Phu luc 1

(Kém theo céng van so: CV/BVDK ngay  thang 4 nam 2024) cua
Bénh vién da khoa tinh Bic Kan

STT Tén hang hoa Thong s6 k§ thuat Pon vi tinh | S8 lwgng Tiéu chuin
San pham dugc 1am tir 2 16p vai khong dét hut nude bén ngoai, va 1 16p dém béng ty nhién tinh ché (100% cotton) & gita.
Khong c6 doc t6, khong chira chit gy di ing, khong c6 tinh bot, khong c6 xo mun hoa tan trong nuée va dich phu tang.
Bong gac dip vét thuong 6 x | Tdc d6 hut nude =< 5 gidy. Chat tan trong nudc <0.5%. D pH: trung tinh. D6 dm: 5 - 6.5%. Mudi kim loai: khéng qua ham 2
1 O , . L1, N . Miéng 2000 1ISO
15cm vo trung lugng cho phép. Ham lugng chat béo: khong vuot qua 0,5%
- Tiét tring bang khi EO.Gas hodc twong dwong;
Bong y t& thAm nudc 100% bdng xo thién nhién. Bong tring, khong mui, mém min, dai, khong bi toi va c6 d6 thAm hut rat
N £k . cao. Bong dang dai, dugc cudn thanh cuén chic, dap ing yéu ciu cta ngudi sir dung. Khong doc té va khong gy di u'ng, .
2 Bong y (€ tham nuée khong c6 tinh bot, khong c¢6 xo mun hoa tan trong nuéce va dich phi tang. Téc do huat nuée =< 5 gidy. Do acid va do kidm: Cudn 315 IS0
Trung tinh; Ham lugng chét béo: < 0.5%. Céc chit tan trong nudc:< 0,5%; Do a dm: <8%; [
g | Bongyekhéng thimnude kg |y oo oa i tir 100% bong xo tu nhién, khong loai b di 16p md, khong hiit muéc kg 3 IS0
(bong m& vang)
Gac dugc san xudt tir vai khong dét thAm hut nhanh. Vai dang ludi c6 16, mém, min, c6 mau tring ddng nhit. Khong c6 hoa
chét tiy tring, khong c6 doc t6. Khong chira chat gy di tmg, khong c6 tinh bot, khong ¢ xo mun hoa tan trong nudc va . .
Gac phiu thuat khong dét 7,5cm |dich phu tang. Tc d6 hut nude < 5 gidy. DO ngdm nude > Sgr nude/lgr gac. P dm: 5-6.5%. Ham lugng chit béo: khong s IS0 9091'20_15’ 'SQ
4 A . R j Mieng 31300 13485:2016; FDA,
x 7,5cm x 8 16p vo trung vuot qua 0,5{%. D6 pH: trung tinh. CE GMP
Tiét trang bang khi EO.Gas hoic twong duong '
-Pat tidu chuin ISO 9001:2015; ISO 13485:2016; Chimg nhan dang ky FDA Hoa Ky; CE, GMP hojc trong dwong
Pugc san xudt tir gac hut nude (100% cotton) mau tréng, khong bui bén, soi la, khéng c6 xo mun hoa tan trong dich phu
tang. D6 ngdm nudc: > 5 gam nudc/1g gac
- Trong luong gac: > 23g/m2
- Ty 1€ s¢i: ngang > 18 s¢i ; doc > 26 soi
- Téc 6 hiit nude < 5s
5 Gac Phéu thuat 5 x S5cm x 8 16p |- D9 acid bazo: trung tinh cai 6100 1ISO
- Chét tan trong ether: < 0,5%
- Do 4m: < 8%
- Kich thudc: 5cm x Sem x 8 16p
- Tiét tring bang khi E.O hoic tuong duong
San pham dugc dét tir soi 100% cotton 6 dd tham hut cao, khong cé doc t6. Mat dd 20x14 soi/ inch. Hai dau cudn bing
bang, khéng léch, khong xo. Khong chira chét gay di tng, khong c6 tinh bot hodc Dextrin, khong c6 xo min hoa tan trong g
s , X aans o _ A A . . £ o o/ TA 1SO 9001:2015; 1SO
6 Baing cuon Scm x Sm nudc va dich phu tang. Toc d¢ hut nude =< 5 giay. P ngdm nudc: 12,3gr nude/1gr gac. Chat tan trong nudc: 0,105%. Do cudn 240 13485:2016: FDA:

4m: 4,62%. Tro sulfate: 0,05% D6 pH: trung tinh. Mubi kim loai: khéng phat hién. Ham lugng chét béo: 0,032%. D tring:
84.3%. C6 kiém nghiém cia trung tim kiém nghiém. Dat tiéu chudn ISO 9001:2015; ISO 13485:2016; Chimg nhan dang ky
FDA Hoa Ky; CE, GMP hoac tuong duong

