm xi I'nang tao hinh than dot song Bo 50
c6 bong loai XI 0
2.1 |Kim choc do Kim choc than dét séng duong kinh khoang 3mm, dai khoang 150mm. Dong goi theo quy |y 2
cach cua nha san xuat
22 |Xi ming kem dung dich pha Thanh Phan toi thleu(gom 2w0g )\(1 maan xuong Acrylic, khur trung bang EO va 9ml ’Dong‘y 201 t%le(? quyA' Goi 1
dung dich pha dang 6ng khtr trung hodc tuong duong. cach cua nha san xuat
2.3 |Kim choc bom xi mang Kim choc bom xi ming va day ndi ap luc ’Dong‘y o1 t?‘e? wy I Bo 6
cach cua nha san xuat
, N ah. A Chiéu dai gbm tdi thiéu cac loai 10mm, 15mm va 20mm. Xi lanh c6 thang chia: Dbong goi theo quy R
24 |B h ) ‘ : , ‘ . B 2
Ong nong than dot song PSI/ ATM, c6 dong ho do ap luc. cach cua nha san xuat ©
2 p . Loyl R . 2 ox bo 01 th R
2.5 |B¢ bom ap luc day xi mang B0 bao gom: 1 b trdn xi mang va toi thiéu 3 Xi lanh 3ml dé lay xi mang } ong‘yg01 t‘ e(? quyA' Bo 1
cach cua nha san xuat
B0 bom xi mang tao hinh than dbt séng A
3 khong c6 bong loai 11 Bo 200
3.1 |Kim choc do can chit T miii vat Chat liéu thép khong gi. GOm toi thiéu cac cd 11G va 13G. , ongﬂg(n t, eo, quyA, Cai 2
cach cua nha san xuat
32 |Ximan Thanh phén ti thiéu gdm: 24g Xi ming (gdbm PMMA, BPO, Barium Sulfate), hodc | Péng gbi theo quy Goi 1
' & tuong dwong, 10ml dung dich pha (gdm MMA, DMPT, HQ) hoic tuong dwong. cach ctia nha san xuét
Hé théng tron, bom Bom xi ming hinh try, trén than c6 nut khoa an toan. Nép day gdm hé thong dudi Dong gobi theo quy N X
33 |, FO ; 3 oo 7. |Hé thong 1
ap luc day xi mang khi 2 chiéu. cach cuia nha san xuat
4 B0 bom xi méing tao hinh than dot song Bb 200

khong c6 bong loai V




A A < o - A uy cach don Pon vi [S6 lwgn
TT Tén vat tw Dac tinh ky thuat Quy . g Lt *x g
: : : goi tinh | dw kién
4.1  |Kim choc do can chit T mii vat Chét lidu thép khong gi. Gdm t5i thidu loai 11G, dai khoang 125mm DBong goi theo quy | .0 2
cach cuia nha san xuat
A~ . . . Thanh phén ti thiéu gdm: 24g Xi ming (gdbm PMMA, BPO, Barium Sulfate), hodc | Péng géi theo quy .
4.2 | Ximing sinh hoc kém dung dich pha twong dwong, 10ml dung dich pha (gdm MMA, DMPT, HQ) hoiic twrong duong. cach cta nha san xuat G6i !
. A R , . Dang sting, st dung bi lic. Dung tich t6i thiéu 20ml. Xi mang dugc tron trong hé Dong gobi theo quy . A
. , X . . 1
4.3 |HE thong tron, bom dp lye ddy ximdng |y 0 o 'kin Binh tron duomg kinh khoang 31mm, thé tich t5i da 80ml. céch cia nha san xudt | ¢ MO8
Bo bom xi miing tao hinh thin dét séng .
> |khong c6 béng logi VI B 100
51 Kim choc do d St s éng Kim cl}oc do chit T, mili vat, than kim chat li¢u thép khong gi, kim c6 chiéu dai P()ngﬁ 201 t?le(‘)) quyA Céi 2
hoat dong > 120 mm cach cua nha san xuat
. FE. . P , , \ Dong goi theo quy N
2 . B
5 Bom ap lyc day xi mang Bom 4p lyc day xi mang dang sing, dung tich khoang 10ml céich ciia nha san xuat 0 1
53 |Xi mang cot séng Th?nk} ph?.n t(?i thi€u gom toi thiéu 20g bot va toi thieu 9g chat long. Dung tich sau Pongﬁ 201 t?le(‘)) quyA Goi 1
khi trdn t6i thi€u 20cc. cach cta nha san xuat
6 Bgﬁb(rm ,x1 I'nang tz_}o hinh thin dot song Bo 50
khong c6 bong loai VIII :
6.1 |Kim choc do Kim cl}?c d‘o can: chit T, miii vat. Chat li¢u thép khong gi c6 tay cam bang nhuya, Pongﬁ 201 t?le(‘)) quyA Cai 1
duogc tiét trung san. cach cua nha san xuat
6.2 |Ximang Xi mang chira khoang 40% Bari Sulphate, kha nang chéng birc xa. Dong goi theo quy | 0 1
cach cua nha san xuat
Hé théng tron, bom 4ap luc dung cho tmg dung bom xi ming khong bong, co tbi Déne ¢6i theo qu
6.3 |[Hé théng tron, bom ap luc déy Xi mang thiéu 3 ¢&. B bao gf‘)m: 01 Kim choc do can chit T, 01 bg trén xi mang, 01 day ndi| | gng L. quy . |Hé théng 1
ca . R L £ A cach ctia nha san xuat
giam ap, 01 than bom gén voi xi lanh 10ml, 01 6ng hit xi mang.
I SAN PHAM SINH HQC THAY THE
XUONG
Xuong nhén tao dang hat, cAu trac 16 md phong kénh Harvesian twong tu xuong
San pham sinh hoc thay thé xuong dang hat ngum,‘ba(’) bén ~ngoal bai 16p m‘ang H};/alur‘ﬂomc acid hodc tt'rorng‘ duong gitp k.et Péng g6i theo quy A
7 hé loai IT dinh va tranh v& vun xuong, thanh phan gom Hydroxyapatite va Beta-Tricalcium céich ctia nha san xuAt Hoép 600
’ phosphat ty 18 60/40 hoic twong dwong, s lrgng kénh trong hat tir 3-16 kénh,
dudng kinh kénh trong khoang 100-300 micromet. Hop tbi thiéu 10cc.
San pham sinh hoc thay thé xwong dang hat |Thanh phén tir xwong xbp xuong ddng loai, dang hat nhé kich thude trong khoang Pong goi theo quy .
8 \ . | £ TRy . , <. £ Goi 60
nho loai V tir 4 dén 10 mm, goi toi thiéu 10cc cach cua nha san xuat
San pham sinh hoc thay thé xwong dang hat |Thanh phén tir xwong xbp xuong ddng loai, dang hat nhé kich thudc trong khoang Pong goi theo quy .
9 \ . | £ TRy . , <. £ Goi 100
nho loai VI tir 4 dén 10 mm, goi toi thiéu 15cc cach cua nha san xuat
10 San pham sinh hoc thay thé xwong dang hat |Thanh phén tir xwrong xbp xuong ddng loai, dang hat nhé kich thudc trong khoang Dong gobi theo quy Goi 10

nho loai VII

tir 4 dén 10 mm, goi t6i thiéu 30cc

cach cua nha san xuat




o e uy cach dong |Pon vi |S6 lwon
TT Tén vat tw Dac tinh ky thuat Quy . g Lt *x g
: : : goi tinh | du Kkién
Sén pham sinh hoc thay thé xwong dang hat San pham §1nh h(ic th';ly the xuong dang.hat,‘klcl} thu‘g’c hat trong khoar}g tir 6 dén Pong goi theo quy .
11 iy 10mm. Thanh phan gém Hydroxy appatite va Tricalcium Phosphate hodc tuong , . . £ Goi 20
nho loai X L, T e Ae a2 cach cua nha san xuat
duong. C6 cac 10 cho xuong phat trién nhanh. Go6i t6i thi€u 15cc.
San pham thay thé xwong d3 khtr kho4ng San phim xwong ddng loai khir khoang dang gel cé chira cac protein ting tao Dbong goi theo quy .
12 £ X . A~ F O IR . , . £ H(.)p 30
dang gel xuong, két hop poloxamer cam mau, dugc v6 khuan san. Xy lanh toi thié€ 1cc. cach cta nha san xuat
\ . z Thanh phan gdm Biphasic Calcium Phosphate (HA/B-TCP) trong d6 60% HA/ , .
13 180::11 ?ham sinh hoc thay thé xuong, dang hat 40% B-TCP hodc tuong duong. D phi x5p khoang 70%, kich thudc do xdp trung Ciinfﬁi(;l}::eszr?iz it Lo 25
’ binh trong khoang tir 300-600 Micromét. Lo Scc trd 1én.
e . Thanh phén gdm Biphasic Calcium Phosphate (HA/B-TCP) trong d6 60% HA/ .
hi h hoc thay th hi . . b h
14 ls(: P i hoe fay Te xuone. dang hat |50, B-TCP hode tuong duong. Do phi x6p khodng 70%, kich thude d6 xép trung g ER MY | Lo 25
) binh trong khoang tir 300-600 Micromét. Lo 10cc trd 1én.
\ i z Thanh phan gdm Biphasic Calcium Phosphate (HA/B-TCP) trong d6 60% HA/ i .
15 18;2 flham sinh hoc thay the xuong, dang hat 40% B-TCP hodc twong duong. D phi x5p khoang 70%, kich thude do xdp trung ci?ln(:gﬁiczlfses(;fiﬁ it Lo 10
’ binh trong khoang tir 300-600 Micromét. Lo 15cc trd 1én.
m VAT TU DUNG CHO BENH NHAN
LOANG XUONG
, - . Lz . | Mt khoa néi ren nguoc. Vit c6 15 dé bom xi mang. Chét liéu Titanium. Pudng kinh , .
16 | Yitdatruccolobomximing kemockhéa | oo ¢ 0 440 > smm. Chidu dai vit tir < 20 dén > 120 mm. Goc giao dong len | 20" 801 theoquy 1 0 80
trong £ R cach cua nha san xuat
dén > 60 do.
Ong tiém chira xi ming dwoc gin 1én thanh dan huéng dé bom xi méng vao vit. Xi Déne o6i theo du
17 |Bo dan hudng bom xi ming ming trong thanh dan huéng dwoc ddy bing cach sir dung thanh nhdi xi mang. R gng L quy £ Bo 80
A 1X cach cua nha san xuat
Dung tich toi thiéu 1.75cc.
01 g6i xi mang gém hai thanh phan dich va bot:
- Thanh phdn bot gdm: Poly Methyl Methacrylate, Benzoyl Peroxide, Barium
o ; o L L o
o Sulfate, 10% l’{ydroxyapatlte, 35% Radio-Opaciy hodc tuong duong, thoi gian bom Pong g6i theo quy B
18 |Ximaing khoang 12 phat. cich ctia nha san xuit Goi 80
- Thanh phdn dich gdm: Methyl Methacrylate, N-N dimethyl-p-toluidine,
Hydroquinone hoac tuong duong.
- Béng gobi vo trung 2 16p.
VAT TU NEP VIT DUNG TRONG
IV |PHAU THUAT COT SONG CO LOI
TRUGC
Chit lidu: hop kim Ti6Al4V Eli hodc twong duong. Nep ¢ vong khoa xoay 1/4 Déne o6i theo du
22 |Nep cb 16i trude 1 thng vong dé khoéa vit, ¢6 cira s6. Chidu dai nep khoang tir < 12 dén > 25mm; Chiéu Dong 801 EOquy | g 30
N . £ A s X cach cua nha san xuat
rong nep trong khoang 14 dén 17mm; Chicu day nep khoang 2mm.
Chit lidu: hop kim Ti6Al4V Eli hodc twong duong. Nep c6 vong khoa xoay 1/4 Déne o6i theo qu
23 |Nep cb 16i trude 2 ting vong dé khoa vit, ¢ cira s6. Chidu dai nep khoang tir <25 dén > 45mm; Chiéu £8 qwy Cai 15

