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Phin I: Vit tu phiu thuat ndi soi khép gbi (17 mit hang)

s A s . - Vat liéu: Micro TCP két hop 96L/4D PLA ty tiéu.
1 Z’h‘;;; fﬁ‘;z 4y | Kich thude: Cac ¢ tir 5.0x 15 ... 11.0 x 35(mm) Cii 30
- Pat tiéu chuan ISO 13485; CE hodc FDA
Vit treo o6 dinh | Vat liéu: Vit neo bé“lng titanium. .
2 |manh ghép g-éln - Kich thudc neo: dudng .kinh 4,5mm, dai 13.5mm, Cai 30
cho o5 - Kich thuéc \f(‘)ng lap dai: 15, 20, 25, 30, 35, 40, 45, 50, 55, 60 (mm)
- Pat tiéu chuan ISO 13485; CE hoac FDA
Co 7 Vit neo bang vat liéu PEEK, kém theo chi siéu bén dai 7lcm.
, R - Buong kinh chi khau trung binh: 0.35-0.41mm .
3 |Vitneo syn chém Ung du%lg: Khéau sun chém ill inside (khau toan bd bén trong) Cai 15
- Pat tiéu chuin ISO 13485; CE hoic FDA
- Thanh treo: Vit liéu bang Titanium.
, , - Kich thude: Chidu rong 3mm, chiéu cao 1.5mm, chiéu dai 1 1mm.
Vit treo manh R \ , A oA 13 s oA 1A A < £ N
.o s - Vong treo manh ghép: Vat li¢u bang chi siéu bén so 5, lyc cang dén 1021N, do .
4 |ghép day chang . Cai 120
didu chinh do dai |30 1-02mm- : s
; - Chi kéo thanh treo: Vat liéu bang chi siéu bén so 2.
- Dat tiéu chuan ISO 13485; CE hoic FDA
Vit treo gom 2 thanh phan:
Vit treo manh - Thanh treo: Vit liéu Titanium, ¢6 2 kich ¢& 14mm va 17mm.
5 |ghép day ching |- Vong treo manh ghép: Vat liéu bang chi siéu bén s6 5, lyc cang dén 958N, do Cai 120
diéu chinh d6 dai |dan 1.8mm.
- Pat tiéu chuin ISO 13485; CE hoic FDA
Pau miii khoan c¢6 duong khac laser xung quanh, cho biét khoang cach an toan
trude khi kich hoat ché do khoan nguoc.
- C6 2 chtic nang:
+ Chirc nang khoan dan duong véi ché d6 khoan dinh hudng.
6 |Mii khoan xuong +'Chl'IC n’a'lng khoan dudng him véi ché do khoan ngugc. Cai 30
- Kich thudc:
+ Chiéu dai truc: 23.5cm
+ Pudng kinh ddu mii khoan: 3.5mm
+ Pudng kinh khoan dudng him: 6.0/6.5/7.0/7.5/8.0/8.5/9.0/9.5/10/11/12mm
- Dat tiéu chuan ISO 13485; CE hoic FDA
- La chi siéu bén, chat liéu UHMW - Polyethylene. Chi dwoc bén va khong tiéu,
Chi khau phiu duqc chi dlnl} ch(: khflu méAmé‘r'n tr?ng phﬁu thuat chin thwong chinh hinh.
7 |thuat khong tiew | C(} 1 Ch1’s1eu' bén sq 2: bo dai ch}: 40 1’nchs‘(101 Fm) L soi 120
a1 - Kich thudc kim: loai kim C-2. duong kinh vong kim 0.5", dau kim dang thon. ’
lién kim , e
- Luc kéo ra toi da 360N.
- Pat tiéu chuan ISO 13485; CE hodc FDA
St dung cat bd mé mém, goc day chang, mang hoat dich, sun chém.
- Ludi bao c6 nhiéu hinh dang du bao khac nhau: ¢6 ring, khong ring
Chiéu dai lam viéc 13cm, duong kinh 3.5mm, 4.2mm, 4.8mm, 5.5mm.
e s , - Ludi bao stir dung voi tay bao khdp c6 2 nit di€u khién va may di€u khién trung .
8 |Ludibaokh6p . ta nang, c6 2 man hinh cam img. Téc do lam vié dao dong tir 500 vong/phat | o | 290
dén 12000 vong/phat. Cé tinh nang khoa cira sé hut, c6 cac ché do khoan mai:
thuén, nghich, dao dong don hudng, dao dong da hudng. Momen x04n 35 in.oz. -
Dat tiéu chuin ISO 13485: CE hoic FDA
- Tong chiéu dai day dan duong vao : 4.9m. Trong do6: chicu dai day dan vé phia
bénh nhan khoang 3.4m, chiéu dai day dan vé phia tdi dich khoang 1.5m
A ax , - Day duogc stir dung voi may bom chuyén dung, may ¢6 man hinh hién thi: Hién thi .
9 |Péy dan nude ap 11.ch bom trong p%lﬁu thué}t/ ndi soi kl}llo‘p hoei;g ti lé}ll)hén trdm (%) trong phau thuét cai 200
noi soi bung. May c6 ctra s6 dé cam bién ap luc bom.
- Pat tiéu chudn I1SO 13485 CE hodc FDA




10

Ludi cit d6t mod

- Thiet ke Z Ioa1r dau co goc cong 50 va 90 do.
- Pau @6t goc cong 90 do:
+ Pudng kinh dau 0.148 in.
+ Puong kinh than 0.148 in.
+ Chiéu dai lam viéc 13 cm.
- Pau @6t goc cong 50 do:
+ Pudng kinh dau dang hinh Oval 0.107 x 0.122 in.
+ Puong kinh than 0.134 in.
+ Chiéu dai lam viéc 13 cm.
- Pat tiédn chnan I1ISO 134KR5- CE hoic FDA

Cai

200

11

Lu6i bao mai
xwong 6 khép

Chiéu dai lam viéc 13cm, duong kinh 3.5mm, 4.0mm, 4.5mm, 5.0mm, 5.5mm,
6.0mm, téc d6 vong quay 16n nhat 12000 vong/phiit.

- Lu®i mai ¢ nhiéu hinh dang dAu mai khac nhau: oval, hinh cfiu,

- Ludi mai str dung véi tay bao khép c6 2 niit diéu khién va may diéu khién trung
tam da nang, c6 2 man hinh cam tng. Tdc do 1am viéc dao dong tir 500 vong/phit
dén 12000 vong/phit. Cé tinh nang khoa cira sé hut, c6 cac ché do khoan mai:
thun, nghich, dao dong don huéng, dao dong da huéng. Momen xoan 35 in.oz.

- Pat tiéu chuan ISO 13485; CE hoic FDA

Cai

30

12

()ng din tro cu
dung trong phau
thuat ndi soi khop

- Buong kinh trong: 5.5, 6.0, 8.0, 8.4mm

- Chiéu dai: 50, 70, 75, 85, 90mm

- Nhiéu hinh dang: Théan tron, Than c6 ren, Than hinh biu

- Hé thdng khoa kép

- Tich hop van diéu khién dong chay

- Két hop khoa luer va dng két ndi 0.25" trén cing mot cong
- Pat tiéu chuin ISO 13485; CE hodc FDA

Cai

30

13

Vit neo ndi soi

- Vat liéu: 96L/4D PLA
- Neo tyr tiéu kiéu ren. Pudng kinh 3.1mm. Kém 1 soi chi siéu bén s6 2.
- Pat tiéu chuén ISO 13485; CE hoic FDA

Cai

10

14

Kim khau chop
xoay

- Vit liéu: Nitinol, mu bang PEEK phu polymer
- Pat tiéu chuan ISO 13485; CE hoic FDA

Cai

30

15

Vit neo khau chép
xoay

- Vit chi neo kiéu ren xoan tu tiéu.