CE, GMP
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San phém duoc dét tir soi 100% cotton c6 do thdm hat cao, khong c6 doc t6. Mat d6 20x14 soi/ inch. Hai diu cudn bang
bang, khong léch, khong xo. Khong chita chit gy di ing, khong c6 tinh bot hodc Dextrin, khong c6 xo mun hoa tan trong . .
s i L anns . - PN . . £ . - 1SO 9001:2015; ISO
7 Biing cuon 10cm x 5m nuoce va dich phu tang. Toc d¢ hut nude =< 5 giay. D()flg%im nlr(.yc: 12,3gr nuo(f/ 1gr gac. Chat tan trong nuée: 0,105%. Po cudn 6750 13485:2016; FDA:
’ am: 4,62%. TFO sulfate: 0,05% D¢ pH: trqng tinh. Muo6i kim loai: kh(")ng phat hién. Ham luqng chat béo: 0,03?%. fo) trang: ’ CE GMP
84.3%. Co kiem nghiém cua trung tdm kiem nghiém. Puoc dong goi bang 2 16p, mot 16p bang PE, mét 1op bang giay. '
- Pat tiéu chudn ISO 9001:2015; ISO 13485:2016; Chung nhéan dang ky FDA Hoa Ky; CE, GMP
8 Bang dinh lya Kich thude 5cmx 5m. Nén bang lua, s6 sgi 44 x 18/cm2, chit keo bam dinh tét Cufn 8284 ISO
Gac duoc dét tir soi 100% cotton c6 dd thAm hit cao. Mat do: 20x18 soi/ inch. Trong luong 25-27 g/m2. Téy tréng béng
oxy gia, khong co doc t6, dd dwoc gidt sach. Khong chira chit gay di ing, khong c6 tinh bot hodc Dextrin, khong co xo mun . .
x A \ o x , JOP . n P . . z . 1SO 9001:2015; ISO
9 Gac meche phau thudt 3,5cm x  [hoa tan trong nude va dich phu tang. Toc d¢ hut nude =< 5 gidy. Dg ngdm nuge: 12,3gr nuqc/ lgr gac. Chat tan trong nudgc: Miéng 1480 13485:2016: EDA:
75cm x 8 16p 0,105%. Do érpz 4,62%. Tro sulfqate: 0,05% D9 pH: trung tin%l. Muodi kim loai: khong phat hién. Ham lugng chat béo: CE GMP '
0,032%. B¢ trang: 84.3%. Co kiem nghiém cua trung tdm kiém nghiém. '
- Pat tiéu chudn ISO 9001:2015; ISO 13485:2016; Chung nhéan dang ky FDA Hoa Ky; CE, GMP hoac tuong duong
Gac duoc dét tir soi 100% cotton ¢6 dd thAm hat cao. Mat do: 20x18 soi/ inch. Trong luong 25-27 g/m2. Téy tréng béng
oxy gia, khong c6 doc t6, dd duoc gidt sach. Khong chira chit gay di ing, khong c6 tinh bot hodc Dextrin, khong co xo mun . .
x ae A | g 5 I . A A . . A , 1SO 9001:2015; ISO
10 Gac phau thuat 6 bung 30cm x  |hoa tan trong nude va dich phu tang. Toc d¢ hut nude =< 5 gidy. Dg ngdm nude: 12,3gr nuqc/ lgr gac. Chat tan trong nudgc: Miéng 12740 13485:2016: EDA:
40cm x 8 16p 0,105%. Do érpz 4,62%. Tro sulfqate: 0,05% DJ pH: trung tin%l. Muodi kim loai: khong phat hién. Ham lugng chat béo: CE GMP '
0,032%. B¢ trang: 84.3%. Co kiem nghiém cua trung tdm kiém nghiém. '
- Pat tiéu chudn ISO 9001:2015; ISO 13485:2016; Chung nhéan dang ky FDA Hoa Ky; CE, GMP hoac tuong duong
Gac duoc dét tir soi 100% cotton ¢6 do thAm hat cao. Mat do: 20x18 soi/ inch. Trong luong 25-27 g/m2. Téy tréng béng
oxy gia, khong co doc t6, dd duoc gidt sach. Khong chira chit gy di ing, khong c6 tinh bot hodc Dextrin, khong co xo mun . .
x A \ s ., £ aan, . ia . . . . £ . 1SO 9001:2015; ISO
1 Gac phau thuat 10cm x 10cm x  |hoa tan trong nuoe va dich phu tang. Toc d¢ hut nude =< 5 gidy. Df-) ngam nude: 12,3gr nude/1gr gac. Chat tan trong nudgc: Miéng 268390 13485:2016: EDA:
12 l6p 0,105%. Do ﬁrp: 4,62%. Tro sulfqate: 0,05% D9 pH: trung tin%l. Muodi kim loai: khong phat hi¢n. Ham lugng chat béo: CE Gl</|P '
0,032%. B¢ trang: 84.3%. Co kiem nghiém cua trung tdm kiém nghiém. '
- Pat tiéu chudn ISO 9001:2015; ISO 13485:2016; Chung nhéan dang ky FDA Hoa Ky; CE, GMP hoac tuong duong
San phfim dugc lam tir sgi cotton se tron hodc polyester Kkét hop v6i sgi cao su tu nhién. Soi manh, mém, dan hdi tét. Dung
dé ¢ dinh cac khép xwong, bong gan....
* D6 bén kéo theo chiéu dai cudn: > 400 N
Baing thun y € 3 méc 10cm x » b dan dai tg;i théri diém Iuc 16n nhét: 2~400% ) i i 1SO 9001:2015; ISO
12 55m . Béng~ mau trang dén trang nga, khong lan cac soi khac va cac tap chat ciing, vai mém min, c6 d¢ dan hoi cao. Bang thoang Cun 1044 13485:2016; FDA;
' mat, dé chiu. CE, GMP
« Khéng co doc t6, khong chira chét gay di img.
« C6 moc cai bing nhom hodc thép khong ghi dé cb dinh bing,
Pat tiéu chuin ISO 9001:2015; ISO 13485:2016; Ching nhéan ding ky FDA Hoa Ky; CE, GMP
Gac duge dét tir soi 100% cotton ¢6 dd thAm hit cao. Mat do: 20x18 sgi/ inch. Trong luong 25-27 g/m2. Téy tréng béng
oxy gia, khong c6 doc t6, dd duoc giit sach. Khong chira chit gay di ung, khong c6 tinh bdt hodc Dextrin, khéng cé xo muin . .
. hoa tan trong nude va dich phu tang. Téc d6 hiit nudc =< 5 gidy. D6 ngam nude: 12,3gr nude/lgr gac. Chét tan trong nude: . IS0 9001:2015; 1SO
13 Gac mét kho 0,8 : y j s ’ ’ Mét 1000 13485:2016; FDA;

0,105%. D6 4m: 4,62%. Tro sulfate: 0,05% Do pH: trung tinh. Mudi kim loai: khéng phat hién. Ham luong chét béo:
0,032%. Do tring: 84.3%. C6 kiém nghi¢m ciia trung tam kiém nghi¢m.
- Pat tiéu chun ISO 9001:2015; ISO 13485:2016; Chung nhan ding ky FDA Hoa Ky; CE, GMP hoic tuong duong.