rong nep trong khoang 14 dén 17mm; Chiéu day nep khoang 2mm.

cach cua nha san xuat




o e uy cach déng |Pon vi |S6 lwon
TT Tén vat tw Dac tinh ky thuat Quy . g Lt *x g
: : : goi tinh | duw kién
Chét liéu: hop kim Ti6Al4V Eli hodc trong dwong. Nep ¢ vong khoa xoay 1/4 , .
ST A . R S R N £ A Dong goi theo quy ..
24 |Nep c0 10i trude 3 tang vong dé khoa vit, c6 cua s6. Chiéu dai nep khoang tir < 40 dén > 68mm; Chiéu , g L I Céi 5
N ) £ A gy X cach cta nha san xuat
rong nep trong khoang 14 dén 17mm; Chiéu day nep khoang 2mm.
Chét liéu: hop kim Ti6Al4V Eli hodc trong dwong. Pudng kinh vit gom ti thidu
‘ hai loai 4.0 va 4.5mm. Déne o6i theo du
25 | Vit cot sdng cd 16i trude cac ¢ Chiéu dai: tir < 12 dén > 18mm budc ting < 2mm. , £8 . 4 o Cai 260
P O e a , , N cach cua nha san xuat
Goc vit mg: + > 10° @i véi vit 4.0mm. Truc cta vit Iéch goc khoang 5 d6 vai truc
ctia nep ¢d trude. Vit son tinh dién cac mau khac nhau cho kich thuée khac nhau.
V_ |VAT TULUNG - NGUC
Phin 1 |LOAII (LUNG - NGUC)
26 |Vit da truc ren doi Chat ll@l:lxh(')‘p‘ k1m T16AI?V ELI hodc tu'r(yngv duong. Puong kinh tir <4.5 dén > 8.5 Pongﬁ 201 t?le(‘)) quyA Céi 700
j mm. Chiéu dai tir < 30 dén > 60mm, budc tang < Smm. cach cta nha san xuat
27 |Oc khoa trong Chét liéu hop kim Ti6AI4V ELI hodc tuong duong. Dong goi theo quy |y 700
cach cua nha san xuat
B Chét liéu hop kim Ti6Al4V ELI hodc trong dwong. Puong kinh tir < 5.5 dén > Dong goi theo quy .
8 |Nep doc thang (lung nguc) 6.0mm, gdm t6i thiéu 2 loai. Chidu dai tir < 30 dén > 450mm. cich cia nha san xudt| o %0
Phin 2 [LOAI II (LUNG - NGUC)
Chét liéu titanium. Puong kinh tr <4.5 dén > 7.5mm, bude tang < lmm, chiéu dai
tir < 25 dén > 55mm. C6 i thiéu 2 15 tron dung nin chinh cot séng. Thén vit chia , .
, N . ) . . o1 Are 1 s . ; Dbong goi theo quy .
29 | Vit da truc ren doi lam 3 ving ren khac nhau: Vung 1 ¢6 3 ranh dai khoang 7mm, ving 2 budc ren , . . £ Cai 500
\ O . , .. \ cach ctia nha san xuat
thua khoang S5Smm cho xwong x0p, vung 3 bude ren cho xuong cing dai khoang
12mm. Thén vit tao 1 gbc nghiéng khoang 50 d6 so vdi mil vit.
30 |Oc khoa trong dung cho vit da truc Chét liéu titanium. Vit khoa trong tu ngét khi xiét ¢én mot luc nhit dinh. i?ongn £o1 t?e‘,’ quy ; Cai 500
cach cuia nha san xuat
B Chit lidu titanium. Puong kinh khoang 5.5mm, chiéu dai khoang 440mm, c6 Doéng goi theo quy .
31 s ) g . bl el ,
Nep doc thang (lung nguc) duong chi danh dau xac dinh vi tri. cach cua nha san xuat Cii 130
Phén 3 [LOAI I (LUNG - NGUC)
, Chit lidu: Titanium. Chiéu dai mii vit khoang 15mm. Géc xoay khoang 20 d9. Doéng goi theo quy .
32 j . s i ; ; . 1200
Vit da true Puong kinh vit tir < 4.5 dén > 6.5mm. Chidu dai vit tir < 25 dén > 55mm. céch ctia nha san xudt | O
33 |Oc khoa trong cho vit da truc Chit lidu titanium. Puong kinh khoang 10mm, chiéu cao khodng 4mm ?Ong g0t t?e‘,’ qauy I Cai 1200
cach cua nha san xuat
X A LN . . \ , 5 <A Ay < A > , 7.
34 |Nep doc thing (lung nguc) Chat li¢u Titanium. Puong kinh thanh doc khoang 6mm, chieu dai tir <40 dén > ?ong4 201 t%le(? quyA Cai 250
600mm. cach cua nha san xuat
Phén 4 [LOAIIV (LUNG - NGUC)




o e uy cach dong |Pon vi |S6 lwon
TT Tén vat tw Dac tinh ky thuat Quy . g Lt *x g
: : : goi tinh | dw kién
Chit liéu hop kim Titanium, mii vit bing Cobalt Chrome. Puong kinh vit tir: < 4.0
dén > 8.5mm, gdm t4i thiéu 8 loai. Chiéu dai vit tir < 20 dén > 60mm. Vit c6 2 L
, o . X 1 B ) . - , Dong goi theo quy ..
35 | Vitda tryc ren doi budc ren: phan ren xuong x0p phia dau vit véi khoang cach giira 2 budc ren , . . £ Cai 1800
. v 1A , o~ . , , i L cach cua nha san xuat
khoang 4mm va phan ren xuong ctiing phia mii vit véi khoang cach giira hai buéc
ren khoang 2mm.
36 |Oc khoa trong Cha}t heur hop kn?l Titanium. Cong nghé canh ren nguoc. Tu ngat khi van du luc. 1’-)0ngﬁ g01 t%le(? quyA Céi 1800
Puong kinh khoang 8mm. cach cta nha san xuat
B Chét liéu hop kim Chrome hodc twong duong. Puong kinh < 4.75mm, chiéu dai Dong gobi theo quy ..
37 N th \ . L . . ; 300
ep doc thang (lng ngyc) khoang 500mm, loai thang. cach cua nha san xuat Cii
Phén 5 [LOAI V (LUNG - NGUC)
Chét liéu hop kim Titanium Ti6Al4V hodc tuong duong. Pudng kinh tir < 4.2 dén
> 8.5mm. Chiéu dai tir < 25 dén > 80mm. Mii vit dwoc ma hoa theo mau gitip dé i .
, N e , . A A . R £ e a s , \ £ 1, Dong goi theo quy ..
38 | Vitda truc phan dinh kich thudc, thiét ké dang hinh thuon vuot voi duong kinh 16n nhat phia céich ctia nha sin xuAt Cai 1500
dudi khoang 14mm, phia trén khoang 13mm. Mi vit xoay dugc 360 d9, goc dao
dong than vit khoang 50 d¢. Vit tu taro.
39 |Oc khéa trong cho vit da truc. Chat liéu tl"ltam,um T16{%14V hoac tuong duong. Dang hinh tron det c6 ren phia Pong’ 201 t?le(ﬁ) quyA’ Cai 1500
trong. Puong kinh khoang 11mm. cach cuia nha san xuat
B Chét liéu Titanium Ti6AI4V Eli hoic twong duong. Puong kinh khoang 5.5mm. Dong goi theo quy .
40 A s . : : C 190
Nep doc thang (lng nguc) Chidu dai tir < 130 dén > 450mm, budc tang < 10mm. cich cuia nha san xut|
Cht lidu Titanium Ti6Al4V Eli hoic twong duong. Nep nbi ngang giir 2 thanh nep
£ doc, c6 moc 2 dau dé néi, diéu chinh dugc d6 dai trong khoang tir < 36 dén > Dbong goi theo quy .
41 |Nep noi ngang (lung ngyc) 40mm hodc < 46 dén > 60mm. Pudong kinh diu méc khoang 5.6mm cho thanh nep | céch ctia nha sén xuét cai 2
duong kinh khoéng 5.5mm. Chiéu rong khoang 9mm, chidu cao khoang 15mm.
Phén 6 [LOAI VI (LUNG - NGUC)
Chét liéu hop kim titanium hodc twong duong, tu taro. Goc xoay > 30 d9, duong , .
. N < PO T PR £ bong goi theo quy .
42 Vit da truc kinh tir <4.5 dén > 10mm, gom t6i thiéu 7 c¢& dau mii vit. Chiéu dai tir < 30 dén > , ! L, ; Cai 500
cach cua nha san xuat
50mm.
43 |Oc khoa trong diing cho vit da truc Chét liéu hop kim titanium hodc twong duong. i?ongn go1 t%le(,) quy £ Cai 500
cach cua nha san xuat
2 L, 1ia T < . . X Pong goi theo quy ..
44 [Nep doc thang (lung nguc) Chat liéu hop kim titanium hodc twong duwong. Puong kinh khoang 5.5mm. céch cta nha sin xuit Cai 90
Phin 7 [LOAI VII (LUNG - NGUC)
Chit lidu hop kim Titanium hodc twong dwong. Cong nghé canh ren nguoc. Pudng Déne o6i theo qu
45 | Vit da truc kinh tir < 4.0 dén > 8.5mm, chidu dai tir < 20 dén > 70mm. Géc nghiéng gitamii | . o 2 SO ICOAW oy 1000
s A . o cach cua nha san xuat
vit va than vit khoang 28 do.
46 |Oc khoa trong cho vit da truc Chat liéu hop kim Titanium hodc tuong duong. Cong nghé canh ren ngugc. Tu gdy | Dong goi theo quy Cai 1000