- Vat liéu: 96L/4D PLA, véi 2 soi chi siéu bén sb 2.

- Kich thudc: Puong kinh 5mm, chiéu dai 15.3mm. Pudng kinh 6.5mm, chiéu dai
16.3mm,

- Chiu dugc lyc cang 540N va 440N.

- Pat tiéu chuin ISO 13485: CE hoic FDA

Cai

50

16

Vit chi neo ¢
dinh chop xoay

- Kich thudce: Pau neo co6 duong kinh 2.8mm, neo dugc md rong tdi 5.0mm, kém 2
soi chi siéu bén s6 2.

- Neo cb dinh xoay 360 d6 trong xuong.

- Neo chiu dugc luc cang 602N

- Pat tiéu chuin I1SO 13485; CE hoic FDA

Cai

30

17

Vit neo ¢b dinh
chi khau

- Vat liéu: PEEK. Kich thudc: Puong kinh 4.5mm, chi€u dai neo 1 1mm

- La neo khong cén thét chi. Chi dugc khéa bén trong neo

- Chi dugc khoa vao gitra 2 bd phan truot, tach biét véi bé mat xuong-neo.
- Pat tiéu chuin ISO 13485; CE hoic FDA

Cai

50

Phén II: Vit tw phiu thuit cot sdng (16 mit hang)

Vit cot séng da
truc

- Vat liéu: Hop kim Titanium

- Cong ngh¢ canh ren nguoc

- Vit c6 duong kinh: 4.0 dén 8.5mm, chiéu dai tir 25 - 60mm:

- Khoang cach gitra 2 budc ren 2.82mm

- Goc nghiéng ti da giira mil vit va than vit 1a 28 d¢.

- C6 thé phan biét kich thudc vit bing mau sac

- Pong bo vai nep doc dudng kinh 5.5mm va vit khoa trong ty gdy c6 chiéu dai
ban déu 14 13.13mm

Pat tiéu chuén: ISO 13485, CE hoiac FDA

Cai

300

Nep doc

- Nep doc mém duong kinh 5,5mm:

- Chét liéu hop kim Titanium

- Dai 508mm, trong d6 500mm hinh tru tron va diu 8mm hinh lyc ling dung dé
Xoay nep.

- Nep doc déng bd véi vit da truc/ don tryc va vit khoa trong tu gdy

- Pat tiéu chuin ISO13485. CE hoic FDA

Cai

60




Vit khoa trong

- Vat liéu: hop kim Titanium

- Tu gay khi van du luc.

- Pugc thiét ké canh ren nguoc

- Tong chiéu dai cta vit khoa trong trudc khi bé: 13.13mm

- Khoang cach giira 2 budc ren 1.0 mm

- Chiéu dai ctia phan vit khoa trong sau khi bé: 4.65mm

- Déng bd vai vit da truc/don truc va nep doc duong kinh 5.5mm
- Dat tiéu chun ISO 13485, CE hoic FDA.

Cai

300

Miéng ghép dia
dém nhan tao

—Mieng ghep dia dem cot song [ung dang thang

- Vit liéu: PEEK

- Hinh vién dan 10, c6 ring 2 bén dé chdng truot.

- S6 diém danh déu can quang: 3 diém lam bang Tantalum
- Chiéu dai: 22mm; 26mm

- Chiéu cao tir 6mm; 7mm, 8mm, 9mm;10mm; 1 lmm; 12mm; 13mm, 14mm;
15mm; 16mm

- Chiéu rong: 10mm

- Khoang ghép xuong tur: 0.32 - 1.19cc tuy kich thudc.

- Bong goi trong hop da duogc tiét trung.

- Dat tidn chndn 190 123485 CFE haie EDA

Cai

50

Nep nbi ngang c¢b
dinh ¢t song

- Vit liéu: hop kim Titanium

- C6 thé diéu chinh dwoc goc quay va thay ddi duoc chiéu dai.

- Nep kém theo 2 vit khoa ty gdy dé ¢b dinh vao nep doc dudng kinh 5.5mm
- Chiéu dai tir 28 dén 80mm.

- Tuong thich v6i hé thng nep vit ¢ duong kinh 5.5mm

Dat tiéu chuén: ISO 13485, CE hodc FDA.

Cai

10

Nep dbt séng cd
trude

-Vit liéu: Hop kim Titanium

- Dai tir 19mm dén khoang 30mm.

- Trén nep c6 khoa vit. Xoay 90 do dé khoa vit.

- C6 diém khuyét dé xac dinh diém giita ciia nep. C6 16 rong dé quan sat miéng
ghép/ xuong ghép.

- Chiéu day nep (A-P): 2.5mm

- Chiéu rong: chd rong nhit 17.8mm

- Ban kinh cong doc 184mm, ban kinh cong ngang 25mm

- Cho phép bit véi vit don hudng co gbc nghiéng 12 d6 va vit da hudng co goc
nghiéng 22 do

- Pdng bd v6i vit don hudng/ da hudng tu taro/ ty khoan dudng kinh 4.0mm va
4.5mm

Dat tiéu chuan: ISO 13485, CE hodc FDA.

Cai

10

Nep dbt séng cd
trude

= VAU IITU. TTOP KIIT T TTaIITuIIn

- Dai tir khoang 32.5mm dén 50mm (khoang cach chénh nhau giira cac nep 1a
2,5mm).

- Trén nep c6 khoa vit. Xoay 90 do dé khoa vit.

- C6 diém khuyét dé xac dinh diém giita ciia nep. Pong thoi c6 16 rong dé quan sat
miéng ghép/ xuong ghép.

- Chiéu day nep (A-P): 2.5mm

- Chiéu rong: chd rong nhat 17.8mm

- Ban kinh cong doc 184mm, ban kinh cong ngang 25mm

- Goc nghiéng cta vit don hudng: 12 do

- Goc nghiéng cua vit da hudng toi da: 22 do

- Pong bo véi vit don hudng/ da hudng tu taro/ tu khoan duong kinh 4.0mm va
4.5mm

Dot 414 LaaRe IOM 12405 TNNVA

Cai

20

Nep ddt song cd
trudce

- Vat liéu: Hop kim Titanium

- Dai tir 52.5 dén 72.5mm (khoang cach chénh nhau giita cac nep 1a 2,5mm).

- Trén nep c6 khoa vit. Xoay 90 do dé khoa vit.

- C6 diém khuyét dé xac dinh diém giita ciia nep. Dong thoi c6 16 rong dé quan sat
miéng ghép/ xuong ghép.