CE, GMP
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Hinh ciu, Bong hut dugc boc kin bai mot 16p gac y té tao thanh ciu bong, dudng kinh 45mm duge khoa giit bing mot day
+Téc d6 hiit nuée =< 5 gidy. Do ngdm nude: 12,3gr nuée/1gr gac. Chét tan trong nude: 0,105%. Do am: 4,62%. Tro sulfate:
. 0/ DA Ll . X s LA SR 5 A1z, 0/ TVA 4 e o £ 1R A ’
14 Gac ciu san khoa Fi45 0105 % Do E)H t.rimg tln.hA. Muoi kim loai: khong phat hi¢n. Ham lugng chat béo: 0,032%. D¢ trang: 84.3%. C6 kiém nghiém Miéng 600 1SO
cua trung tam kiém nghiém.
* Kich thudc: Fi 45, vo trung.
Bing dan héi ty dinh ding dé ¢b dinh hodc bang ép
- Chét liéu: Cao su thién nhién: 50 - 65%, vai polyester: 10 - 20%, vai polyurethane co gidn: 10 - 20%, chét két dinh
polymer acrylic: 10 - 20%, thubc mau: < 1%
15 Bing thun tw dinh y té - Kich thude: 7.5cm x 4.5m Cudn 400 ISO
- Dac tinh: co gian va ty dinh, khong can keo, khong can ghim, céc 16p bang dinh vao chinh nd, khong dinh vao cac vat liéu
khac hoac da, d§ bo chat theo y mudn, co gian theo goc canh cia co thé.
Bang bo bot duge lam tir vai nén 1a loai vai dét béng s01 cotton, polyetste va thach cao, khong c6 dung moéi. Bang bo bot chi
sir dung 1 1dn, dam bao vé sinh, khong gay di tmg. Biang b6 bot duoc cudn tron nhung khong khit chit, cho phép thim w6t
16 Bang bt bo thach cao 10cm x  [vao 16p trong khi ngdm bang vao nudc trude khi sir dung Cuén 2700 1SO 13485:2016; CE,
270cm Mat db soi, sgi/cm vai nén: theo hang doc: 10 + 0.5, theo hang ngang: 8 + 0.5. Khéi lugng vai nén: 25+ 0.5 g/m2. : FDA, GMP
Thoi gian bio hoa: < 10s, Thoi gian dong rén: < 8
Pat tiéu chun ISO 13485:2016; CE, FDA, GMP hoic tuong duong
Bang bo bot duge lam tir vai nén 1a loai vai dét béng s01 cotton, polyetste va thach cao, khong c6 dung moéi. Bang bo bot chi
sir dung 1 1dn, dam bao vé sinh, khong gdy di tmg. Biang b6 bot dwoc cudn tron nhung khong khit chit, cho phép thim w6t
17 Bang bt bo thach cao 15cm x  vao 16p trong khi ngdm bang vao nudc trude khi sir dung cudn 1500 1SO 13485:2016; CE,
270cm Mat d6 soi, sgi/cm vai nén: theo hang doc: 10 £ 0.5, theo hang ngang: 8 + 0.5. Khéi lugng vai nén: 25+ 0.5 g/m2. : FDA, GMP
Thoi gian bio hoa: < 10s, Thoi gian dong rén: < 8
Pat tiéu chun ISO 13485:2016; CE, FDA, GMP hoic tuong duong
Kich ¢&: 20cm x 270cm
Bane bat b thach cao 20em x San xuét boi bot thach cao mau tring dugc pha 16ng bao phii hoan toan gac thdm (Thach cao > 97%, gac 100% cotton); 101
18 & b 27dcm nhya 4 canh, 2 canh phinh to & giita gitip thim nude déu va giit bang bot. Kha nang thAm nudc tbt, dong két tét, 16p bot cudn 500 1ISO
thach cao sach s&, tron min. M&i cudn dugc dong goi riéng biét trong mot tai nilong cich nude mau tring. Thoi gian dong
két nhanh: khoang 3-5 pht.
N . Dung dich trong, mau déng nhat, c6 mui dac trung cua Ethanol. Ham lugng Etanol ¢ 20°C: 72,8%. Ham luong Aldehyd,
; 2
19 Con 70 a6 tinh theo mg acetadehyd/ lit cdn 100% : 3,04 mg/l. Can > Tees
0 A Ay 3K: N A A ) .
20 Ethanol 99,9'A>( Con tuy¢t doi | Thanh Phan gom: E‘thani)l, Nu(irc o ) ‘ o Chai 135 Tces
chai 500ml) Dung dich trong, mau dong nhat, c6 mui dac trung cta Ethanol. Ham lwong Etanol ¢ 20°C: 99,8% (tt/tt)
N . Dung dich trong, mau ddng nhét, ¢6 mui diic trung ciia Ethanol. Ham lugng Etanol & 20°C: 89,2%. Ham luong Aldehyd,
; 1
2 C0n 90 dg can 20 tinh theo mg acetadehyd/ lit cdn 100% : 3,04 mg/1. Can Tees
. . N A X r o ns , N i o o N
2 Cbn 96% Dung dich trong, mau dong nhat, c6 mui dac trung cia Ethanol. Ham luong Etanol 6 20°C: 94,4%. Ham lugng Aldehyd, Chai 66 Tces

tinh theo mg acetadehyd/ lit cdn 100% : 3,04 mg/1.
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Dung dich khir khudn mirc d6 cao
dung cu y té

Ortho-Phthalaldehyde 0,55% (w/w), hé dém pH =7-9.
Hiéu qua sau thoi gian ngam t6i thiéu 5 phut.

Hiéu qua vi sinh (phase 2, step 2)

Vi khuan : EN 14561

Ném, méc : EN 14562

Mycobacterium (Truc khuin lao): EN 14563 []

Can

71

1SO 9001; ISO 13485;
EN

24

Dung dich téy rira va lam sach
dung cu y té chira enzyme

Enzyme Protease subtilisin: 8,0% (w/w), Lipase: 0,2% (w/w), Amylase: 0,15% (w/w), Cellulase : 0,05% (w/w), Mannanase
:0,05% (w/w).

Chai

255

1SO 9001; ISO 13485

25

Vién khir khudn

"- Vién nén Clo dang sui & cac hat khur trung .

- Thanh Phan ham lwong hoat chét:

* 50% W/W :Natri dichloroisocyanurate (NADCC)/Troclosene Sodium.
* Sodium Bicarbonate: 24%

* Adipic Acid: 21%

* Sodium Sulphate: 5%

* Trong luong vién 3,25g / Vién

Vién

8700

ISO

26

Dung dich khtr khuan mirc d6 cao
dung cu y té

Glutaraldehyde 2,55 % (w/w)

Can

122

1SO 9001; ISO 13485;
EN

27

Dung dich rira tay phau thuat

Hoat chét: Chlorhexidine digluconate 4,0 % (w/w); Poly(hexamethylene biguanide) hydrochloride 0,1 % (w/w).

Hé dudng 4m: Glycerine, PEG-7 Glyceryl Cocoate.

Chit hoat dong bé mat: Lauryl amine oxide, Cocamidopropylbetaine (CAB), Decyl glucoside, Cocamidopropyl Amine
Oxide, Cocodiethanolamide (CDE)...

Chit khoa ion nude cing: EDTA Disodium

Chai

174

1SO 9001; ISO 13485

28

Dung dich phun swong khir
khuan ding cho phong mé

Hoat chit: Hydrogen peroxide 5 % (w/w), Ion Ag 0,005 % (w/w).
Hiéu qua diét khudn

Vi khuin, ndm méc : EN 13697

Mycobacterium: EN 14348

Virus: EN 14476

Bao tu: EN 13704

Can

1SO 9001; ISO 13485;
EN

29

Javen

Javen 12%, c6 mau hoi vang, c6 mui dac trung

Can

389

TCCS
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- Bdo quan: -200C dén +300C
- Pong goi: Thung 25kg
- Do tinh khiét: > 99%
- Ham lugng clo hoat tinh: > 25%

30 Cloramin B -pH:9-11 Kg 505 1SO 9001
- Sit: < 10ppm
- Kim loai niang: < 10ppm
- Yéu cau:
+ Pat tiéu chuan chit luong ISO 9001 hodc twong dwong
- Xy lanh dung tich 60cc dugc san xudt tir nhya y té nguyén sinh trong suét, nhin bong, khong cong vénh, khong co ba via.
- Bom c6 thiét ké c6 vong ngén tay cam gitip cdm chéc chan, than xylanh dugc chia vach thé tich theo oz va cc.

3 - Pébc xy lanh to l3p vira ddy cho in va c6 nép day. - ISO 11135: 2014, EN

81 Bom cho &in S0ml - Bom ¢6 vach chia thé tich t6i da 60ml, vach chia nhé nhat < 1ml o 2635 SO 13485,
- San phim dugc tiét trang bang khi Ethylene Oxide (E.O) hodc twong dwong
- Pat tiéu chuan EN ISO 11135: 2014, EN ISO 13485 hodc tuong duong
Kim c6 néip. Van thodt khi ¢ thiét k& mang loc khi
Chiéu dai day 155cm Puodng kinh dng bén ngoai > 3,8mm va d6 day tir 0,45mm dén 0,55mm, lam bang PVC.
Dung tich buéng nho giot ¢ mang loc dich kich thudc 15 micromet,

32 Day truyén dich Dong chay déu din vai kep con lan. Bo 62700 ISO
Véi bong phun cao su
Déu ndi : khéa ren véi kim 22G x1 1/4
Khir tring bang khi EO hoac twong duong, khong doc, khong gay sbt chi sir dung mot lan.
Ging cht lidu tir cao su c6 phu bot bip, nham diu ngén tay. Chiéu dai: Tét ca cac kich thude trung binh 240mm; Chiéu

- e A rong: ¢ XS (70mm = 10); S (SOmm:t 10); M (95mm = 10); L (111mm + 10); XL (120mm + 10) D¢ day ngon tay t6i thidu N

3 Géng tay khdm c6 bot 0,08mm, d¢ day long ban tay t6i thiéu 0,08mm, d6 gidn dai trudc gia hod (650%) va do dan dai sau gia hoa tbi thiéu boi 260015 IS0
(500%); Ham luong bot tbi da 10mg/dm2.
- Xy lanh dung tich 50ml dwoc sin xuét tir nhwa y t& nguyén sinh trong sudt, nhin bong, khong cong vénh, khong c6 ba via.
Vach chia dung tich ro nét.
- Pit tong c6 khia bé giy dé huy, khong c6 ba via.