khi van du luc. Puong kinh khoang 9mm.

cach cua nha san xuat




A A < o - A uy cach don Pon vi [S6 lwgn
TT Tén vat tw Dac tinh ky thuat Quy . g Lt *x g
: : : goi tinh | du Kkién
Chit lidu hop kim Titanium hodc twong dwong. Nep doc dudng kinh khoang Déne ¢bi th
47  |Nep doc thing (lung nguc) 5.5mm: Chiéu dai khoang 500mm, trong d6 khoang 495mm 14 try tron. Du hinh , © gﬁ g0 R e(? quy I Cai 160
< 2 1% PN X Z 2 £ . cach cua nha san xuat
luc lang dé de xoay nep. Co duong ké doc d¢ danh dau khi xoay.
Phin 8 [LOAI VI (LUNG - NGUC)
Chét liéu hop kim titanium hozc trong dwong, ddu cin, tu taro, chidu cao khoang . .
. A o . . PO AP £ Doéng goi theo quy ..
48 | Vit da truc tr 13 - 15mm, goc mé da hudng khoang 60 d9, duong kinh tir < 5.5 dén > 7.5mm, , ! L. ; Cai 500
A g2 . cach cua nha san xuat
gom t0i thiéu 3 loai.
49 |Oc khoa trong Chét liéu titanium Dong goi theo quy | 500
cach cuia nha san xuat
50 |Nep doc (;hat ligu titamum, duong k’mhvgom toi thi€u hai loai 5.0mm va 5.5mm. Chiéu dai i,Dong’ 201 t?le(ﬁ) quyA’ Cai 20
tir < 180 dén > 360mm, budc tang < 20mm. cach ctia nha san xuat
Phéin 9 [LOAI X (LUNG - NGUC)
Chit lidu bang hop kim Titanium hoiic trong duong, trén than vit phi 16p kich
thich moc xuong. Pudng kinh tir < 5.5 dén > 7.5mm, gdm t6i thiéu 3 loai. Chiéu Péne e6i theo au
51 |Vit da truc ban dong dai tir < 30 dén > 55mm, budc ting < Smm. Mii vit duge ndi voi than vit bai mot Cone 01O qUY 1 g 200
e ] \ o r e . , o A e s cach cua nha san xuat
khép noi xoay goc khoang 10°. Géc giira 2 vong ren khoang 50°. Bau miii vit tu ta
10 va rdng nong.
52 |Oc khéa trong Chét ligu titanium. Dong goi theo quy |y 200
cach cua nha san xuat
2 . Chit ligu titanium. Pau nep c6 khoan 16 va dugc danh dau viing két hop véi vit Doéng goi theo quy .
53 N h 1 loai I ; i ; . s . C . ‘ ; C 40
ep doc thang (lung nguc) loai bang vach laser. Puong kinh khoang 6.0mm. Chiéu dai tir < 40 dén > 60mm. cach cua nha san xuat al
Phin 10 [LOAI VI (LUNG - NGUC)
Chét liéu hop kim Ti6AI4V Eli hoic twong duong. Puong kinh vit tir < 4.0 dén > Béne ebi theo au
54 |Vit da truc 10.0mm, bude tang < 0.5mm. Chiéu dai than vit tir < 20 dén = 120mm. Pung kinh | . Cgﬁﬁ S séu?xzét Cai 500
déu trén khoang 14mm. Goc dao dong khoang 60 do.
55  |Oc khoa trong cho vit da truc Chét liéu hop kim Ti6Al4V Eli hodc tuong duong. Pudng kinh khoang 10mm. i?ongn go1 t?e‘,’ quy i Cai 500
cach cuia nha san xuat
B Chét liéu hop kim Ti6AlI4V Eli hoic twong duong. Puong kinh khoang 6.0mm. Dong gobi theo quy .
56 |Nep doc thing (lung nguc) Chiéu dai tir < 100 dén > 500mm. céich cia nhd sin xudt| O %0
VI |VAT TU KHAC
Chit liéu PEEK. Miéng ghép dia dém dang thang, phin dfiu miéng ghép thon nhon
57 |Miéng ghép dia dém [lung loai VIII] va phang, c6 cac raing bam dang pghleng. Co t0i thiéu 3 diém danh dau. Chieu dai bong goi theo quy Cai 200

tir < 24 dén > 29mm, gdm t5i thiéu 2 loai. Rong khoang 10mm. Chiéu cao tir < 7
dén > 14mm, budc ting < 1mm. Thiét ké nghiéng goc 5 d6 hodc 12 do.

cach cua nha san xuat
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58

D6t séng nhan tao cot sbng cb didu chinh
duoc do cao

Than d6t séng nhan tao 1ién khéi c6 thé diéu chinh d6 cao. Puong kinh tir < 12 dén
> 16mm, gdm t5i thiéu 3 loai.

Chiéu cao didu chinh dwoc tir < 10 dén > 65mm boi vong diéu chinh d6 cao. Goc
udn gdm t6i thiéu cac loai: 0°, 6°. Trén than c6 01 vit khoa. Chat liéu: hop kim
Titanium hodc tuong duong.

Dbong goéi theo quy
cach cua nha san xuat

Cai

20

59

D6t séng nhan tao cot séng cb diéu chinh
duoc d6 cao kém vit ¢ dinh.

Than d6t séng nhan tao c6 thé didu chinh dugc d6 cao. Pudng kinh khoang 12mm.
Kich c& gém tbi thiéu cac loai 13-18mm; 17-26mm; 25-41mm; 40-65mm. Goc udn
g6m tdi thiéu cac loai 0°, 6°, 12°, 18°. Vit ¢b dinh than dét séng nhan tao dudng
kinh tir <4.0 dén > 5.0mm; Chiéu dai tir < 15 dén > 18mm. Vit xuong x4p: duong
kinh khoang 4mm; chidu dai tir < 12 dén > 25mm. Chét liéu: Hop kim Titanium.

Pong goi theo quy
cach ctia nha san xudt

Cai

60

Miéng x6p hut dich bang ap luc 4m c¢& nhod

Bao gdm: 01 miéng xdp dang mét lu6i dang md kich thude > 10x7x3cm, chit lidu
Polyurethane hoic twong duong, chéng nude, kich ¢& cac 15 khoang tir 400-600
micron; 01 bang dan ¢ dinh chéng kich tng da; 01 day din c6 cong nghé tw lam
sach, c6 1 duong hat chinh va tbi thiéu 4 duong hat nho trong thanh day dan, dau
nbi tich hop cong nghé hut c6 cam Gng chdng tic, c6 cac ranh dinh huéng dich va
cbng cam tmg phat hién tic, c6 kep dng khoa dan; 01 thude gidy do kich thude vét
thuong va ghi ngdy gio bat ddu sir dung.

Dong goi theo quy
cach cua nha san xuat

50

61

Miéng x6p hut dich bing 4p lyc am c& vira

Bao gdm: 01 miéng xdp dang mét lu6i dang md kich thude > 8x15x3cm, chit lidu
Polyurethane hoic trong duong, chéng nude, kich ¢& cac 16 khoang tir 400-600
micron; 01 bing dan cb dinh chdng kich tng da; 01 day din co cong nghé ty lam
sach, ¢o 1 duong hut chinh va t6i thidu 4 dudng hut nho trong thanh day dan, dau
n01 tich hgp cong nghé hat c6 cam ung chéng tic, ¢ cac ranh dmh hudng dich va
cdng cam tmg phat hién tic, c¢6 kep éng khoa din; 01 thude gidy do kich thude vét
thuong va ghi ngay gid bét dau sir dung.