- Chiéu day nep (A-P): 2.5mm

- Chiéu rong: chd rong nhat 17.8mm

- Ban kinh cong doc 184mm, ban kinh cong ngang 25mm

- Goc nghiéng cta vit don hudng: 12 do

- Goc nghiéng cua vit da hudng toi da: 22 do

- Pdng bd véi vit don hudng/ da hudng tu taro/ ty khoan dudng kinh 4.0mm va
4.5mm

Dat tiéu chuén: ISO 13485,FDA

Cai




Vit cot séng c6 da
huéng tu khoan

- Vat liéu: Hop kim Titanium

- Vit da huong ty khoan

- Buong kinh 4.0 mm, 4.5mm

- Vit duong kinh 4.0mm: chiéu dai tir 11mm-17mm, budc ting Imm.

- Vit duong kinh 4.5mm: chiéu dai tir 11mm-17mm, budc ting 2mm, dudng kinh
trong 2.9mm, dudng kinh ngoai 4.5mm

- Goc nghiéng ctia vit da hudng: 22 do/-2 d6 1én trén/xudng dudi; 17 do6/4 do tir
trong ra ngoai.

- C6 thé phan biét kich thudc vit bang mau sac (mdi duong kinh 1 mau khac nhau).
- Pong bo véi nep ddt sdng ¢ trude kém khoa mii vit 90 do

Dat tiéu chuan: ISO 13485,-FDA

Cai

200

10

Miéng ghép dia
dém nhan tao
dung trong phau
thuét cot séng cd

- Vit liéu: PEEK OPTIMA

- Hai bé mit c6 ring

- S6 diém danh déu can quang: 3 diém bang vat liéu Titanium
- Chiéu rong: 11mm, 14mm

- Chiéu cao: 4, 5, 6, 7, 8mm

- Chiéu sau: 11mm

-Do udn: 4 do

- Dung tich khoang ghép xuong: 0.12-0.26¢c

- Bong goi trong hop da duogc tiét trung.

- Dat tiéu chuan ISO 13485, CE hoic FDA.

Cai

20

11

Vit da truc rong
nong qua da

- M1 vit vat liéu Colbalt Chrome véi vong vuong mién Titanium

- Than vit vat liéu hop kim Titanium

- Vit rdng nong

- C6 nhiéu loai dudng kinh khac nhau: tir 4.5mm - 8.5mm, budc ting 1mm

- Chiéu dai vit tir 35mm - 55mm tuy vao dudng kinh vit

- Vit di v6i hé thdng rod 4.75

- Pdng bod vdi nep doc qua da dudng kinh 4.75mm va dc khoa trong qua da tu gdy.
Dat tiéu chuan: ISO 13485, CE hoic FDA

Cai

20

12

Oc khoa trong

- Vit liéu: hop kim Titanium

- Khoang cach gitra hai budc ren 0.9mm

- Puong kinh ren 7.863mm

- Chiéu cao sau khi bé mil vit khoa trong 4.85mm

- Chiéu cao ban dau trude khi bé mil vit khoa trong: 10.38mm

- Tu gay khi véan du luc

- Pdng bo voi vit cot sdng nguc/thit lung da truc rdng nong qua da va nep doc qua
da uén sin 4.75mm

Dat tiéu chuén: SO 13485, CE hodc FDA.

Cai

20

13

Nep doc udn san
qua da cot song
nguc lung

- Vat liéu: Cobalt Chrome

- Puong kinh: 4.75 mm

- Ubn san

- Chiéu dai tir 30mm - 90mm véi bude ting Smm

- Pdng bo vdi vit cot sdng nguc/thit lung da truc rong nong qua da va ¢ khoa
trong qua da ty gdy c6 chiéu cao ban ddu 1a 10.38mm, chiéu cao sau khi vin du luc
14 4.85mm (khong tinh phan khuyét cia vit khoa trong)

Dat tiéu chuén: ISO 13485, CE hodc FDA

Cai

10

14

Kim choc do
cudng song

- Vat liéu: Thép khong gi va polymer (nhya y te)

- Kim dugc thiét ké vai 2 dudng kinh: phia miii duong kinh nho va phia sau
duong kinh 16n hon.

- Tay cAm c6 khoa c6 thé théo roi, c6 vach chia trén than dung cu

- Chiéu dai 150mm

- Gom hai phan: phan kim bén ngoai véi duong kinh 4.191mm va nong bén trong
v6i duong kinh 3.175mm

- Dong goi: 1 bo/ hop gdom 01 kim mili vét, 01 kim mii trocar

- Hang dong goi da tiét trung.

Pat tiéu chudn ISO 13485, CE hodc FDA

10




Miéng ghép dia

Nep o trudce lién dia dém

- Hinh dang: Hinh thang, c6 ring 2 phia chong tudt, 2 16 danh cho bét vit ¢ ren
Xuong clmg va ren xuong xp véi vong xoay khoa vit.

- Vat ligu: PEEK

- Kich thudc: 15x12mm va 17x14mm

- Chiéu cao: 5-10mm

- B¢ day: canh sau 2.5mm, canh bén 2.25mm, canh trudc 3.8mm

15 e nghiéng | Do nghiéng khi lzét vit: ‘ Cai 10
i + Dung dung cu dan huéng: Hudng dau-dudi 40 6, Hudng ra ngoai 8 do
+ Khong dung dung cu din hudng: Huéng dau-dudi 27-47 d9, Hudng ra ngoai 1-
10 d6
- B¢ nghiéng Lordosis: 6 6
- S6 diém danh dau can quang: 2 diém bang chat liéu hop kim Titan
- Khoang ghép xuong: 0.31cc - 0.97cc
Dat tiéu chudn: ISO 13485, CE hodc FDA.
- Vit tu khoan
- Vat liéu: hop kim Titanium
- Pugc thiét ké voi hai phan: ren xuwong cimg va ren xuong xop
Vit cdt song ¢ | - Buong kinh 3.5mm va 4.0mm .
16 tuse |- Chidu dai 11mm, 13mm, 15mm cii 20
- Vit 11mm c6 4.24mm phan ren xuong cling
- Vit 13mm va 15mm c6 5.24mm phan ren xuong cing
Pat tiéu chuén: ISO 13485,-CE hoic FDA
Phén III: Vit tu thay thé cAy ghép (4 mit hang)
1.B6 kim choc khoan than song;: size 2,
- kim ¢6 2 ¢& dudng kinh ddu gan 16n (7G) dudng kinh ngoai 4.572mm va dau xa
nho (10G) duong kinh ngoai 3.404mm
- Gom 2 bng trocar dang rdng nong c¢6 vach chia trén than, 01 kim mdi vat , 01 kim
miii kim cuong (c6 mau dé phan biét) , 01 miii khoan than song, 02 dung cu day
- Vit liéu: Thép khong gi va nhua y té
2. Bong nong chiu lyc t6i da 400psi, c6 2 diém can quan kiém soat d6 siu bang vt
lidu Platium va Iridium, dung tich t6i da 1én t&i 5cc
3. Dang xilanh c6 dong ho thé hién 4p lyc qua man hinh LCD, ap lyc bom t6i da
400psi
- C6 02 ché d hién thi 1a psi va atm - Twong thich vé6i tit ca cac hé thong
- Vat liéu: Nhya y té
4. B6 bom ap luc déy xi mang vao kim choc kém bg tron gém:
Bo kitbom xi |- 01 tay tron - 01 than bo tron dung tich 70cc ¢ khéa Luer - 01 pittong ap luc dé
1 | mangthandét |ddy xi ming vao kim choc - 01 phéu dé xi mang vao bé tron - 01 ddy hut chan Bo 70

song co bong

khong - 01 bd két ndi véi khoa Luer trén than bo tron - 01 xy lanh dé hut dung dich
pha vao xi méang thé tich 10ml - 01 kim tiém