34 Bom tiém 50ml - Boc xy lanh nho, gan chac chan voi tat ca cac c¢d kim, an toan khi sir dung. Cai 4099 CE, TCVN 5903:1995

- Bao bi c6 miéng gidy thoat khi kich thudc 2,8x2,8 cm.

- Bom ¢6 vach chia thé tich t6i da 60ml, vach chia nho nhit < 1ml

- San pham duoc tiét tring bang khi Ethylene Oxide (E.O) hodc trong duong.

- Pat tiéu chuan CE, TCVN 5903:1995, tiéu chuén tiét tring EN ISO 11135: 2014, EN ISO 13485 hoic tuong duong
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- Xy lanh dung tich 10ml dugc san xuét tir nhya y té nguyén sinh trong sudt, nhin bong, khéng cong vénh, khéng c6 ba via.
Vach chia dung tich rd nét.
- C6 thang chia dung tich hut t6i da dén 12ml, vach chia nhé nhét <0,2ml
x - Pit tong co khia bé gay dé huy, khong c6 ba via. - .
% Bom tiém 10ml - Kim 1am béng thép khong gi, séc nhon, vat 3 canh. Kim cac ¢& 23Gx1", 25Gx1". cai 145250 CE, TCVN 5903:1995
- Bao bi c6 miéng gidy thoat khi kich thudc 2,8x2,8 cm.
- San phim duoc tiét tring bang khi Ethylene Oxide (E.O) hogc trong duong.
- Pat tiéu chuén CE, TCVN 5903:1995, tiéu chuén tiét tring EN ISO 11135: 2014, EN ISO 13485 hoic tuong duong.
- Xy lanh dung tich 1ml dugc san xuat tir nhwa y t& nguyén sinh trong sudt, nhin bong, khong cong vénh, khong c6 ba via.
Vach chia dung tich rd nét.
- Gioang c6 ntim bom hét hanh trinh gitp tiém hét thudc, dat khoang chét < 0.03ml.
36 Bom tiém 1ml - Kim 1am béng thép khong gi, sic nhon, vat 3 canh. Kim 26Gx1/2". Céi 9200 CE, TCVN 5903:1995
-- Bao bi ¢6 miéng gidy thoat khi kich thudc 2,8x2,8 cm.
- San phim dugc tiét trang bing khi Ethylene Oxide (E.O) hogc twong duong.
- Pat tiéu chudn CE, TCVN 5903:1995, tiéu chuén tiét traing EN ISO 11135: 2014, EN ISO 13485 hoic twong duong.
- Xy lanh dung tich 20ml duoc san xuét tir nhua y t& nguyén sinh trong sudt, nhin bong, khong cong vénh, khong c6 ba via.
Vach chia dung tich rd nét.
- Pit tong c6 khia bé giy dé huy, khong c6 ba via.
- B& mit gioang phéing gitip bom hét hanh trinh cta thudc.
i - Piu cén léch tam gitp cho Vlec dudi khi d& dang, thun tién - .
37 Bom tiém 20ml - Kim lam bang thei)g k}I:ong gi, séc nhon, vat 3 caih Kim ¢& 23Gx1". B¢ kim c6 mau gitup phén biét ¢& kim theo tiéu cai 57700 CE, TCVN 5903:1995
chuén quéc té Va duorc gan chat véi than kim khéng gy ro ri, an toan khi stir dung.
-- Bao bi ¢6 miéng gidy thoat khi kich thudc 2,8x2,8 cm.
- San phim dugc tiét trang bing khi Ethylene Oxide (E.O) hogc twong duong.
- Pat tiéu chuén CE, TCVN 5903:1995, tiéu chuén tiét trung EN ISO 11135: 2014, EN ISO 13485 hoac twong duong.
- Xy lanh dung tich 5ml, dwoc san xuat tir nhya y té nguyén sinh trong sudt, nhin bong, khong cong vénh, khong c6 ba via.
Vach chia dung tich ro nét.
- C6 thang chia dung tich hat t5i da dén 6ml
38 Bom tiém Sml - Pit 10ng ¢6 khia be gay 4¢ hity, khong c6 ba via. Céi 190880 | CE, TCVN 5903:1995

- Kim lam béng thép khong gi, séc nhon, vat 3 canh. Kim cac ¢& 23Gx1", 25Gx1".

-- Bao bi ¢6 miéng gidy thoat khi kich thudc 2,8x2,8 cm.

- San pham dugc tiét tring biang khi Ethylene Oxide (E.O) hogc twong duong.