Dbong goi theo quy
cach cua nha san xuat

100

62

Miéng xbp hut dich bang ap lyc am c& 16n

Bao gdm: 01 miéng x6p dang mit ludi dang mé kich thude > 25x15x3cm, chit li¢u
Polyurethane hoic twong duong, chéng nude, kich ¢& cac 16 khoang tir 400-600
micron; 01 bing dan cb dinh chdng kich tng da; 01 day din co cong nghé ty lam
sach, ¢o 1 duong hut chinh va t6i thidu 4 dudng hut nho trong thanh day dan, dau
n01 tich hgp cong nghé hat c6 cam ung chéng tic, ¢ cac ranh dmh hudng dich va
cdng cam tmg phat hién tic, c¢6 kep éng khoa din; 01 thude gidy do kich thude vét
thuong va ghi ngay gid bét dau sir dung.

Dbong goi theo quy
cach cua nha san xuat

50

63

Binh chira dich

Binh chira dich kin, dung tich gdm t&i thiéu cac loai 300 ml, 500ml, 1000 ml, cht
liéu nhya, c6 gel co dic dich, 01 day din véi mot duong hiit chinh va tdi thidu 4
dudng hut nho trén thanh day din, c6 ddu ndi v6i may va miéng x6p hit, c6 kep
bng khoa din.

Dbong goi theo quy
céch cua nha san xut

200




A P uy cach déng |Pon vi |S6 lwon
TT Tén vat tw Dac tinh ky thuat Quy . g Lt X g
: : : goi tinh | du Kkién
Chét liéu titanium. Pat vit duge & 3 vi tri: xuong chau, xuong cung chau, xuong Déne o6i theo du
64  |Vit xuong chau réng nong cung. Puong kinh tir < 7.5 dén > 10.0mm, gdm t4i thidu 3 loai. Chidu dai tir < 40 , g’g . quy £ Cai 10
A cach cua nha san xuat
dén > 140mm.
65  [Nep ding véi vit xuong chau réng nong Chét liéu titanium. Oc ndi véi vit xwong chdu tao goc xoay tdi thiéu 8 do. VDong’ go1 t?e? quy i Cai 10
cach cua nha san xuat
Chét liéu: hop kim Ti6Al4V Eli hogc trong dwong. Nep ¢ vong khoa xoay 1/4 Déne o6i theo du
66  |Nep cb 16i trudc 4 ting vong dé khoa vit, c6 cira s6. Chiéu dai nep khodng tir < 60mm dén > 84mm; Chiéu , g’g L quy ‘ Cai 1
A . £ A s , cach cua nha san xuat
rong nep trong khoang 14 dén 17mm; Chiéu day nep khoang 2mm.
4 T e o o i e s bo 61 th .
67  |Oc khoa trong cho vit xuwong chau Chat li¢u hop kim Titanium hoéc twong duong. Ty gdy khi van du lyc. , ong‘y £o1 t‘ e(? quy £ Cai 40
cach cua nha san xuat
Than d6t séng nhan tao lién khéi ¢6 thé diéu chinh d6 cao. Puong kinh gdm tdi
. i 93 , .. A A - < A > 7 re
68  [Pét séng ung nhan tao thiéu cac loai: 12mm, 14mm, 16mm. Chiéu cao diéu chinh dugc tir < 10mm dén > Dong gobi theo quy Cai 5

65mm. Goc udn gém tdi thiéu hai loai: 0° va 6°. Trén than c6 mdt vit khoa. Chét
liéu: hop kim Titanium hodc twong duong.

cach cua nha san xuat




PHU LUC 01B. DANH MUC THIET BI MOI CHAO GIA

(Pinh kém céng van sé: 640 /VD-VITBYT ngay 29 thang 3 nam 2023)

T Tén vat tw Pic tinh k§ thuat Quy cich déng | Dom vi | S0 lugng
goi tinh | dw kién
I |KHOP GOI TOAN PHAN CO XI MANG
1 Bo kho’pA gbi toan phén cé xi ming loai s6 Bb 80
1, bdo gom: :
o Ldi cau xwong dui ¢6 xi ming, ~ch§t ligu C028’Cr61\/{0 hoac tuong fiuong, thiét ké Pong g6i theo quy
1.1 |L6i cau xwong dui phai trai riéng biét theo giai phau, kha nang gap duoi > 155°. Chicu rong tir < 56 . . s £ Cai 1
dén > 80mm, chidu dai tir < 50 dén- > 75mm, chidu cao tir < 46 dén > 65mm. cdch ctia nha san xuat
Mam chay ¢6 xi ming, chit liéu Co28Cr6Mo hogc trong dwong, thiét ké bat dbi
12 |Mam chay x@g phé‘i .tréri riéng ,biét‘ theo giz’ii phau. Chiéu Arcf)ng t‘l‘I <60 dél} 2 88@. Mﬁm P(’)ng’ 201 t?le(ﬁ) quyA’ Cai 1
chay ngoai kich thudc tir < 37 dén > 54mm, mam chay trong kich thudc tir < 45 cach cua nha san xuat
dén > 60mm. Tuy chon 16p dém mam chay linh dong hodc ¢d dinh.
Lép dém mam chay gém hai loai 96 d%nh va linh dong, chét liéu nhua cao ph‘én Eﬁ Pong g6i theo quy
1.3 |Lép dém mam chay UHMWPE hoac tuong duong, thiet ké phai trai riéng biét theo kich cd cua 10i cau. , . L £ Cai 1
P day tir < 7 dén > 17mm, bude ting < 2mm. céch cua nhd san xuat
Xi mang c¢6 khang sinh. Goi t6i thiéu 40g bot Ethylene Oxide da dugc tiét tring,
trong d6 bao gdbm: khoang 34.54g Polymethyl Methacrylate (86.35%), 0.96g
14 |Xi mang Bfenzoyl Peroxide (2.4%), 4.00g Barium Sulfate Ph.Eur (10%)., 0.59g k.hﬂéng sinh D(’)ngﬁ g0i theo quy ) Goi 1
goc Sulphate Ph.Eur (1.25%) hoac twong duong. 01 lo dung dich t6i thiéu 20ml da@ | cach cuia nha san xuat
dugc tiét trung chtra: khoang 19.76ml Methyl Methacrylate (98.8%), 0.24ml N,N
dimethyl-p-toluidine (1.2%)- 18 dén 20 ppm Hydroquinone hoc tuong duong.
15 | Vit bit mam chay Chét liéu Ti6AI4V hoiic tuong duong. Dong goi theoquy | .; 1
cach cua nha san xuat
2 Bo kh()g gbi toan phén cé xi ming loai sb Bb 30
2, bao gom: *
Ldi cau dui: biang Cobalt Chrome(CoCr), do day khoang 9mm, mit truéc nghiéng
o khoang 5°, dff) gap gbi t(“’)i‘ da? 155°, xoay trong - xoay ngoai khoang 12°. Léi ciu Péng g6i theo quy
2.1 |L6i cau xwong dui loai khong can duc hop 16i cau. Co toi thiéu 13 ¢d moi bén trai, phai, budc nhay < , g ., I Cai 1
2mm. D6 rong trong ngodi: tir < 56 dén > 80mm va db rong trude sau tir < 52 dén > céch cua nhd san xuat
75mm.
Chit lidu Polyethylene Crossli,nk cao phan tir lién két chéo bd sung vitamin E hoic Pong g6i theo quy
2.2 |Lép dém mam chay twong duong. Lop 16t c6 do doc sau khoang 5° va canh trude cao khoang 12mm. Cai 1

Do day tir < 10 dén > 18mm, gdm tbi thidu 5 loai.

cach cua nha san xuat




o e uy cach déng |Pon vi |S6 lwon
TT Tén vat tw Dac tinh ky thuat Quy . g Lt *x g
: : : goi tinh | dw kién
Chit lidu hop kim Titanium Alloy (Ti-6A1-4V) hoiic twong duong thiét ké dang
module c¢6 ddu chd dé gin thém diu chuyén truc offset, miéng ghép titanium bu
23 |Mam cha xuong hodc chudi ndi dai xwong chay khi cin. Mt dudi mam chay c¢6 van nham, Dbong goéi theo quy Céi 1
' chay d6 day khoang 3mm, chan mam chay dai tir < 3 dén > 42mm. C6 tdi thiéu 8 ¢5, cach ctia nha san xuét
khong phén biét trai-phai, véi d6 rong trong ngoai: tir < 60 dén > 84mm va do rong
trude sau: tir < 40 dén > 58mm.
Chét liéu Polyethylene Crosslink cao phén tir hodc tuong dwong, dang vom cé cac Péne o6 theo qu
2.4  |Banh ché chan ¢b dinh. Puong kinh tir < 26 dén > 44mm, gdm ti thiéu 7 c&. Do day tr<7 | , 5 8OLTICOGUY gy 1
£ cach cua nha san xuat
den > 10mm.
. £1ia 9 o . bo 61 th .
2.5 |Ximang Chat ligu PMMA hodc tuong duong, c6 d6 quanh trung binh. , ong‘y £o1 t‘ e(? quy £ Goi 1
cach cua nha san xuat
3 Bo kh()’g g6i toan phén cé xi ming loai s6 B) 30
3, bao gom:
X A .. AL 1o n . . - Do 51 th L.
3.1 |Loi cau xwong dui Chat li¢u hop kim Cobalt chromium hoéc twong duong, , ong‘y £o1 t‘ e(? quy £ Cai 1
cach cua nha san xuat
32 |Mam chay Chét liéu Titanium Dong goi theo quy |y 1
cach cua nha san xuat
A A A \ < A > A A < R . r A A 7 re
33 |bia dém mam chay Cﬂhat,1'1¢u PE. I?Q day tir < 10 dén > 25mm, gom toi thiéu 7 loai. Cho phép gap goi Pongﬁ 201 t?le(‘)) quyA Cai 1
1€n t61 > 155 d6 cach cta nha san xuat
34  [Banh che Chét lidu PE. Pudng kinh tir < 25 dén > 35mm, gdm t5i thiéu 5 loai. Dong goi theo quy | 0 1
cach cua nha san xuat
3.5 |Ximang Xi mang sinh hoc kém dung dich pha, goi tdi thiéu 40g. ’Dong‘y EO! qle? N £ Goi 1
cach cua nha san xuat
4 Bo kho’g g0oi toan phan c¢6 xi méang loai so Bé 80
4, bao gom: *
Chit lidu CoCr, gdm cac loai 16i cAu trai/ phai co xi mang, tdi thiéu 10 ¢&. Chiéu .
Ao A .. S z A ave s . I , Dong goi theo quy .
4.1 |Loicau dai trong-ngoai tir < 55 dén > 80mm. Chiéu dai trude-sau tir < 48 dén > 70mm. Ban céch ctia nha sin xuAt Cai 1
kinh giai phiu 1én dén > 95°. Thiét k& bao ton xwong it nhat 30%.
Chét liéu hop kim Titanium hogic trong dwong, c6 xi ming. Chiéu day trong
42 |Mam cha khoang 7 dén 8mm. Chidu dai trong-ngoai tir < 60 dén > 85mm. Chiéu dai trudc- Dong gobi theo quy Cai 1
' Y sau gf‘)m tir < 38 dén > 55mm. C6 hé théng khoa cb dinh 16t dém trude va sau céch cua nha san xut
chéng dich chuyén.
Chit lidu UHMWPE hoic twong dwong, c6 vitamin E. Cé rdnh khép vé6i hé théng Déne o6i theo du
43 |Lot dém mam chay khoéa ciia mam chay ¢6 dinh trude sau chdng dich chuyén. D¢ day tir < 10 dén > Pong 801 Eoquy | gy 1
cach cua nha san xuat
25mm.
44 |Ximang Xi mang dugc dong goi gom: mot 6ng chat 1ong monomer khoang 16,5g vo tring Doéng goi theo quy Goi 1