5. Xi méng sinh hoc kém dung dich pha gom:

- Bt xi mang: 20g xi mang tiét trung dang bot vai Barium sulphate 30%, Methyl
methacrylate-Styrence-copolymer 68%, Benzonyl peroxide 2%

- Dung dich pha: 9g chit 1ong trong lo v6 trang v&i thanh phan Methyl
methacrylate (mono-mer): 99.1%, N, N-dimethyl-p-toluidine: 0.9%, Hydroquinone
75ppm

- La loai xi mang c¢6 d6 nhdt cao. Co can quang: 30% Barium Sulfate

- Thoi gian lam viéc khoang 8 phut ¢ 22°C - Bao quan dudi 25°C

6.Kim choc dua xi ming vao than dot sdng size 2, dung tich 1cc gdm:

- 01 6ng rdng nong - 01 kim choc day xi ming c6 vach do d6 siu - Que déy c6 2
dudng kinh ddu gén to, va diu xa nho d& di vao cudng sdng - Vat liéu: Thép 304
va nhua.




B6 dung cu bom
xi mang tao hinh

B¢ bom xi ming c6 bong bao gom :

- 02 kim choc do can chit T miii vat size 11G, dai 14.1cm, kim ¢6 2 phan vo ngoai
va nong trong c6 thé thao roi, dudng kinh 4.3mm, loai 1 thi.

- 02 kim choc do tao duong ham chiéu dai khoang 21.8cm, dudng kinh 3.5mm

- 06 kim choc day xi ming vao than d6t song dai 20.3cm, duong kinh 3.5mm,
tuong thich véi kim choc do dudng kinh 4.3mm.

- 02 bong nong than dbt song dai khoang 15mm, 4p suat chiu dugc t6i da khi bom
300 psi, duong kinh t6i da 1a 19mm, ap luc tdi da 400 PSI

- 02 Bom 4p lyc cho bong nong c¢6 tay cam dang chit T, dong hd hién thi ap luc

than dbt séng co |POm bong trén man hinh bang s6, don vi tinh tir 0 dén >30Bar hodc 0 dén >400 Bo 50
bong PSI, dung tichqxi lanh 20ml
- 01 B0 tron d6 xi mang
- Xi mang sinh hoc kém dung dich pha c6 @6 nhét thap. Xi mang co hat can
quang, khéi lwong xi ming 20g thanh phan bao gom Polymethyl methacrylate
69.5%, Benzoyl Peroxide 0.5%, Barium sunfate 30%, dung dich pha 10ml bao
g6m Methyl Methacrylate 99.5%, N-N dimethyl-p-toluidine 0.5%, Hydroquinone
75ppm.
Thoi gian hoat dong trung binh ctia xi mang 15'30s(+ 3 phut) ¢ nhiét do 23°C
Tién chnan: 1ISO 134R5-2016
e o e e R
- Co 16p phu vi 10 Plasmapore nham ¢ phan dau gan
- Thiét ké: Chudi khép nguyén khéi (cé chudi lién than chudi), véi goc c¢b chudi
135° va dudng cit xuong khoang 55°.
- Kich c& chudi khoang tir 8-18, budc tang 1mm
- C6 chudi dau gin chom cé dudng kinh taper 12/14mm
- Chiéu dai ¢6 khoang tir 33-44mm
- Chiéu dai chudi (tinh tir ¢6 chudi dén cudi than chuéi) 145-190mm.
- B& mit ving chiu lyc phu 16p titanium nham day 0.35mm.
- Théan trén ¢6 canh chéng xoay va go ndi doc hai bén than trén hd tro ¢ dinh.
2. Chom khop: - Chét lidu: Cobalt-chromium CoCrMo
Khép hang toan |- Kich c¢&: ¢6 con 12/14. Puong kinh cac ¢& 22.2mm, 28mm; 32mm va 36mm.
phin khéng xi |3.L&p 16t 6 cbi: - Chat liéu: Vitelene nhya polyethelene UHMWPE-XE va
mang phu vitamin E. Bs 70

Plasmapore
(MOP) Viletene
¢ g& chdng trat

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

- Thiét ké 16p 16t c6 bd chdng trét, 16t gén vao 6 cbi bang co ché khoa hinh nén.
- Kich ¢&: C6 tbi thiéu 10 ¢&, pht hop v6i cac chom khép ¢& 22.2, 28, 32, 36
(mm) va 6 cbi ¢& tir 40-70mm.

4. O cbi nhan tao khong xi ming: - Chét liéu: hop kim titanium Ti6Al4V.

- Thiét ké: 6 cbi hinh vom dét phing & phan dinh va c6 cac gai min.

- B& mit phu 16p titanium, 16p phu day khoang 0,35mm.

- B& mit bén trong 6 cbi voi 16p titanium nham.

- Kich ¢&: Gom t6i thiéu cac ¢& tir 40mm - 70mm.

5. Vit 6 ¢bi : - Chét liéu: hop kim titanium Ti6Al4V.

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

- Kich ¢&: Puong kinh ¢& 6.5mm; chiu dai khoang tir 16-68mm, budc ting 4mm
- Pat tiéu chudn chét luong I1SO 13485, CE hoic twrong dwong.




Khép hang ban
phan khong Xi
mang phu
Plasmapore

1. Chuo6i xuong dui - Stem

- Chét liéu: hop kim titanium Ti6AI4V

- C6 16p phi vi 16 Plasmapore nham ¢ phin dau gan

- Thiét ké: Chudi khép nguyén khdi, voi goc cd chudi 135° va dudng cat xuong
khoang 55°.

- Kich ¢& chudi khoang tir 8-18 (twong tng véi chidu rong dau xa than chudi 8-
18mm), bude taing 1mm

- C6 chudi dau gin chom c6 dudng kinh taper 12/14mm

- Chiéu dai ¢6 khoang tir 33-44mm

- Chiéu dai chuéi 145-190mm.

- B& mit ving chiu lyc chinh ¢ dau gan phu 16p titanium nham Plasmapore day
0.35mm

2. Chém khép - Head

- Chét ligu: Cobalt-chromium

- Kich ¢&: ¢6 con 12/14. Pudng kinh cac ¢: 22.2mm; 28mm

3. O ¢bi ludng cyc (Chom khép ban phan) - Cup

- Chét liéu: vo ngoai bang vit liéu thép cdy ghép chuyén dung, 16p 16t bang
polyethylene cao phan tt UHMWPE

- Thiét ké tu dinh tAm véi vong khoa chéng trat.

- Puong kinh trong khoang tir 22.2mm/28mm

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

- Pat tiéu chudn chit luong ISO 13485. CE hoic tuong duone.
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Phin IV: Vit tu loc mau, loc tich huyét twong (5 mit hang)

B0 qua loc trao
do6i huyét trong

The tich mau cta ca bd qué loc: 127 ml (sai s0 £10%)

- Dién tich mang 0,35 m2

- Chat liéu mang loc dang soi rdng lam bang: Polypropylene

- Buong kinh trong cua soi loc (khi wét): 330 pm

- B¢ day thanh sgi loc 150 pum

- Thé tich méau trong qua loc huyét twong 41 ml (sai s6 £10%)
- Téc d6 mau téi thidu 100ml/min

- Téc d6 mau t6i da 400ml/min.