- Pat tiéu chudn CE, TCVN 5903:1995, tiéu chuén tiét trung EN ISO 11135: 2014, EN ISO 13485 hoac trong duong.
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« Kim ludn tinh mach, ¢4 canh, c6 cira, 2 duodng can quang
* Catheter khang xodn éng, chén birc xa dic biét dé d& truyén voi luu lugng tdi wu.
* Kim bén v6i ba mat vat gitip chich nhe khong dau
« Catheter san xuét tir nguyén liéu sinh hoc twong thich cao gitip thoi gian Iuu kim dai hon, ¢6 kha nang luu kim dén > 96
Kim ludn tinh mach ¢6 canh, ¢6 glof, , e iz . . . 2 . L, o 1x ; , . .
40 cira * Cura chich thudc chac chan gitip kim khong bi dich chuyén khi bom thudc, c6 van mét chiéu chat lugng cao tranh xi ri Cai 45670 I1SO, CE
dich,mau..
« Nguyén lidu FEP, Tiét trang bang khi EO hoic tuong duong.
* TCCL: ISO, CE hoac twong duong
« Thong sb ki thuét (Size kim - luu lugng chay):
18G: 1.3x45mm - 90ml/min; 20G: 1.1x32mm - 61ml/min; 22G: 0.9x25mm - 36ml/min.
Kim gay té, gdy mé cac loai, cic |Déu kim Quinke 3 mit vat dai 3 1/2" G25, sic bén "
41 - ey AT - 1ia PR . Cai 2454 ISO
co Chu6i kim trong sudt, c6 phan quang, gitip phat hién nhanh dich néo tuy chay ra
42 Kim tiém Kim céc s6 G18, G20, G23, Vi dung kim ¢6 chi thi mau phan biét c4c ¢ kim. Pat tiéu chuin CE Céi 54650 CE
« Day truyén mau dudi khi tu dong, 2 ngan ctmg -mém ding dé truyén mau hodc phu kién ctia hé théng truyén mau.
+ Din truyén béng trong luc
« Budng nhé giot trong sudt, 2 ngian cting -mém
«Tdc d truyén khoang 20 giot/ml
« Day PVC mém hodc twong dwong, chéng xoén, khéng chira DEHP
. N * Mang loc 200 micron, Khéa Luer .
N ’ 14
43 Day truyén mau « Chidu dai day: > 150 cm. Caéi 3149 1SO 13485, CE, FSC
« Céng "Y" thiét ké cho nhiéu lan tiém
« Khéi lugng mdi 6.46ml/m
« Pudng kinh éng day: ID 3 mm & OD 4.1 mm
« Tiét tring bang khi EO hoic twong duong
TCCL: ISO 13485, CE, FSC Chau Au hoic twong duong
Luong bot boi tron nam & mat trong cua gang: 80 + 20mg. Kich ¢d: 5; 5.5; 6.0; 6.5; 7.0; 7.5; 8.0; 8.5; 9; 9.5. Chiéu rong: (5:
67+ 4mm; 5.5: 72+ 4mm,; 6: 77+ 5mm; 6.5: 83 +5mm; 7.0: 89 * 5mm; 7.5: 95 + 5mm; 8.0: 102 + 6mm,; 8.5: 108+ 6mm;
44 |Gangtay phAu thuét tiét trung cac [9.5: 121+ 6mm; 9: 114+ 6mm:;). Chiéu dai 250 - 280mm. d6 day ti thiéu (Ving nham 0.13mm; Ving tron nhin 0.10mm). Boi 39915 ISO 13485
) Luc kéo dut truge 130 hoa min 14.1N, sau 130 hoa min 14.9N. D6 gian dai khi dut trude 130 hoa min 755%, sau 130 hoa min ©
745%. Luc kéo tai 300% d6 gian nho nhét 0,68 N. Ham lwong protein tan trong nude trung binh 23ug/dm2. Pai tiéu chuén
1SO 13485 hoac twong duong
Kim chdm ciru vo tring dung mét 1an, duge cudn xoin dc dong déu bang 1 soi thép y té. Kich thude cia kim: Puong kinh x
45 Kim cham céru Chiéu dai: (0,18 - 0,40)mm x (8 — 150) mm. D9 cling ciia kim: 450~650 HV (theo thang d¢ cing Vicke), tuong tng véi Cai 300000 1SO

duong kinh kim 0,3<d<0,45. Luc nén chiu tic dong cta kim: 0,5 N (duong kinh 0,25<d<0,35). Lyc cham cta kim: 0,8 N
(dudng kinh 0,25<d<0,35). B& mit kim nhin va sach: D6 nham bé mit trung binh (gié tri Ra) < 0,63um.
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46

Kim céy chi

DPuong kinh than kim 4#, 5#, 6#, 7#, 8#, 9#, 11#, 12#, 14#, 16#, 18#. Kim cy chi ding mot l4n cac s (¢&), bao gdm Than
kim, 161 kim duoc lam tir sgi thép khong gi 12Cr18Ni9 hoic twong duong. Gid 16t 151, Gia d& kim va Ong bao vé dugc lam
tur nhya PP hoac twong duong.

Céi

1000

ISO

47

Kim khau phau thuat

Puoc san xuét bing thép Cacbon hodc trong duong, ddu kim nhén, sic nhon

Céi

470

ISO

48

Kim tiém cam mau

C6 chdt ham, do nho cua kim tir 22G-25G. D nhé tir 3mm- Smm. Duong kinh 6ng catheter 2.3mm. Chiéu dai lam viéc:
180cm, 230cm

Céi

50

ISO

49

Chi phiu thuat polyglactin s6 1

Chi phéu thuét Polyglactin 910 s6 1 dai 90 cm, kim tron 40 mm, 1/2C. Lam tir nguyén liéu: Polyglycolide (90%) - co-
lactide (10%) hodc twong duong. Chi dugc bao phu boi 16p calcium stearate va polyglactin 370 hodc tuong duong. Kim phu
Silicon va 1am bang cht lidu thép AISI 420 hodc tuong duong. Thoi gian tidu hoan toan trong khoang 56-70 ngay. Pat tiéu
chudn 1SO13485; CE: CE hoac trong duong

Soi

4688

1SO13485; CE; CE

50

Chi phAu thujt polyglactin s6 2

Chi phau thuat Polyglactin 910 s6 2 dai 90 cm, kim tron 40 mm, 1/2C. Lam tir nguyén li¢u: Polyglycolide (90%) - co-
lactide (10%) hodc twong duong. Chi dugc bao phu boi 16p calcium stearate va polyglactin 370 hoac twong duong. Kim phu
Silicon va 1am bang chét liéu thép AISI 420 hodc twong duong. Thai gian tiéu hoan toan trong khoang 56-70 ngay. Pat tiéu
chuén 1S013485; CE; CE hodc twrong dwong

Soi

2740

1S013485; CE; CE

51

Chi phéu thuat polyglactin s 3

Chi tiéu téng hop da s¢i Polyglactin 910 (Glycolide-co lactide) dugce bao phit bi Poly (30% glycolide acid va 70% lactide
acid) va calcium stearate hodc twong dwong, s6 3-0, dai > 75CM. Kim dwoc 1am bing thép khong gi hodc twong dwong, kim
tron 26MM, kim1/2. Duy tri 75% d6 cing cua chi sau 2 tudn, 50% sau 3 tudn, tiéu hoan toan trong khoang tir 56 — 70 ngay.
Dat tiéu chudn ISO13485; CE; CE hoic tuong duong

Soi

730

1S013485; CE; CE

52

Chi phAu thujt polyglactin s 4

Chi tiéu tong hop da soi Polyglactin 910 (Glycolide-co lactide) dugc bao phi bdi Poly (30% glycolide acid va 70% lactide
acid) va calcium stearate hodc twong duong, sb 4-0, dai > 75CM. Kim dugc 1am bing thép khong gi hodc tuong duong, kim
tron 26MM, kim1/2. Duy tri 75% d6 céing cta chi sau 2 tudn, 50% sau 3 tuén, tiéu hoan toan trong khoang tir 56 — 70 ngay.
Pat tiéu chuan 1ISO13485; CE; CE hodc twong duong

Soi

2750

1S013485; CE; CE

53

Chi khau phiu thujt ti¢t tring
Vieryl cac sb

Chi tan nhanh tdng hop Polyglactine 910 dugc boc boi 50% Ia Polyglactin 370 va 50% 1a Calcium Stearate s6 2/0 dai 90cm,
kim tron ddu cit V-34 c6 ranh chay doc bén trong va ngoai than kim, bing hop kim chuyén dung gdm Niken, Titan,
Chrome, Molypden, st hoic tuong duong c6 do bén >2500Mpa c6 phi silicone cai tién, dai 36mm 1/2 vong tron. Luc cing
giit vét thuong: 50% sau 5 ngay, 0% sau khoang 10 - 14 ngdy. Thoi gian tiéu hoan toan khoang 42 ngay.