va mot gbi bot polymer tbi thidu 40g boc 2 16p vé trang. Xi mang d6 nhét thip.

cach cua nha san xuat




o e uy cach déng |Pon vi |S6 lwon
TT Tén vat tw Dac tinh ky thuat Quy . g Lt *x g
: : : goi tinh | dw kién
6 B0 khép §01 toan phan c6 xi mang loai so Bb 35
12, bao gom: *
6.1 |Ldi cAu xuong dui Chét liéu CoCr. Ti 18 trudc/sau, trong ngoai gdm tdi thiéu 9 loai VDong’ £o1 t?e? quy £ Cai 1
cach cua nha san xuat
6.2 [Mam chay Mam chay chit liéu CoCr gdm téi thiéu 9 ¢ Dong goi theo quy | s 1
cach cua nha san xuat
an R . L&p dém mam chay chit lidu Polyethylene pht bong, c6 co ché khoa. C6 thé xoay Dong gobi theo quy .
63 |Lop dém mam chay (i thiéu 15 d6 khi dudi, xoay t6i thiéu 25 do khi gap. Do day tir < 10 dén > 20mm. | céch ciia nha san xudt | o !
6.4 |Banhche Do day tir < 7.5 dén > 9.5mm, gdm t6i thiéu 5 loai Dong goi theoquy | 1
cach cua nha san xuat
Xi mang c6 khang sinh gdm: thanh phin gdm khoang 33g bot xi Poly
(methylacrylate/methylmethacrylate); khoang 6g Zirconium dioxide:; khoang 0.3g Déne o6i theo du
6.5 |Ximang Benzoyl peroxide: Gentamicin (Sulfate / Base): khodng 0.8g/ 0.5g; thanh phan chét céch cgﬁi nha séu?xﬁ it Goi 1
dan: khoang 20ml Methylmethacrylate; khoang 60 ppm Hydroquinone; khoang
0.38ml N,N-dimethyl-p-toluidine. Hoac tuwong duong.
8 B¢ khép gon toan phan c6 xi mang loai so Bb 120
14, bao gom: *
. . A A <A A o A r ’ 5> ~ Re1 A s 7 7
81  |Ldi chu xwong dii Ch?t liéu Cobalt Chrome, thict ké giam dan da ban kinh. C6 > 14 ¢& moi bén ( trai/ i’Dongn 201 t?leﬁ) quyA Cai 1
phai) cach cuia nha san xuat
A [N A A A A r A \ < A > 7 7
82  |Pém mam chay di dong Chat liéu Polyethylene dugc bo sung chat chong 6 xy hoa. Do day tir < 5 dén > i?ongn 201 t%le(? quyA Cai 1
12mm. cach cua nha san xuat
8.3 [Mam chay Chét liéu Cobalt Chrome, thiét ké co ché khoa trung tam. C6 > 10 c5. i?ongn go1 t?e‘,’ quy £ Cai 1
cach cua nha san xuat
Xi mang xuong: sinh hoc d6 nhét trung binh khdi lugng téi thiéu 40g. Thanh phéan
b6t gdm: Polymethyl Methacrylate (%w/w): 67.05%, Methyl Methacrylate /
84  |Ximan Styrene: 21.1%, Benzoyl Peroxide (%wi/w): 1.85%, Barium Sulphate (%w/w): 10% | Boéng goi theo quy Goi 1
' & hoiic trong duong. Thanh phén dung dich pha gdm: Methyl Methacrylate (Y%ow/w): | céch ctia nha séan xuét
98% N,N-Dimethyl-p-toluidine (%w/w)< 2%, hydroquinone (ppm): 75 hodc tuong
duong.
Il |[KHOP VAI NHAN TAO
9 Bo khép vai ban phén cé xi ming Bo 40
Ar1:a . - < \ ’ < A > ’ 7.
91  |Chusi khop Chﬁ}t h@H hop “klm Ti6Al4V hoac twong duong. Puong kinh tir < 12 dén > 20mm, ?ong4 201 t%le(? quyA Cai 1
chicu dai khoang 80mm cach cua nha san xuat
2 . Chit lidu hop kim Ti6Al4V hodc twong duong. Pudong kinh ¢b chudi khoang Pong goi theo quy .
9.2 |Co chudi 1 ) £ , . s z Cai 1
16mm. Chiéu cao tir < 31 dén > 37 mm. cach cua nha san xuat
93 |Piundi Chat liéu hop kim Ti6Al4V hodc twong duong. Puong kinh dau noi khoang 8mm, Dong gobi theo quy Ci 1

Do day c6 i thidu 4 ¢& Omm; +2mm; +4mm; +8mm

cach cua nha san xuat




A A < o - A uy cach don Pon vi |S6 lugn
TT Tén vat tw Dac tinh ky thuat Quy . g Lt *x g
: : : goi tinh | dw kién
. A [N . = \ ’ < A > 7 I .
9.4 |Diu chom khép Cha:t liu hf,)p klfn Co?er) hoac tliong duong. Buong kinh tir < 40 dén > 50mm, VDong’ 201 t?e? quyA’ Cai 1
chiéu cao tir Puong kinh tir < 15 dén > 20mm cach cuia nha san xuat
PR N Y Ke 102 X N NS £, 14 Déng gél theo quy ~
. . . 1
9.5 |Ximaing Thanh phan toi thi€éu gom 40g bot va toi thieu 16,7g chat 1ong céich ctia nha sin xuAt Hop
10 [Khép vai toan phin khéng xi ming Bo 2
101 |Chusi khép Cha:t 11@}{ hop kHAn Ti6Al4V hoac tuong duong. Puong kinh tir < 11 dén > 24mm, VDong’ 201 t?e? quyA’ Céi 1
chicu dai <60 dén > 80mm cach cua nha san xuat
102 |C chubi Chét lidu hop kim Ti6Al4V hodc twong duong. Dong goi theo quy | 1
cach cua nha san xuat
103 [Lop dém Chat liéu UMHWPE hoéc tuong duong. D6 day toi thi€u cac ¢d Omm; +3mm; i,Dong’ 201 t?le(ﬁ) quyA’ Céi 1
+6mm cach cua nha san xuat
104 |Chom khép Ch'flt 1:¢u CAOCrMoA hoai: tuong duong. Puong kinh khoang 36mm. C6 t6i thi€u hai i,Dong’ 201 t?le(ﬁ) quyA’ Céi 1
loai dong tdm va léch tam. cach cua nha san xuat
105 |0 chio CNhat liéu hop kim Ti6Al14V phu mét 16p HA hoac twong duong. Co toi thiéu 4 kich i,Dong’ 201 t?le(ﬁ) quyA’ Céi 1
cd cach cua nha san xuat
. Chét liéu hop kim Ti6Al4V hodc twong duong. Pudng kinh khoang 6,5mm. Chiéu Dong goi theo quy .
10.6 |Vit o £ oo o e | Cal 2
dai tu <20 dén > 40mm. cach cua nha san xuat
IV |CAC VAT TU KHAC
Chét liéu biang Cobalt Chrome, thiét ké dang canh tron cho phin xwong 16i ciu sau
11 |Miéne ehép bii xwone 13i ciu va dang canh vudng cho phin du xa xuong dii ddi véi ca khoang trong va khoang | Dong goi theo quy Cai 15
£ ghep & ngoai. P day tir < 5 dén > 15mm cho khoang trong va khoang ngoai hodc 16i cdu | cach cua nha san xudt
phia sau xuong dui.
Chét liéu Titanium Alloy (Ti-6Al-4V) hoic tuong duong, thiét ké dang canh tron Déne o6i theo du
12 |Miéng ghép bu xuong mam chay khuyét cho ca khoang trong va khoang ngoai. D6 day tir < 5 dén > 15mm cho R gng L quy £ Cai 15
. .. cach cua nha san xuat
khoang trong va khoang ngoai.
Chudi ndi dai xwong dui chét lidu Titamium Alloy (Ti-6A1-4V) hodc tuong dwong,
N .. ¢6 thiét ké dang théng gitip ndi dai trong long tiy xuong dui tang d viing cho Dong gobi theo quy .
13 |Chudindi dai xuong dui khop. Chiéu dai tir < 30 dén > 200mm. Chudi kém vit chot bang Titanium giap co | cach cua nha san xuat cai S
dinh chudi véi 16i cu dui.
Chét liéu Titanium Alloy (Ti-6Al-4V) hoic twong duong, ¢6 thiét ké dang hinh Bone 261 theo au
14 |Piu chuyén truc chudi ném. Chidu dai tir < 2 dén > 6mm, két ndi voi chudi ndi dai xuong diti dé chuyén | . o 2 801 TICOAUY 1y 15
O O , cach cua nha san xuat
truc cho chudi noi dai vira vdi long tuy.
Chit lidu Titanium Alloy (Ti-6A1-4V) hodc twong duong, c6 thiét ké dang thing
15 |Chuéi ndi dai xuong chay hodc cong gitip noi dai trong long tuy xwong chay tang d¢ viing cho khép. Chiéu Pong goi theo quy Céi 15

dai tir < 30 dén > 200mm d6i v6i chudi dang thing va tir < 150 dén > 200mm dbi
v6i chudi dang cong.