Dat tiéu chuan ISO13485.

80

B0 qua loc mau
lién tuc (1)

- Soi loc lam bang: Acrylonitrile va sodium methallyl sulfonate copolymer
- V6 va dau qua loc 1am bang: Polycarbonate

- Vach dau qua loc 1am bang: Polyurethane

- Ong dén 1am bang: plasticized polyvinyl chloride (PVC)
- Cartridge 1am bang: PETG

- Céch tiét trung bang: EtO (ethylene oxide)

- Thong s hoat dong cuia qua loc

+ TMP tbi da* (mmHg/kPa) 450/60

+ Ap lyc mau t6i da (mmHg/kPa) 500/66,6

+ Thé tich mau: 93 ml (sai s6 + 10 %)

+ Dién tich mang hi¢u dung 0,6 m2

+ Puong kinh trong cua soi loc (khi u6t) 240pum

+ D¢ day thanh soi loc S0pum.

Dat tiéu chuan [SO13485.

20

B0 qua loc mau
lién tuc (2)

- Mang loc: dang s¢i rong lam bang Acrylonitrile va sodium methallyl sulfonate
copolymer

- V6 va dau qua loc 1am bang: Polycarbonate

- Vach déu qua loc 1am bang: Polyurethane

- Ong dén 1am bang: plasticized polyvinyl chloride (PVC)
- Cartridge 1am bang: PETG

- Céch tiét trung bang: EtO (ethylene oxide)

Théng $6 hoat dong cua qua loc

+ TMP tbi da* (mmHg/kPa) 450/60

+ Ap luc mau tbi da (mmHg/kPa) 500/66,6

+ Thé tich mau: 152 ml (sai s6 £ 10 %)

+ Dién tich mang hi¢u dung 0,9m2

+ Dudng kinh trong cua sgi loc (khi uét) 240pm

+ D¢ day thanh soi loc S0pum.

Dat tiéu chuén ISO13485.
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B qua loc mau

Qua loc mau lién tuc c6 gan Heparin kém b day dan cé 3 chirc nang: loai bo
Cytokine, loai bo ndi doc td, loc méau lién tuc (loai bo dich va doc td Uré huyét)
Chat ligu:

- Mang lgc cAu tao 3 16p:

+ Soi rdng lam bang (Acrylonitrile va sodium methallyl sulfonate copolymer): gitip
hap phu cac Cytokine

+ PolyethyleneImine (PEI): hap phu Noi doc to

+ Bé mit soi loc duge gan heparin (khoang 4500+/-1500 IU/m2): giam kha ning
tao huyét khoi & mang

- V6 va dau qua loc 1am bang: Polycarbonate

- Véch dau qua loc 1am bang: Polyurethane

nylon s 5/0

+ Chi : dai 75cm, mau xanh, dudng kinh chi 0.138 mm, d bén nut thit 0.78 kgf
+ Tiét trung EO

+ Tiéu chuén: ISO 13485.

henl_t;é c;);:ﬁngan - Ong dan lam bépg: plasticized polyvinyl chloride (PVC) Bo 60
- Cartridge lam bang: PETG
- Céch tiét trung bang: EtO (ethylene oxide)
- Thong s6 k¥ thuat cta qua loc
+ TMP tbi da* (mmHg/kPa) 450/60
+ Ap lyc mau t6i da (mmHg/kPa) 500/66,6
+ Thé tich mau trong qua loc: 193 ml (sai s6 £10%)
+ Dién tich mang 1,5m2
+ Duong kinh trong cta sgi loc (khi wét) 240pum
+ D¢ day thanh sgi loc 50pum.
Dat tiéu chuén ISO13485.
Puoc dung dé thu thap dich thai trong khi thyc hién CRRT
Puogc trang bi dau nbi female Luer ¢ bén trong tiii va éng 16n (@ 8 mm) dé 1am noi
s dan luu. N
Tai thai 5 lit Chét liéu: PVC, khong c6 DEHP, khong c6 Latex Tui 240
Thé tich: 5L.
Dat tidu chuin 1SO13485.
Phén V: Chi khiu, dung cu khau ndi (26 mit hang)
Chi tiéu nhanh tong hgp da sgi Polyglactin 910 (Glycolide-co lactide) so 2-0 dai
Lo + |90CM. Kim dugc 1am bang thép khong gi SUS 304 (18 —20% Cr, 8-10,5% Ni),
Chi tiéu nhanh s0 |; . o . . . e . N .
2/0 kim tron dau tam gidc, 36MM, 1/2 duong tron, mau trang. Duy tri 50% d0 cing Soi 360
cua chi sau 1 tuan, tiéu hoan toan trong khoang 42 ngay.
Tiéu chuin: ISO 13485,
Chi tiéu tong hop da soi Polyglactin 910 (Glycolide-co lactide) so 4/0:
+ Kim: Kim tron 17MM, 1/2. Kim bang thép khong gi 304 (18-20% Crom), phu
Silicon, duong kinh Kim 0.549 mm, Do sdc cua kim 1 1gf, Kim chiu dugc d udn
1€n t&i 150d96.
Chi tiéu téng hop | + Chi : dai 75cm, mau tim, duong kinh chi 0.214 mm, d¢ bén nat thit 1.86 kgf, Soi 2 000
s0 4/0 dugc bao phu bdi Poly (glycolide-co-lactide)(30/70) va Calcium Stearate ’ '
+ Thoi gian tidu: Duy tri 75% d6 cing clia chi sau 2 tuan, 50% sau 3 tuan, tiéu
hoan toan trong khoang tir 56 — 70 ngay.
+ Tiét trung EO
+ Tiéu chuan: ISO 13485,
Chi Nylon don soi Polyamid 6&66 s6 2-0:
+ Kim: Kim 25MM, 3/8, kim tam giac. Kim bang thép khong gi 304 (18-20%
Chi khéng tiéu Crom),Aphgl Si}ico?, dudflg kinh Kim 0.650 mm, D¢ sic cta kim 11 gf, Kim chiu .
nylon s & 2/0 duoc fi(') 1{9n 1én t&i ?Odo. ‘ , , L, Soi 3.200
+ Chi : dai 75c¢m, mau xanh, duong kinh chi 0.321 mm, d§ bén nut that 2.59 kgf
+ Tiét trung EO
+ Tiéu chuan: ISO 13485,
Chi Nylon don soi Polyamid 6&66 s6 5-0:
+ Kim: Kim 17MM, 3/8, kim tam giac. Kim bang thép khong gi 304 (18-20%
A Crom), phu Silicon, duong kinh Kim 0.597 mm, D¢ sac cua kim 12gf, Kim chiu
Chi khong tiéu 1, ¢ 46 uén len t6i 90do. Soi 800




Chi khong tiéu
nylon s6 3/0

Chi Nylon don sgi Polyamid 6&66 s6 3-0:

+ Kim: Kim 25MM, 3/8, kim tam giac. Kim bang thép khong gi 304 (18-20%
Crom), phu Silicon, duong kinh Kim 0.651 mm, Do sdc cua kim 12gf, Kim chiu
dugc d¢ udn 1én toi 90d0.