2310

ISO

54

Chi ty tidu Polyglactin s6 2/0

Chi tiéu Polyglactine 910 sb 2/0, chi dai 90 cm. Kim tron, do cong 1/2 vong tron. La loai chi tu tiéu tdng hop da soi, tiét
tring, cong thirc héa hoc (C2H202)m(C3H402)n, thanh phan gdm 90% Glycolide va 10% L-lactide. B& mit soi chi dugc
trang boi mot 16p tdng hop cua Polyglycolid-co-Lactide va Calcium stearate hodc twong diong. Chi mét sirc cang va ti tidu
sau hai tuan khoang 75% va sau bén tuan con khoang 25%.Chi s& tu tiéu hoan toan trong vong 56 dén 72 ngay. it gy di
{mg. Déap tng tidu chuén cta chuyén khoa Dugc phdm Chau Au va M§. Chiing chi ISO, EC, FDA hoic twrong duong.

Soi

1600

ISO, EC, FDA




. Déy cong suit hdi tu ndm trong khoang: >+10D dén +35D, mirc ting 0.5D
. Cong suit bd sung: +2.5D/ +3.00D
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Chi phéu thudt da soi bén xoin, s6 3/0, dai 75cm, kim tron 1/2c, kim dai 26mm.

55 Chi Catgut Chrom s6 3 Chét liéu: cAu tao tir mubi Chrom va collagen tinh ché tir mang thanh dich ciia bd hodc twong duwong. Tiéu chuén ISO, CE Soi 2200 I1SO, CE
hodc twong duong

Chi phiu thuat khéne tan tén Chi phau thuat khong tiéu don soi 1am béang chit liéu Poliamind 6 hodc 6.6 hodc twong duong s6 2/0 dai 75cm, kim tam
56 P o So% & | gidc nguoc 24mm, 3/8C. Tép 1000 1SO13485; CE; CE
°P ¥ Dat tiéu chudn ISO13485; CE; CE hoic twong duong

Chi thép sb 5 dai 4 soi dai 45cm kim 1/2 kim tron dau cét vong kim 48mm .

57 Chi thép lién kim 100% soi HDPE hogc trong duong, bén dai chéng rach ngan khudn hiéu qua. Kim thép 300, 302 phu silicone hoic tuong Cudn 100 I1ISO
duong
1. Thiy tinh thé nhén tao mém don tiéu.
2. Chét liéu Copolymers Hydrophilic Acrylic hodc twong duong, ngdm nudc > 25%
3. Loc tia cuc tim (UV)
4. Thiét ké mot manh, bd vudng 360 do, 4 cang kép, hinh ciu

58 ThlAly tlnh' the ‘nhanktao mejm, 5. Buﬂon(g klr}h quang hocr (opflc) > 6n}m, tong chiéu dai 10.5mm-11.0mm. Cai 1300 1S013485: FSC

ngam nudce, hinh cau, 4 cang  |6. Chi so khuc xa 1.46, goc cang 10 do
7. Dii cong sudt kinh tir >-9.0D dén >+30.0D.
8. Kém sung dat thuy tinh thé
9. Pi qua duoc vét md 2.2mm.
Dat tiéu chuan cht luong: ISO 13485; FSC hodc twong duong
1. Thiy tinh thé nhan tao mém don tiéu
2. Chét liéu Acrylic Hydrophobic khong ngam nudc (ky nudce) hodc trong dwong
3. Loc tia cyc tim (UV) va loc anh sang xanh
Thay tnh hénhin o mém don |01 S 6. o et ki 115117800
59 | tiéu, khongsgﬁan;al::;cc, lIoc anh 6. Chi s6 khiic xa: 1.54;' hﬁng 6 A 1193 Céi 200 1S013485; FSC
9 7. Dii cong sudt: T 0D dén +35D

8. Thuy tinh thé dat sin trong siung
9. Puoc dit qua vét mé dudng kinh 2.0mm
Dat tiéu chuan chit luong: ISO 13485; FSC hodc tuwong duong
1. Thuy tinh thé nhan tao mém, 2 tiéu, 1 manh
2. Chét liéu: Hydrophobic hodc twrong dwong
3. Loc tia cyc tim (UV)
4. Thiét k& mot manh, phi ciu, bd vudng 360 do, 4 cang, goc cang 5 do
5. Pudng kinh optic 5.8mm -6.0mm, tdng chiéu dai 10.50mm - 10.79mm

60 Thay tinh thé 2 tiéu 3‘ Chi 50 khiie xa n: 1.54; Chi s6 A-constant 119.3 Cai 20 1S013485; FSC
8
9

. Vét md 2.0mm
10. Lip san trong sing . Cong suét bd sung: +2.5D/ +3.00D
Dat tiéu chuén chét lugng: ISO 13485; FSC hodc turong duong
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2. Chét liéu ving quang hoc: Hydrophobic Acrylic (nhan kho, khéng ngdm nuéc) hogc tuong duong
3. Khong nhudm vang, loc tia cyc tim (UV); Optic thiét ké phi cdu can bang
4. Chi s6 khiic xa: 1.548
5. Dic diém cang: 2 cang
6. Chiéu dai thuy tinh thé: 13mm, dudng kinh viing quang hoc: 6,0mm
7. Dai cong sudt dap tmg: tir > +6,0 D dén +30,0 D
8. Kich thuéc vét md: 2.2mm
Thuty tinh thé nhan tao don tiéu |9. Thuy tinh thé Idp sin trong sung dang xoay. . .

61 cu (Loc tia UV) 10. Thiét ké optic: bd vudng hodc canh vudng chéng duc bao sau thi phat. cai 280 IS0 13485:2016
11. Cang chit C cai tién, b& mat cang tao nham chdng dinh vao optic, goc cang 0 do.
12. D6 séu tién phong ACD: 5,49
13. Hing s6 A: 118,9
14. Hiéu chinh quang sai ciu: -0,16pm
15. Bong goi vo trung.
- Tiéu chuén chat luvong ISO 13485:2016 hodc tuong duong
- Thuy tinh thé nhan tao mém, don tiéu cy, 1 méanh, phi clu can béng
- Chét lidu ving quang hoc: Hydrophobic Acrylic (nhén khé, khong ngadm nudc) hodc twong dwong
- Nhudm vang, loc tia cuc tim (UV); loc 4nh sang xanh, Optic thit k& phi ciu can bing
- Chi 6 khuc xa: 1.548
- Pic diém cang: 2 cang
- Chiéu dai thuy tinh thé: 13mm, duong kinh ving quang hoc: 6,0mm
- Dai cong suit dap ng: Pap (g tir > +6,0 D dén +30,0 D

62 Thity tinh thé nhan tao | Kich thude vét mo: 2.2mm céi 200 ISO 13485:2016
-Thuy tinh thé lap san trong sung dang xoay.
- Thiét ké optic: bo vudng hoiic canh vudng chéng duc bao sau thi phat.
- Cang chit C cai tién, b& mat cang tao nham chdng dinh vao optic, goc cang 0 do.
- Do sau tién phong: 5,49
- Hing sb A: 118,9
- Hiéu chinh quang sai cAu: -0,16pm
- Péng goi vo trung.
Tiéu chuin chit lugng ISO 13485:2016 hodc tuong duong
+ Thanh phin Hypromellose Ophthalmic Solution 2,0% W/v hodc twong duong
+ Do tap trung: 20mg/ml (2%)
+ Trong lugng phan ti: 86 000 dalton