cach cua nha san xuat
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KHOP HANG BAN PHAN KHONG XI
MANG
1 B0 khAO'p hang Pan phan khong xi miang Bb 130
loai s6 1 bao gom: )
Chom khép ban phén ty dinh tim bao gdm 16p vé bang kim loai va 16p 16t bing Péne ¢6i theo qu
1.1 |Chom ban phan polyethylene cao phan tir va c6 vong nhua dé giit. Kich c& tir < 40 dén > 50mm, , £8 . d ;y Cai 1
M cach nha san xuat
budc tang < 2mm.
A 1A L: TR 2 ; ~ 2 A: 111 X . 15 . Y]
12 |Chom khep Chat liéu kuvn loai hodc tot hon, c6 12/14, kich ¢ toi thiéu gom loai 28mm (+1.5; D(?ng g0} tl{eo quAy Cai 1
+5; +8.5 hoac tuong duong). cach nha san xuat
Chit liéu hop kim Titanium hodc twong duong, phi toan bo chudi bing
N Hydroxyapatite day khoang 155um hozc twong dwong. Thiét ké c6 cac ranh doc va | DPong goi theo quy .
1.3 Chudi khop ., £ , A A qas s A b JOUTRY . . A Cai 1
ngang gitip chong lun, chong xoay. Chicu dai tir < 115 dén > 190mm, gom toi thiu | cach nha san xuat
10 loai.
2 Bo khAO'p hang Pan phan khong xi mang Bb 70
loai so 2 bao gom: *
21 |Chom ban phan L(?p ngoa,1 la{n bang bang Cobalt Chrome, 16p 16t PE Crosslink hodc twong duong. D?ng goT thﬂeo qugy Cai 1
Kich thudce tir < 38 - > 55mm. cach nha san xuat
Cht lidu Cobalt Chrome hodc twong dwong. Kich thuée gdm tdi thiéu cac ¢ , .
. . R Doéng goi theo quy ..
2.2 |Choém khop 22mm (+0mm, +3mm, +6mm, +9mm) va 28mm (-3mm, +Omm, +2,5mm, +5mm, , L £ Cai 1
. cach nha san xuat
+7.5mm, +10mm) véi taper 12/14.
Chudi chét lidu hop kim Ti6Al4V hoic twong duong. Cb con 12/14. Goc cb L
O o . . A s O £ .z . Pong goi theo quy .
2.3 |Chudi khop nghiéng khoang 130 d¢. Chiéu dai chudi tir < 115deén > 160mm. Loai co offset tir < , ., £ Cai 1
A cach nha san xuat
120 dén > 160mm.
3 Bo khAO'p hang Pan phan khong xi mang Bb 60
loai s0 3 bao gom: *
Chét liéu CoCr. Pudng kinh bao gdm céc ¢& tir < 40 dén > 55mm budc ting 1mm. Péne ¢6i theo qu
3.1 |Chom ban phén L&p 16t duge 1am bang Polyethylene. C6 vong khéa chéng trat bing UHMWPE , £8 ., d ;y Céi 1
. cach nha san xuat
hodc tuong duong.
X , Chét liéu CoCr, gém tbi thidu cac ¢& 28mm (-3.5; +0; +3.5); 32mm (-4; + 0; +4; Dong goi theo quy .
3.2 |Chom khp +7); 36mm (-4; + 0; +4; +7) céch nha san xuAt cai !
33 |Cé chusi Loa} .co rof, chat lAle;u hop kim Titanium hodc hgp kim CoCr, xoay vao trong/ra Dc?ng gO} thﬁeo quAy Cai 1
ngoai khoang 8 d¢. cach nha san xuat
34 |Chusi khép (;hum co Arm, chat liéu T'16AVI4V hoac tl.@ng\ du‘ong, bé rA’nat phun Plasn}a. ]?Q rong D(?ng g0} tl{eo quAy Cai 1
tr <27 dén > 35mm budc taing Imm. P day tir < 12 dén > 19mm, bude ting Imm.| cach nha san xuat
Bo khép hang ban phin khong xi
4 0 khop hang ban pha ong xi Bb 20

méing loai s0 9 bao gom:
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Chét liéu bang hop kim Titanium Ti6A14V hogc trong duong. Taper
12/14. Bién d6 xoay khoang 135°, dudng cat xuong khoang 55°. Co —
41  |Chuéi khép rinh chéng xoay ¢ du gin. B& mit viing chiu lyc chinh & dau gdnpha | "R U0 Y cg 1
Plasmamore p-CaP (20% pm calcium phosphate CaP) hoac tuong
duong.
‘ , Chat liéu hop kim CoCrMo hodc twong duong. C6 taper 12/14. Pudn 5 J .
42 |Chém khop atieu A0p AT Lo T ThIo Aot g fuons P & | Donggoitheoquy |y 1
kinh ngoai gom t6i thi€u cac ¢ 22mm, 28mm, 32mm, 36mm, 40mm céch nha san xuat
, , X Chat liéu Polyethylene cao phan tit (UHMWPE). Céc ¢& tir < 40mm Do i th .
4.3 |Chom ban phan £ . Y , y‘ , P £ (A ) - ong go1 theo auy Cai 1
dén > 55mm, c6 vong khoa chong trat. cach nha san xuét
5 B khép hang ban phin khong xi ming Bo 40
loai s6 10 (chudi dai) bao gdm: :
Chom ban phan: mat ngoai bang Cobalt Chrome, 16p 16t PE Crosslink hodc twong Déne o6i theo qu
51 |Chom ban phan duong chéng mai mon di kém véi vong khéa trong chéng tudt chom. Dudng kinh o8 g1 Iheo quy Cai 1
Ti e £ \ . < cach nha san xuat
ngoai tir < 38 dén > 55mm, dudng kinh trong 22mm hodc 28mm.
Chit liéu Cobalt Chrome. Kich thudc gdm tdi thiéu cac ¢& 22mm (+0mm, +3mm, , .
. . i DPong goi theo quy .
5.2 |Chom khop +6mm, +9mm), 28mm (-3mm, +0mm, +2,5mm, +5mm, +7.5mm, +10mm) v&i , . . £ Cai 1
cach nha san xuat
taper 12/14.
Chubi dai khong xi ming: chat liéu Titanium Alloy (Ti-6Al-4V) hodc twong
duong. Dang hinh ném 3 chidu chéng xoay va ¢ tron, phun Titanium Plasma
53 |Chuoi khép nham tOZ‘lI-l th.an., g(?c c?hthanA1.30 R ta}Per, 12/14. Cuoi chu(:)l Vu(?t nhgn tr:a.nh IIU:t gay Dc'mg g()} than quAy Cai 1
xuong dui tai vi tri cudi chudi. Chudi c6 2 dang: dang thang co6 chiéu dai khoang cach nha san xuat
180mm va dang cong c6 chiéu dai khoang 230mm véi tdi thiéu 7 ¢& dwong kinh
déu xa tir < 1 dén > 18mm mdi bén trai, phai.
6 Bé khép hang ban phin khéng xi ming Bb 55
loai s6 11 (chudi dai) bao gdm: .
Chom khép Bipolar. Vo chit liéu hgp kim CoCrMo hodc tuong dwong, 16p 16t chat Déne o6i theo a1
6.1 |Chdém khép Bipolar lidu UHMWPE hoic twong duong. Vong khéa chat liéu thép khong gi. Pudng kinh , £8 ., d ;y Cai 1
R ; cach nha san xuat
tor < 38 dén > 62mm.
Chom khép dudng kinh gdm t6i thiéu hai loai 22 va 28mm. Chét liéu CoCrMo , .
\ . < PN . \ L As R 1. e Dong goi theo quy .
6.2 |Chom khop hodc tuong duong. C6 con loai 12/14. Chom 22 ¢6 toi thi€u 3 cd, chdm 28 ¢o toi , . i Cai 1
5 N cach nha san xuat
thiéu 5 ¢0.
Chudi dai phi HA toan bd. Chét lidu Ti6Al4V hodc tuong dwong. Lép phu bé mat Déne ¢6i theo qu
6.3  |Chudi khop HA. C6 con: 12/ 14. Chiéu dai chudi tir < 170 dén > 215mm. Géc ¢b chudi khoang | o & 801 TE0 AUy Cai 1
A cach nha san xuat
127 d6.
7 B0 khép hang ban phan khong xi mang Bb 70