+ Chi : dai 75cm, mau xanh, dudng kinh chi 0.236 mm, d bén nut thit 1.92 kgf
+ Tiét trung EO

+ Tiéu chuan: ISO 13485,

Soi

3.000

Chi khong tiéu
nylon s 4/0

Chi Nylon don sgi Polyamid 6&66 s6 4-0:

+ Kim: Kim 19MM, 3/8, kim tam giac. Kim bang thép khong gi 304 (18-20%
Crom), phu Silicon, duong kinh Kim 0.601 mm, Do sdc cua kim 11 gf, Kim chiu
dugc d¢ udn 1én toi 90d0.

+ Chi : dai 75cm, mau xanh, dudng kinh chi 0.169 mm, d bén nut thit 1.28 kgf
+ Tiét trung EO

+ Tiéu chuan: ISO 13485,

Soi

1.000

Chi khong tiéu
nylon sb 6/0

Chi khong tiéu tong hop don sgi Polyamide 6&66 s6 6-0, dai 50cm. Kim duoc lam
bang thép khong gi SUS 304 (18 — 20% Cr, 8-10,5% Ni), kim 13mm, 3/8C duong
tron, kim tam giac, dugc tiét tring bang khi EO. Tiéu chuan ISO 13485,

Soi

240

Chi tiéu tong hop
s6 6/0

Chi tiéu tong hop da soi Polyglactin 910 (Glycolide-co lactide) s6 6-0, dai 70CM.
Kim duoc lam bang thép khong gi SUS 304 (18 — 20% Cr, 8-10,5% Ni), kim tron
13MM, kim 1/2 dudng tron. Duy tri 75% dé cing cta chi sau 2 tudn, 50% sau 3
tudn, tiéu hoan toan trong khoang tir 56 — 70 ngay. Tiéu chudn: ISO 13485,

Soi

360

Chi tiéu tong hop
s6 1

Chi tiéu tong hop da sgi Polyglactin 910 (Glycolide-co lactide) so6 1:

+ Kim: Kim tron 40MM, kim 1/2. Kim bang thép khong gi 304 (18-20% Crom),
phu Silicon, duong kinh Kim 1.099 mm, D§ sdc cua kim 15gf, Kim chiu duoc do
udn 1én t6i 150d9.

+ Chi : dai 90cm, mau tim, dudng kinh chi 0.533 mm, d6 bén nat thit 7.13 kef,
duogc bao phu bdi Poly (glycolide-co-lactide)(30/70) va Calcium Stearate

+ Thoi gian tiéu: Duy tri 75% d6 cang cua chi sau 2 tudn, 50% sau 3 tudn, tiéu
hoan toan trong khoang tir 56 — 70 ngay.

+ Tiét truing EO

+ Tiéu chuan: ISO 13485

Soi

3.000

10

Chi tiéu tong hop
56 2/0

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

+ Kim: Kim tron 26MM, 1/2. Kim bang thép khong gi 304 (18-20% Crom), phu
Silicon, duong kinh Kim 0.751 mm, Do séc cua kim 12gf, Kim chiu dugc do udn
1én t&i 150d0.

+ Chi : dai 75¢m, mau tim, dudng kinh chi 0.33 mm, d6 bén nut thit 4.06 kef,
duogc bao phu bdi Poly (glycolide-co-lactide)(30/70) va Calcium Stearate

+ Thoi gian tiéu: Duy tri 75% d6 cang cua chi sau 2 tudn, 50% sau 3 tudn, tiéu
hoan toan trong khodng tir 56 — 70 ngay.

+ Tiét trung EO

+ Tiéu chuén: ISO 13485.

Soi

4.200

11

Chi tiéu tong hop
56 3/0

Chi tiéu tong hop da soi Polyglactin 910 (Glycolide-co lactide) so 3/0:

+ Kim: Kim tron 26MM, kim 1/2. Kim bang thép khong gi 304 (18-20% Crom),
phu Silicon, dudng kinh Kim 0.75 mm, Do sdc cua kim 13 gf, Kim chiu dugc d6
uén 1én t&i 150d6.

+ Chi : dai 75cm, mau tim, dudng kinh chi 0.27 mm, d6 bén nt thit 2.46 kef,
duoc bao phu boi Poly (glycolide-co-lactide)(30/70) va Calcium Stearate

+ Thoi gian tiéu: Duy tri 75% d6 cang cia chi sau 2 tuf?m, 50% sau 3 tuﬁn, tiéu
hoan toan trong khodng tir 56 — 70 ngay.

+ Ti¢t trung EO

+ Tiéu chuén: ISO 13485.

Soi

2.300

12

Chi tiéu téng hop
s6 4/0

Chi tiéu tong hop da soi Polyglactin 910 (Glycolide-co lactide) s6 5/0:

+ Kim: Kim tron 17MM, 1/2. Kim bang thép khong gi 304 (18-20% Crom), phu
Silicon, duong kinh Kim 0.451 mm, D9 sic cta kim 9gf, Kim chju dugc d6 uén
1€n t6i1 150d96.

+ Chi : dai 75¢m, mau tim, dudng kinh chi 0.153 mm, d6 bén nit that 1.01 kgf,
duogc bao phu bdi Poly (glycolide-co-lactide)(30/70) va Calcium Stearate

+ Thoi gian tiéu: Duy tri 75% d6 cang cta chi sau 2 tui?m, 50% sau 3 tuﬁn, ti€u
hoan toan trong khoang tir 56 — 70 ngay.

+ Tiét trung EO

+ Tiéu chudn: ISO 13485.

Soi

480




13

Chi tong hop
khong tiéu s6 2/0

Chi Polypropylene don sgi so 2-0:

+ Kim: Kim tron 25MM, 2 kim 1/2. Kim bang thép khong gi 304 (18-20% Crom),
phii Silicon, duong kinh Kim 0.599 mm, D sic cua kim 12gf, Kim chiu duoc do
udn 1én t6i 150d6.

+ Chi : dai 90cm, mau xanh, duong kinh chi 0.329 mm, d bén nut thit 2.41 kgf,
dugc cau tao tir cac tinh thé Isotactic dong phan lap thé ciia Polypropylene.

+ Tiét trung EO

+ Tiéu chuan: ISO 13485.

Soi

360

14

Chi tong hop
khong tiéu s6 3/0

Chi Polypropylene don soi s6 3-0:

+ Kim: Kim tron 24MM, 2 kim 1/2. Kim bang thép khong gi 304 (18-20% Crom),
phu Silicon, dudng kinh Kim 0.499 mm, Dd sdc cua kim 13 gf, Kim chiu duogc do
udn 1én t6i 150d0.

+ Chi : dai 90cm, mau xanh, duong kinh chi 0.235 mm, d6 bén nit that 1.68 kgf,
dugc ciu tao tir cac tinh thé Isotactic ddng phén 1ap thé ciia Polypropylene.

+ Tiét trung EO

+ Tiéu chuan: ISO 13485.

Soi

360

15

Chi tong hop
khong tiéu sb 4/0

Chi Polypropylene don sgi so 4-0:

+ Kim: Kim tron 22MM, 2 kim 3/8. Kim bang thép khong gi 304 (18-20% Crom),
phu Silicon, duong kinh Kim 0.55 mm, Do sdc cta kim 11 gf, Kim chiu duoc d6
udn 1én toi 150d9.