63 Dich nhiy ding trong phiu thuat |+ D6 nhét 27 dd C: 3000-4500cps Hop 1,200 1SO 13485

Phaco

+ P thdm thu: 250-350 mOsm / kg

+PH: 6,0-7,8

+ Dong goi: > 2ml trong tui da tiét tring > 2 16p
Dat tiéu chuin ISO 13485 hodc tuong dwong
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Chét nhay dung trong phau thuat
nhén khoa

Hydroxypropyl methyl cellulose: 2.4%

Do nhay: khoang 6000-8000 mPas

D6 thim thau: 270-400 mOsm / kg

Trong luong phan tir: 0.1-0.18 mio. Daltons
PH: 6.8-7.5

Thé tich:=> 2.0ml

Thanh pham 1 ml:

Hydroxypropyl methyl cellulose: 24.00 mg
- Sodium Chloride: 6.40mg

- Potassium Chloride: 0.75mg

- Calcium Chloride 2H20: 0.48mg

- Magnesium Chloride: 6H20 0.3mg

- Sodium acetate 3H20: 3.9mg

- Sodium citrate 2H20: 1.70mg

Tiéu chuin chit lugng: ISO13485, FSC hoic tuong duong

800

1S013485, FSC

65

Dao phiu thuat 15 d¢

Ludi 1am bing thép khong ri hodc twong duong. Tay cAm nhya hodc tuong duong
- Tao d0 mo rong 15 dg, goc tao do sau tir 3-5mm;

- Ludi dao 2 mit vat, théng;

- Pong trong tii tiét tring vo khuén

- Tiéu chuén chat luong: ISO 13485, FDA hoic tuong duong

Cai

2000

1SO 13485, FDA

66

Dao md mét 2.2/2.8/3.0/3.2mm

Dao md mét 2.2mm-2.8mm-3.0mm-3.2mm. V4t li¢u: ludi thép khong gi hodc tuong duong, vat 2 mt, loai bo anh sang chéi
tur anh sang kinh hién vi, can nhua. Vo trung. Ching chi FDA, ISO 13485 hoéc tuong duong

Cai

2000

1SO 13485, FDA

67

Dao lang mdng

Cht liéu thép khéng ri hodc twong duong

Kich thude 3.0mm, 2 mat vat, ludi bé gbc

- Pong trong thi tiét tring vo khuén

- Tiéu chuén chat luong: ISO 13485, FDA hoic tuong duong

Cai

100

1SO 13485, FDA

68

Thubc nhuom bao Auroblue

Thanh phén c6 trypan blue 0.06% két hop v6i Natri chlorid va dung dich dém, déng goi v khuan.
Dung tich > 1 ml.

Bao quan tranh anh sang

Dat tidu chuin ISO 13485 hoic tuong duong

Lo

500

1SO 13485

69

Chi khéu khong tiéu s 9/ 10

Chi khau phiu thuat mit khong tiéu sb 9; 10, c6 2 kim
Duong kinh 0.15mm

Chiéu dai 6.0mm

3/8 duong tron 140°

Chiéu dai chi: 30cm

Dat tiéu chuin ISO 13485 hodc tuong dwong

Soi

100

1SO 13485

70

Bang phim trong 3M

Bing co6 chit lidu Polyurethane hodc twong duong, vé khudn. Thong thoang, cho phép hip thy oxy va thai hoi 4m, gitip da
khéng bi hdm bi trong sudt thoi gian dan bang. Mém déo, co gidn theo chuyén déng ciia da. Nén keo Acrylate hodc tuong
duong, d6 dinh t6t va han ché kich g da, khong sét keo khi thao bang ra. Tiéu chudn: ISO 13485, FDA hoic tuong duong

Miéng

2000

I1SO 13485, FDA.
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Day silicon ndi 1& quan va diéu tri hep diém 18
. O GOm 1 stent va mot soi chi ty tiéu 6.0 .

75 Day silicon noi 1€ quan Chidu dai silicon 40 mm Soi 5 1SO 13485
Pudng kinh silicon 0,64 mm . Pat tiéu chuin ISO 13485 hoic trong duong
Thanh nep duoc 1am bang hop kim nhom hodc trong duong, 16t bén trong mét 16p xép mém. C6 thé udn dé gitr ngon tay &

76 NEP ISELIN 25CM dung vi tri chirc ning khi sir dung. Diing c6 dinh khép ngén tay & vi tri chirc ning khi bj chan thuwong, ¢b dinh va bao vé Céi 20 ISO
gdy xuong ddt tay ngoai bién.
Lam tir vai cotton, vai khong dét, vai c6 16 thoang khi. C6 khoa Velcro va hé théng thanh nep dan hdi. Dung hd tro gitip

77 Dai lung hd tro cot sbng cic ¢& |giam chiu luc ving thit lung, dau cip ving thit lung, trat dia dém, lun xep dbt sdng. Chiéu cao khoang 270mm, gbm t6i Céi 88 ISO
thiéu cac ¢ S, M, L, XL, XXL.

78 Nep méng dui I6n L;.im tir nep hop kim nhom, vai khong tham nude va hé thong khoa velero, sir dung cho so ciru ban dau khi bi chan thuong, Ccai 120 1SO
tai nan.

79 Nep méng dii nho L;.im tir nep hop kim nhom, vai khong tham nude va hé thong khoa velero, sir dung cho so ciru ban dau khi bi chan thuong, Cai 90 1SO
tai nan.

80 Nep ming canh tay L;.im tir nep hop kim nhom, vai khong tham nude va hé thong khoa velero, sir dung cho so ciru ban dau khi bi chan thuong, Ccai 30 1SO
tai nan.

81 Nep méng céng tay to, nho I:iirrrll atrllx nep hop kim nhom, vai khong tham nudce va hé thong khoa velcro, stt dung cho so ctru ban dau khi bi chan thuong, Cai 200 1SO

Nep chéng xoay dai, ngén H2 |Lam tir dém mut, vai c6 15 thoang khi, vai tricot, khoa Velcro hodc tuong duong. Khuén nhwa dic theo tur thé diéu tri. Sur -
82 x A £ 2 .. ,( A . Céi 95 1ISO
(NL-TE) dung sau phau thuat, sau chan thuong co xuwong dui, chong co dau goi.

83 Nep c 5 citng H1 Lam tur cl}at 1A’1g:u rriut mat é(_) c%o v%} Céo lﬁhoarVe%cro I;oac tuong guong; Thiet lje gm}l 2 manh riéng biét. HO trg so ctru chan Ccai 20 1SO
thuong dot song co, treo ¢6 hodc cang c6 qua mirc, ho trg sau phau thudt dot song co.