loai s6 12 (chudi dai) bao gdm:
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’ ' . Chdm khop ban phaf1 tuﬂ d;nl} tdm bao gom 10’1:‘) V(? bfmg kim loa: Vi lopﬂ lot bangr . Péng goi theo quy B
7.1 |Chdém ban phan polyethylene cao phan tir hodc twong duong va c6 vong nhua dé gitr. Str dung véi céch nha san xuat Cai 1
chom xuong duii 28mm. Kich ¢& tir < 40 dén > 58mm, budc ting < 2mm.
72 |Chom khép C’haE .11¢l‘lxh0p k~1m Cobalt:chrom1um-m0lybdenum hoac tuong duong, duong kinh D<?ng goT tl{eo quA’y Cai 1
¢6 01 thi€u 2 ¢ 22mm va 28mm cach nha san xuat
Cb chubi: Chét liéu hop kim Ti6AL4V hodc twrong duong, vo ngoai phu 16p nham
plasma hoic twong duong. Chiéu dai cd chubi tir < 50 dén > 80mm , -
PO N N FORTN . < , N Pong goi theo quy .
7.3 |Chuoi khép Than chudi: Chat liéu hop kim Ti6AL4V hoac twong duong, vo ngoai phu 16p 4ch nha san xuAt Cai 1
nhédm plasma hodc tuong duong. Puong kinh tir < 15 dén > 30mm, budc ting < cac san xu
Imm, chiéu dai than chudi tir < 150 dén > 190mm gf”)m tdi thiéu hai loai.
8 B¢ khép hing ban phan khéng xi ming Bo 30
loai s6 14 (chudi dai) bao gdm: )
, , N CAu tao gdm 2 16p, 16p bén ngoai bang kim loai va 16p bén trong polyethylene cao Dong goi theo quy R
8.1 |Chom bin phan phan tir hodc twong dwong, kich ¢& < 40 dén > 50mm, budc ting < 2 mm céch nha san xuét Hop !
\ , Chom xuong diii chét liéu kim loai, ¢b 12/14, kich ¢4 ti thiéu gdm loai 28mm Dong goi theo quy R
8.2 |Chom khép (+1.5; +5; +8.5) cach nha san xuat | 11OP !
Chubi khép bang hop kim Titanium hodc tuong dwong, chudi phii toan bd bang Péne i theo au
8.3  |Chudi khép Hydroxyapatite hodc trong duong day khoang 155um. Pudng rénh khia. Chiéu dai , £8 . d ;y Hop 1
R A cach nha san xuat
tor < 180 dén > 230mm.
KHOP HANG TOAN PHAN KHONG XI
MANG
9 Bo .kh;J'p hang to.an phan khong:ﬂ mang Bo 180
loai s0 2 (Ceramic on PE) bao gom: :
O cbi chét lieu hop kim Titanium hogc twong duong, dugc phu cac hat kim loai
91 |6 gitp xuong c6 thé phat trién xen k& vao 16p phu. Kich c& hat trung binh trong Pong goi theo quy Cai 1
' khoang tir 200 dén 250 micron. Kich ¢& tir < 44 dén > 58mm, budc ting < 2mm. céch nha san xuét
Dai ngoai bién > 2mm.
i , A [N . . A Ny < A > z = < \ ’ . I
92 |Vitdchi Chat liéu Titanium, chicu dai tir < 25 dén > 35mm, budc tang < Smm, duong kinh Dc'mg g()} than quAy Cai 5
6.5mm. cach nha san xuat
9.3 |Lotdchi Chit liéu Polyethylen lién két chéo khoang 5 megarads hodc trong duong. Dc?ng goi thﬁeo quAry Cai 1
cach nha san xuat
Chit lidu Ceramic, thanh phan gdm khoang 82% aluminium oxide va cac khoang . .
. . £ ) PO o a x . Dong goi theo quy .
9.4 |Chdém khop chat (khoang 17%) d¢ tang d6 cimg. Pudng kinh gom t4i thieu cac loai: 28mm céch nha san xuat Céi 1
(+1.5; +5; +8.5), 32mm (+1;+5;+9).
Chit liéu hop kim Titanium hodc twong duong, phii toan bd chudi bang chit kich Déne ¢6i theo qu
95  |Chudi khop thich lidn xuong day khoang tir 155 dén 200um. Chidu dai tir < 115 dén > 165mm, £8 vy Cai 1

gdm t6i thiéu 10 loai.

cach nha san xuat
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10 B0 khAO’p hang tO‘an phan khong}xn mang Bb 50
loai s0 8 (Ceramic on PE) bao gom: :
101 |Chuoi khep Chat liéu TltaIAnum‘Ahoac }10p %<1m T:tamum hoac twong duong.Phu chat kich thich D(?ng goT than quAy Cai 1
moc xuong mét phan hodc toan phan. cach nha san xuat
e Chit liéu Titanium hodc hop kim Titanium hodc twong duong, phu cac hat kim loai | Déng goi theo quy .
10.2 |O coi - ., R ~ A TP ~ . o A Cai 1
hodc tuong duong giup xuong phat trién xen k&. GOom t6i thiéu 6 c& cach nha san xuat
10.3 |Lot b cdi Chit lidu PE hoic UHMWPE hoic twong dwong, tuong thich v6i chom khép. D(?ng go% than quAy Cai 1
cach nha san xuat
104 |Vité céi Chit lidu Titanium hodc hop kim Titanium hoc twong duong. Pudng kinh trong Doéng goi theo quy Cai 2
' khoang tir 6.5mm dén 7.0mm, chiéu dai tir < 15 dén > 50 mm. céch nha san xuét
10.5 |Chom khop Chit liéu Ceramic. Puong kinh trong khoang tir 28 dén 40mm. C6 con 12/14. Dong gi theo quy Cai 1
cach nha san xuat
B khép hang toan phin khong xi ming N
11 Tz N B 150
loai s0 1 (Ceramic on PE) bao gom: ¢
Chét liéu hop kim Titanium, dwoc phu toan bd béi 16p hop chit Supravit® day
. khoang 200um }10ac tuong duong: C(?ng r}ghej ph}m c%lan:khrong.ﬂo 00} chuyén dr()ng Pong goi theo quy B
111 |Ocoi duoc trong khoang 25 — 50um. C6 cac nut d€ chdn céc 10 vit khong sir dung. Co céch nha san xut Cai 1
khoa an toan cb dinh 16p 16t 6 cbi. Duong kinh ngoai tir < 44 dén > 64mm, budc
tang < 2mm.
112 |Vité céi Chét liéu hop kim Titanium hodc twong duong, vit xuong xdp. Pudng kinh vit Pong goi theo quy Cai 1
' khoang 6.5mm, chidu dai vit tir < 12 dén > 70mm, gdm tbi thiéu 13 c5. céch nha san xuét
Chit liéu XL-UHMWPE hodc tuong duong. Dudng kinh trong 28mm ding dugc
113 Lot céi cho tbi thiéu cac 6 cbi 44 - 64mm; dwong kinh trong 32mm dung dugc cho tdi Dong goi theo quy Cai 1
' thiéu céc 6 cbi 48-64mm; dudng kinh trong 36mm ding duoc cho téi thiéu cac b cach nha san xuét
¢bi 52-64mm. Bao gf”)m tdi thiéu cac loai: tiéu chudn, goc 10 do va goc 20 do.
114 |Chom khop Cha‘t.lleku BI?LQ?( D,eltaNCeramlc hoac tuong duong, co con 12/14, dudong kinh Dc'mg g()} than quAy Cai 1
ngoai gom t0i thi€u cac c¢d 28mm, 32mm, 36mm, 40mm. cach nha san xuat
Chit liéu hop kim Titanium hodc twong duong, phi toan b bai 16p hop chat
Supravit® Zoned day trong khoang tir 175 dén 200pum, céng nghé phun chin
N £ A s . \ o 24 o /A K: 1R ¢ [ U . £s
115 |Chusi khop k}:on‘g. Goc co-than Er.ongv’khoarkg tu‘1.26 C}en 140° (gdm t.OAl th}eu c?c loai E:o ngan, Dc?ng gO} t}{eo quAy Cai 1
c0 dai, +4, +8). Chudi ngan: chiéu dai khoang 100mm, chiéu rong tir < 6 dén > cach nha san xuat
17mm budc ting < 1mm. Chudi dai chidu dai tir 100 dén > 165mm, chiéu rong
than chudi tir < 8 dén > 16mm budc ting < Imm.
12 B0 khép hang toan phan khong xi mang B) 300