+ Chi : dai 90cm, mau xanh, dudng kinh chi 0.192 mm, do bén nut that 1.26 kef,
duoc cau tao tir cac tinh thé Isotactic dong phan lap thé ciia Polypropylene.

+ Tiét trung EO

+ Tiéu chuan: ISO 13485,

Soi

360

16

Chi tong hop
khong tiéu s6 5/0

Chi Polypropylene don sgi s6 5-0:

+ Kim: Kim tron 17MM, 2 kim 1/2. Kim bang thép khong gi 304 (18-20% Crom),
phu Silicon, dudng kinh Kim 0.5 mm, Bd sdc cua kim 12gf, Kim chiu dugc do udn
1én t&i 150d0.

+ Chi : dai 90cm, mau xanh, duong kinh chi 0.138 mm, d6 bén nit that 0.86 kgf,
dugc ciu tao tir cac tinh thé Isotactic ddng phén 1ap thé ciia Polypropylene.

+ Tiét trung EO

+ Tiéu chuan: ISO 13485.

Soi

240

17

Chi tong hop
khong tiéu sb 6/0

Chi Polypropylene don sgi so 6-0:

+ Kim: Kim tron 13MM, 2 kim 1/2. Kim bang thép khong gi 304 (18-20% Crom),
phu Silicon, duong kinh Kim 0.398 mm, D§ sdc cua kim 7¢gf, Kim chiu dugc do
udn 1én téi 150d6.

+ Chi : dai 60cm, mau xanh, dudng kinh chi 0.093 mm, d¢ bén nut that 0.31 kgf,
duoc cau tao tir cac tinh thé Isotactic ddng phan lap thé ciia Polypropylene.

+ Tiét truing EO

+ Tiéu chuan: ISO 13485.

Soi

240

18

Chi tong hop
khong tiéu s6 7/0

Chi Polypropylene don soi s6 7-0, duoc cau tao tir cac tinh thé Isotactic
Polypropylene dai 75cm. Kim dugc lam bang thép khong gi SUS 304 (18 — 20%
Cr, 8-10,5% Ni), Kim tron 10MM, 2 kim 3/8 duong tron. Tiéu chuén: 1SO 13485.

Soi

120

19

Dung cu cat tri 3
hang ghim st
dung mot lan

Dung cu cit tri Longo st dung mét lan 3 hang ghim c& 34 va 36 duong kinh ngoai
twong tng cac ¢d: 33.5mm, 35.0mm dudng kinh sau khi cit twong tmg cac ¢ la:
23.1mm, 24.8mm, chiéu cao ghim tuong ng cac ¢d: 3.8mm, 4.3mm, chiéu rong
ghim tuong tmg: 3.8mm, 3.9mm, s6 lugng ghim 48, ghim bam chét liéu titan.
Tiéu chuan chit lugng: 1SO 13485.

Cai

50

20

Dung cu khau ndi
tu dong tron 3
hang ghim céc c&

Dung cy khau noi tron 3 hang, cac ¢d tr 25mm-32mm, dudng kinh ngoai twong
ung céc cd: 25.1mm ; 26.1mm; 29.6mm; 31.0mm; 32.1mm, dudng kinh sau ct
tuong tng cac ¢d: 16.4mm; 17mm; 20.3mm; 2 lmm; 22mm, chiéu cao ghim tu: 4.4
- 4.9mm, sb luvong ghim twong tng cac c¢d: 33;33;36;36;42 ghim, chiéu rong ghim
tuong Ung cac ¢d: 3.7mm: 3.4mm; 3.8mm; 3.8mm; 3.9mm; 3.9mm; 3.9mm, chiéu
cao ghim dong 2mm, hang ghim bam ngoai thdp hon ghim b4m bén trong 0.2mm,
tiéu chuan ISO 13485.

Cai

40

21

Dung cu khau cat
ndi dung cho mo
mo

Dung cu cit khau dung cho méb mo loai 80mm chiéu cao ghim dép 3.8 mm, $6
lwong ghim: 84 ghim. Khong di kém ludi dao, Ghim bam bing TA3 theo tiéu
chuén GB/T13810-2007, cac bo phan st dung ABS hodc polycarbonate, Tiéu
chuan ISO 13485.

Cai

15




Bing ghim cét

Bing ghim cét khau dung cho md mé loai 80mm chiéu cao ghim dap 3.8 mm, sO
luong ghim: 84 ghim. Ghim bdm bang TA3 theo tiéu chuan GB/T13810-2007.

- Hing s6 A 118,0

- Dai cong sudt 0D dén +32D.

- Kém cartidge + injector ding mot 1an hodc twrong duong
Tiéu chuén chit lugng ISO 13485

22 | khau dxun% cho Ludi di kém trong mdi bing ghim, cac b phan st dung ABS hoic polycarbonate; cai S0
MOMO ITiéu chun ISO 13485.
Dung cu phau thuat ding cho mo ndi soi loai gap goc dai 377mm, dung cho céc
Dung cu phdu |loai bang ghim: 30mm, 45mm, 60mm. Dau khép ndi c6 thé quay goc 90° tir trai
23 | thuat ding cho |sang phai va xoay 360°. Ghim dugc lam bang chat liéu titanium nguyén chit theo Cai 20
md ndi soi tiéu chuan ISO 5832-2:1999 (tay cam lam bang chat liéu ABS, gia ¢6 nylon hodc
Makrolon) Tiéu chuan: ISO 13485.
Bing ghim cat khau dung cho phau thuat ndi soi gap goc dung cho mé mong/mach
Bing ghim cit  |méu loai 30mm, 45mm, chiéu dai dudng cit: 25mm, 40mm, chiéu cao ghim tir
24 | khau ndi soi mo |trong ra ngoai: 2.0/2.5/3.0; Ghim dwoc 1am bang chit ligu titanium nguyén chat Cai 24
moéng/mach mau |theo tiéu chudn ISO 5832-2:1999 (E), Ghim c6 kha ning chiu ap lyc cta chi khau
16n hon 3.6x 103Pa, tiéu chuan chét lugng: ISO 13485.
Bing ghim cat khau ding cho phau thuat noi soi gap goc dung cho mé trung binh
Bing ghim cit  |va day loai 45mm, 3 hang ghim: 3.0mm/3.5mm/ 4.0mm, mau tim, chiéu dai duong
25 | khau ndi soi mo |cit 1a 40mm. Ghim dugc 1am bang chét lidu titanium nguyén chat theo tiéu chuin Cai 30
trung binh va day |ISO 5832-2:1999 (E), Ghim c6 kha nang chiu ap luc cta chi khau 16n hon 3.6x
103Pa, tiéu chuin chét luong: 1SO 13485.
Bing ghim cat khau dung cho phau thuat ndi soi gap goc dung cho m trung binh
Bing ghim cit |va day loai 60mm, 3 hang ghim: 3.0mm/3.5mm/ 4.0mm, mau tim, chiéu dai duong
26 | khau ndisoi mo |cat 1a 55mm. Ghim dugc lam bang chét liéu titanium nguyén chét theo tiéu chuan Cai 100
trung binh va day |ISO 5832-2:1999 (E), Ghim c6 kha nang chiu ap luc cta chi khau 16n hon 3.6x
103Pa, tiéu chuan cht lugng: ISO 13485.
Phén VI: Thiiy tinh thé nhén tao, vat tw hd trg' mit (13 mit hang)
- Thuy tinh thé mém 1 manh, cai dit san, mau vang ty nhién Chromophore, chat
liéu Acrylic Hydrophobic;
- Optic thiét ké phi cau;
- Loc anh sang xanh (UY) va tia cuc tim (UV);
Thuy tinh thé - Puong kinh optic 6.0 mm, chiéu dai thiy tinh thé 13.0 mm;
nhén tao mém, - Optic thiét ké ria vuong 360 d9;
mot manh, don - Cang chir C, goc cang 0 do;
1 |tiéu cy, khong - Chi s6 khuc xa: 1.524; Cai 300
ngam nudc, loc - Do sau tién phong ACD: 5.28 mm;
UV, loc anh sang |- Chi s6 ABBE: 47; - Hang s6 A: 118.4;
xanh - Chi s6 cau sai (SA) ctia Optic 1a: -0.20pum;
- Dai cong suét tir + 0.0D dén + 35.0D (ting 0.5 Diop);
- Pong goi tiét trang bang khi EO;
- Thuy tinh thé dugc cai dat sdn trong injector lién cartridge, qua vét mé 2.2 mm.
Tiéu chuan chit lugng ISO 13485:2016.
Thiy tinh thé mém don tiéu mot manh; chat liéu Acrylic ngdm nudc 25% vai bé
mat khong ngdm nudc; Kinh dang phi cau
- Kinh Igc tia UV; trong sudt. Chi sb khiic xa 1,46
- Kinh dat qua vét mb nho <2.2 mm;
, [Thuy tinh thé - Dutmg kinh optic <6mm; chiéu dai >11mm theo dang dia véi 4 diém tya c6 bo Céi 200
nhan tao vuong chong duc bao sau 360 d; Goc haptic 0 do.