loai s0 13 (Ceramic on Ceramic) bao gom:
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Cht liéu hop kim Titanium, dugc phi toan bd bai 16p hop chat Supravit® day
L khoang 200um qhoac tuong duorng’, c<?ng flgh? ph}ln c%lan:kllrong.AO 00} chuyén d’ong Péng géi theo quy B
121 |Ocoi duoc trong khoang 25 — 50pum. Cé cac nat dé chan céc 10 vit khong st dung. Co 4ch nha san xuAt Cai 1
khoa an toan cé dinh 16p 16t & céi. Puong kinh ngoai tir < 44 dén > 64mm, budc cacti mha san xu
tdng < 2mm.
122 Vit cbi Chit liéu hop kim Titanium hodc twong duong, vit xwong xop. Pudong kinh vit Pong goi theo quy Cai 1
' 0o khoang 6.5mm, chidu dai vit tir < 12 dén > 70mm, gdm t5i thiéu 13 4. céch nha san xuit
Chit lisu BIOLOX Delta Ceramic hodc twong dwong. Pudng kinh trong 28mm
ding dugc cho tbi thiéu cac 6 cbi 44 - 46mm, 48 - 50mm); dudng kinh trong
123 |Loté céi 32mm dung duoc cho ti thidu cac 6 cbi 48 - 50mm, 52 - 54mm, 56 - 58mm, 60 - Dong goi theo quy Cai 1
' 64mm; dudng kinh trong 36mm dung dwoc cho tdi thidu cac 6 ¢bi 52 - 54mm, 56 - céch nha san xuét
58mm, 60-64mm; duong kinh trong 40mm ding duge cho tbi thiéu cac 6 cbi 56 -
58mm, 60-64mm.
124 |Chom khop Cha‘t.he:.l BIE)LQ?( Df:lta~Ceram1c hoac tuong duong, c6 con 12/14, duong kinh D?ng goi thﬂeo qugy Cai 1
ngoai gom t0i thicu cac c¢d 28mm, 32mm, 36mm, 40mm. cach nha san xuat
Chit liéu hop kim Titanium hodc twong duong, phi toan b bai 16p hop chit
Supravit® Zoned day trong khoang tir 175 dén 200um, céng nghé phun chén
a1y khong. Goc cd-than trong khoang tir 126° dén 140° (gdm t6i thiéu cac loai cd ngdn, | Dong goi theo quy .
125 |Chudi khop cb dai, +4, +8). Chudi ngn: chidu dai khoang 100mm, chidu rong tir < 6 dén > céch nha san xuit cai !
17mm bude ting < Imm. Chudi dai chiéu dai tir 100 dn > 165mm, chiéu rong
than chudi tir < 8 dén > 16mm budc ting < lmm.
13 Bé khép hang toan phin khéng xi ming Bb 60
loai s6 15 (hai truc linh dong) bao gdm: i
A gl Chit liéu Titanium hodc hop kim Ti6Al14V hodc trong dwong. Kich ¢& tir < 48 dén | Dong goi theo quy .
13.1 |Ocoai . . s £ Cai 1
> 70 mm, budc ting < 2mm. cach nha san xuat
132 |Loté céi C’hat lleu‘l'JIjIMWPEAhoac tuong duong, duong kinh trong khoang 28mm, dudng Dc?ng goi tl{eo quAy Cai 1
kinh ngoai tir < 35 dén > 45mm. cach nha san xuat
o an L&p dém xoay bén ngoai phii Titanium, bé mit bén trong dugc danh bong dé khop Doéng goi theo quy .
133 |Lép dem xoay nbi vai 16t dém Polyethylene, duong kinh trong tir < 35 dén > 45mm. cach nha san xuét Cai !
Chit liéu hogp kim Cobalt-chromium-molybdenum hodc tuong dwong. Gom tdi , .
\ . A Pong goi theo quy .
13.4 |Chom khép thi€u cac ¢d 28mm (-3.5; +0; +3.5); 32mm (-4; + 0; +4; +7); 36mm (-4; + 0; +4; , . . £ Cai 1
+7) cach nha san xuat
Chit lidu hop kim Ti6Al4V hogc twong dwong, khoang 50% than phii plasma hop
kim Titan kich thich moc xuong day khoang 195-255 micron. Do bén kéo >
a1 22MPa, d6 bén cit > 22MPa. C ¢6n 12/14. Chudi hinh ném goc cd nghiéng Doéng goi theo quy .
135 |Chudi khép khoang 132 do. Chidu dai chudi tir < 130 dén > 160mm. Chidu dai doan pha xép tir |  cach nha san xuét Cai !
<55 dén > 75mm. C6 offset tir < 36 dén > 50mm. Chiéu cao ¢b chudi tir < 12 dén
> 15mm. Chiéu dai c6 chui tir < 36 dén > 42mm.
. j A PN . - \ , o [N Ny < 3 7.
136 |Vitd cbi Chat li¢u Ti6Al4V hodc tuong duong. Duong kinh khoang 6.5mm. Chieu dai tir < Dong goi theo quy Cai 5

15 dén > 40mm, budc ting < Smm.

cach nha san xuat




A A PR . . |Donvij|S6lwgng dw
TT Tén vat tw Pac tinh ky thuat Quy cach dong géi| .,  ° X g
: : : tinh kién
14 Bo khép hang toan phin khéng xi ming Bb 50
loai s6 15 (Ceramic on Ceramic) bao gdm: :
141 10 cbi Chat liéu Titanium phu HA, c6 t0i thicu 3 10 bat vit 6 coi. Kich thudc tir < 44 dén D(?ng goT than quAy Cai 1
> 68mm. cach nha san xuat
, , Chit liéu Ceramic Biolox Delta hodc tuong dwong. Gom téi thiéu cac c¢& 28mm (- Dong goi theo quy .
1.2 1Chom khép 3.5; 0; +3.5); 32mm, 36mm va 40mm (-4; 0; +4). céch nha san xuét Céi !
143 |Loté cbi Chat liéu Ceramic Biolox hodc trong duong. Gom t6i thiéu cac ¢d 28mm, 32mm, D(?ng goT than quAy Cai 1
36mm, 40mm. cach nha san xuat
144 |Cé chusi Chaf ligu h(;yp kim Titanium hodc hop kim CoCr, loai ngan xoay vao trong/ra ngoai D?ng goT tl{eo quAy Cai 1
khoang 8 d¢. cach nha san xuat
Chét liéu hop kim Ti6Al4V hodc tuong duong, bé mat phu Plasma. Géc cd
nghiéng khoang 135 d6. D6 rong tir < 27 dén > 35mm budc ting Imm. D6 day tir < , L.
PO £ s A aa: A 1A \ £ Doéng goi theo quy .
14.5 [Chuoi khop 12 dén > 19mm, budc taing Imm. Chiéu dai chudi bén trong tir < 110 dén > céch nha san xuAt Cai 1
155mm; chiéu dai chudi bén ngoai tir < 125 dén > 175mm. Chiéu dai ¢ tir < 32 .
dén > 35mm, bude ting 1mm. Offset cb tir < 37 dén > 44mm, budc ting 1mm.
146 |Vitécbi Chét liéu Titanium, tu Taro. Chidu dai tir < 15 dén > 40mm, bude ting < Smm. Déng gbi theo quy Céi 2
cach nha san xuat
B0 khép hang toan phan khong xi Béne o6i (i
15  |ming loai s6 9 (CoCr on PE) ¢6 one 8o Teo duy Bo 10
. . x cach nha san xuat
Vitamin E bao gom:
Chat liéu bang hop kim Titanium Ti6Al4V hodc tuong duong. Taper
12/14. Bién d¢ xoay khoang 135°, duong cat xuong khoang 55°. Co Béne b th
15.1 |Chuéi khop ranh chong xoay ¢ dau gan. Bé mat vung chiu luyc chinh & dau gan phu szf fﬁ; sé_iox(il?‘: Cai 1
Plasmamore p-CaP (20% pm calcium phosphate CaP) hoac tuong
duong.
Chat liéu hop kim CoCrMo hodc tuong dwong. C6 taper 12/14. Duon 5ng goi .
152 |Chom khép athieu hop kim ©0% rVo hoge fuong duong. &0 tap g | Ponggditheoquy | 1
kinh ngoai gom t6i thi€u cac ¢ 22mm, 28mm, 32mm, 36mm, 40mm cach nha san xuat
Chat liéu hop kim Titanium Ti6Al4V hoic twong dwong, phi plama
153 |0 céi day khoang 0.35 mm véi d6 xop khoang 50% gitp lién xuong. GOm toi | Péng géi theo quy Cai 1
' thiéu cac ¢& tir < 44mm - > 62mm. C6 toi thiéu 3 15 bt vit huéng 11h, cach nha sdn xuat
12h, 13h. Dung duoc cho ca 16t Polyethylen va Ceramic.
Chat liéu bang Polyethylene cao phan tir két hop véi Vitamin E. C6 bd Béne i th
15.4 |Lo6t 0 coi chéng trat phia sau. Lot gin vao 6 cdi bang co ché nén ép cho ca hai, one 8ol Theo uy Cai 1

bén trong 6 coi co thiét ké dang hinh nén va nham.

cach nha san xuat




. P . . . .|Donvi|S0lwgng du
TT Tén vat tw Pac tinh ky thuat Quy cach dong géi| .,  ° X g
: : : tinh kién
e hét liéu hop kim Ti6AI4V hodc t . Chiéu dai tir < 16mm - ong gbi :
155 |Vitd cbi Chat liéu op . 6Al4V hodc tuong duong. Chicu dai tr < 16 D(?ng goi thf?o quy Cai )
> 44mm, budce tang < 4mm. cach nha san xuét
. N Chat liéu hop kim Titanium hodc twong duong. Géc xoay khoang 30 do. Puong Doéng goi theo quy .
16 |Vitda tryc ren doi Kinh tir <5.5 dén > 8.5mm, chidu dai tir < 30 dén > 100mm. cichmhasinxult | % 300
17 |Oc khoa trong ChatAheu hop kim Titanium hodc twong duong. Oc khda trong cé co che khoa xoay D9ng goT tl{eo quA’y Cai 300
90 do. cach nha san xuat
B ) Chat lidu hop kim Titanium hoic tuong duong, loai thing. Pudng kinh khoang Doéng goi theo quy .
18 |Nep doc thang (lung ngyc) 5.5mm. Chiéu dai > 300mm. cach nha san xuét Céi 50




PHU LUC 01E. DANH MUC THIET BI MOI CHAO GIA

(Pinh kém céng van sé6:640/VD-VTTBYT ngay 29 thang 3 ndm 2023)

2 i | SO lwon
TT Tén vat tu Pac tinh ky thuat QL,jy Ca(’:|.”| D(}’n M L 8
‘ ‘ : déng goi | tinh dw Kkién
-Phéi nhan tao c6 tich hop phin loc dong mach
-Luu lwong mau téi da > 6000ml/ phut
Bo tim phdi | -Mang loc Polypropylene hodc twong duong Quy céch
1 nhan tap tich -B0 phéan trao ddi nhiét: chat liéu Polyurethane hodc twong duong d?ng gO} Bo 100
hop phin loc i ) ) cua nha :
d@ng mach -Thé tich binh chtra t61 thi€u 4000ml san Xuét

-Thé tich téi thiéu cta binh du trir dam bao dé chay may tim phoi > 150ml

-Bo day dan bao gém day Silicone, PVC, cac cat ndi va phu kién.