Thuy tinh thé

nhan tao mém,

don tiéu cu, phi
cau, khong ngam
nudc, 2 cang, loc
tia UV

- Thuy tinh thé nhan tao mém, don tiéu cu, 1 manh,

- Chat liéu ving quang hoc: Hydrophobic Acrylic (nhan kho, khéng ngam nuéc)
- Khong nhudm vang, loc tia cuc tim (UV); Optic thiét ké phi cAu can bang

- Chi s6 khuic xa: 1.548

- Pic diém cang: 2 cang

- Chiéu dai thuy tinh thé: 13mm, duong kinh viing quang hoc: 6,0mm

- Dai cong suat dap tmg: tir +6,0 D dén +30,0 D

- Kich thugc vét mo: 2.2mm

- Thuy tinh thé 1ap sin trong sting (injector) dang xoay.

- Thiét ké optic: bo canh vudng chong duc bao sau thir phat. Chat liéu Optic khong
gay hién tuong Glistening.

- Cang chit C cai tién, bé mit cang tao nham chdng dinh vao optic

- Héng sb A: 118,9;

- Hiéu chinh quang sai cau: -0,16pm;

- Bong goi vo trung

Tiéu chuan chit lugng ISO 13485:2016

Tnan thi tiéu chudn 1ISO 11979

Cai

600

Dich nhdy ding
trong phiu thuat
Phaco 2.0%

Thanh phan:

- Dich nhiy phau thuat Hydroxypropyl Methylcellulose

- Nong do: 2% w/v

- B6 nhét 5250-8750 mPas

-pH=6.8-76

- Dich nhay dugc dong goi sin trong xi lanh (PFS) 2.0ml
- Kim hoi chuyén dung kich thudc 23G

Tiéu chuén chit lugng ISO 13485:2016

Lo, Ong

500

Dich nhdy ding
trong phau thuat
Phaco 1.8%

Thanh phan:

Sodium Hyaluronate Ophthalmic Solution 1.8%
Trong luong phén tir cao (> 2.8 tri¢u Dalton)

Do nhét cao (100.000-150.000 m.pas ¢ 25 o C)
Do pH tir 6.0-7.8.

Tiéu chuin chit luong ISO 13485:2016

Lo, Ong

50

Thude nhuém bao

Thanh phan:

Trypan Blue Ophthalmic Solution 0.06%
b6 pH tir 6.8-7.4

Tiéu chuin chit luong ISO 13485:2016

Lo, Ong

250

Miéng dan mi c&
to

Dung cho phau thuat nhan khoa, Quy cach: 50 miéng/ hop
Kich thugc:10x12cm.
Tiéu chuén chit lugng: ISO 13485:2016

Miéng

1500

Miéng dan mi c&
nho

Dung cho phau thuat nhan khoa, Quy cach: 100 miéng/ hop
Kich thudc: 6cmx7cm
Tiéu chuén chit lugng: ISO 13485:2016

Miéng

500

Dao phiu thuat
15 do

+ Dao dugc trang bi nép day an toan.

+ Vit liéu chinh: Tay cam: Polycarbonate; Ludi dao: Thép khong gi. Nép:
Polycarbonate.

- Cong nghé mai hai mat vat, dao thang.

- Ludi dao siéu mong lam giam dang ké Iuc xuyén thiu va gop phan tai tao biéu bi
- Bé mit min nhu satin cho hiéu ung chéng choi

- Do séc nét tot. Do sic bén cao

- Vét rach dam ban dau: Vat kép 15°, thing 1.00 mm

Tiéu chuan chit lugng ISO 13485:2016.

Cai

500

10

Dao md Phaco

+ Dao dugc trang bi nép day an toan.

+ Vit liéu chinh: Tay cam: Polycarbonate; Ludi dao: Thép khong gi. Nép:
Polycarbonate.

- Cong ngh¢ mai hai mat vat, gap goc.

- Ludi dao siéu mong lam giam dang ké Iuc xuyén thiu va gop phan tai tao biéu bi.
- Bé mit min nhu satin cho hiéu ung chéng choi. Do sic nét tot.

- D6i voi dao 2.2mm: Vit kép, goc canh: 2.20 mm. Chi bao do sau 1.50 va 1.75
mm ddm bao 13n ¢6 kiém soat.

- béi véi dao 2.75mm: Vat kép, goc canh: 2.75 mm. Chi bao d6 sau 1.50 va 1.75
mm, 2.00 mm dam béo lin c6 kiém soat.

Tiéu chuan chit lugng ISO 13485:2016.

Cai

500




Chat liéu ludi dao lam bang thep khong gi. Dung dé tao duong ham trong phau

11 |Dao lang mong  |thuat phac, tao vat trong phau thuat mé mong. Cai 150
Tiéu chuan ISO 13485:2016
12 Chi phiu thuat |Chi khﬁu7m€'1t so1 don Polypropylene cac cd. Soi 480
nhéan khoa cac c& |Tiéu chuan ISO 13485 j
Vong cang bao cho phép mo rong va on dinh tui nang dé tao diéu kién cho viéc
cy thay tinh thé (IOL) an toan va duy tri sy tip trung.
13 |Vong cén bao Dubng kinh: 13/12mm Soi 24

Puong kinh nén: 11/10mm
Tiét tring bang khi EO
Tiéu chuén ISO 13485
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