84 Pai xwong swom HI La‘m tr ~chat liéu Neopr)rene. Poac tL.rfmg d‘uong tu dinh, bang nham dinh, c6 thé dinh & moi vi tri. HO trg 6n dinh gay xuwong Ccai 95 1SO
suon, gdy ran xuong \rc, gidp co lién suon.
Lam tir vai cotton, vai khong dét, vai c6 15 thoang khi, c6 khoa Velcro hodc trong dwong. Pugc thiét ké theo tur thé didu tri,

85 Bang cb dinh kh6p vai H1 sir dung trong truong hop trat khop vai, ¢b dinh sau mé ving khop vai, giy 16i ciu xwong canh tay, viém khop vai cép va Caéi 110 ISO
man tinh.

g | Pinhndi tuy xuong chay c6 chét | Binh ngi tay dic, duong kinh 8 -10mm dai 240-340mm, than dinh c6 2 15 chdt dau gin va 15 chét du xa, ddng bo vai vit Cii 20 SO 13485-EC

céc cd chét ciing hing san xuét. Chét liéu thép y té khong gi hoic tuong duong. Tiéu chuin ISO 13485-EC hoic tuong duong
g7 | Pinhndi tuy xuong dui c6 chét | Pinh noi tity rong, duong kinh 9 -12mm dai 320-420mm, than dinh ¢6 2 16 chét ddu gin va 15 chdt dau xa. ddng bo véi vit Cii 20 SO 13485-EC
céc cd chét ciing hing san xuét. Chét liéu thép y té khong gi hoic tuong duong. Tiéu chudn ISO 13485-EC hoic tuong duong
88 Nep bin rong xuong di 5 dén 16 16 6 van dai 96 - 272mm, day 5mm, rong 17mm, khoang cach gitra cac 16 16mm, sur dung vit cirng duong kinh Ci 20 1SO 13485-EC

4,5mm. Chat liéu thép y té khong gi hodc twong dwong. Tiéu chuin 1SO 13485-EC hoic twong dwong
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89 Nep ban hep xuong cing chan |4 dén 14 15,6 van dai 80 —r240mm, day 4mm, rong 13.5mrT1, khoé[lg cach giira cac 16 16mm, sir dung vit cting dudng kinh Cai 20 1SO 13485-EC
cac cd 4,5mm. Chat liéu thép y té khong gi hodc twong duong. Tiéu chuan ISO 13485-EC hodc twong duong
0 | N sung iy (446012 800 52 s, o v o 2, gl 2, s v ingdums it | gy || sosseso
| N e T | ey || o
2 | Nemanycicii|2A0SIBIT B4 11t oy g S, 6 hcins 20 i R Y 00| || sosseso
95 Vit xuong cimg dk 3.5 cic & ziizgd];ﬁgt.h?% :12 }?uzr;]:g (r)eri ;4222 gé;:olélzc-ffdrrlr;\;;xﬁgténg 2mm, dk mii vit 6mm .Chét ligu thép y té khdng gi hoic Cai 300 1SO 13485-EC
96 | Vit xuong cimg dk 4.5 cic c& fl)rléirglgdii(rylrlllgtlh_?:g :l(t: ﬁui??; gzrl ;458?3 gioéz_ffglzgffggténg 2mm, dk mil vit 8mm. Chét liéu thép y té khong gi hodc cai 300 ISO 13485-EC
0 | Vinung i i 40ciccs DTS hin A1t 82 1 0 o i G CHURUDY |y | o | o s
102 | Visdpins g T3 ke 3 O i 50 S e oo e T TSI s0 | sowmsec
103 Binh Kirschner céc & IIDSIé ol.;%ésn_ Esg;norzcﬁnctnz 2(1?(:1121 dén 300mm, mot dau nhon. Chit liéu thép y té khong gi hodc twong dwong. Tiéu chuin Cii 300 SO 13485-EC
104 Chi thép mém céc o5 gé(}?og,c(if(;::&iogr;m dai 5 mét, thép médm déo. Chét liéu thép y té khéng gi hodc twong duong. Tiéu chudn 1SO 13485- Cai 50 1SO 13485-EC
105 Chi thép mém céc c& gé( Ség'cczfé ::& j&ir;m dai 10 mét, thép mém déo. Chét liéu thép y té khong gi hodc tuong duong. Tiéu chudn 1SO 13485- Cii 50 SO 13485-EC
106 Mii khoan xuong cdc ¢ DK 1.2,15,1.8,2.0,2.5,2.73.0,3.2, 3.5, 4.0, 4.5mm, dai 115mm. Chit liéu thép y té khéng gi hodc trong dwong. Tidu Cai 100 SO 13485-EC

chudn 1SO 13485-EC hoic twong duong
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Nep khoa mit 1ong ddu dudi xuong quay:
- C6 du céc & nep chidu dai tir 47- 91 mm (+ 0.5 mm) 1SO 9001:2015, I1SO
107 | Nep khoa d& mit long d4u dudi |- Chidu day nep 2.2 + 0.2 mm, Chiéu rong nep 9.2 + 0.2 mm Cii 10 13485:2016, 1SO
Xuong quay cac cd -S6 15 nep tir 3 dén 5 18. 14001:2015, GMP
- Vit liéu Titanium-6AL-4V hodc twong dwong, Tiét tring bing Ethylene Oxyde hodc twong duong FDA
- Pat tiéu chudn ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hoic twong dwong
Nep Khoa xuong don chir S:
- Nep su dung vit khoa duong kinh 3.5 mm va vit vo 3.5 mm. 1SO 9001:2015, 1ISO
108 Nep Khéa xuong don chit S cac |- Co du cac ¢& nep chiéu dai tir 59 - 131 mm (£ 0.5 mm) Ci 20 13485:2016, ISO
co - B& rong 15 nén ép: 4.5 = 0.1 mm, Khodng céach giita 2 15 khoa 14.0 + 0.1 mm. 14001:2015, GMP
- Vit lidu Titanium-6AL-4V hodc twong dwong, Tiét trung bang Ethylene Oxyde hodc twong dwong FDA
- Pat tiéu chuén ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hodc twong dwong
Nep khoa déu trén xuong canh tay:
- So Alo khoéa Phan dau' ru,:p:, 9 lo,‘su dl%ng vit khoa 3‘,5r,nm.5 1SO 9001:2015, 1SO
TN , - Than nep sur dung vit khéa duong kinh 3.5 mm va vit vo 3.5 mm. .
Nep khoa dau trén xwong canh R RN L. 13485:2016, ISO
109 tav céc o - C6 du cac cd nep chiéu dai tir 80 - 128 mm (+ 0.5 mm) Cai 10 14001-2015. GMP
Y - B& rong 16 nén ép: 4.5 = 0.1 mm, Khoéng cach giita 2 15 khoa 13.0 + 0.1 mm. .FDA’
- Vit lidu Titanium-6AL-4V hodc twong dwong. Tiét tring bang Ethylene Oxyde hodc trong dwong
- Pat tiéu chun ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hodc twong dwong
Nep khoa truée bén déu du6i xwong chay:
- So }o khoa Phan dau] ru,:p:, 6 lo,‘su dl%ng vit khoa 3‘,5r,nm; 1SO 9001:2015, 1SO
, o 1A 4k .. |- Than nep su dung vit khoa duong kinh 3.5 mm va vit vé 3.5 mm. .
Nep khoa trude bén dau dudi e NN L. 13485:2016, ISO
110 L - Co du cac cd nep chicu dai tir 69-173 mm (+ 0.5 mm) Céi 10 ]
xuong chay cac cd ' X A X T A 14001:2015, GMP
- Bé rong 10 nén ép: 4.5 = 0.1 mm, Khoang céch giira cac 10 than nep 13.0 + 0.1 mm. FDA
- Vit lidu Titanium-6AL-4V hodc twong dwong. Tiét tring bing Ethylene Oxyde hodc twong dwong
- Pat tiéu chun ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hodc twong dwong
Nep khéa trung tAm du dudi xuong chay khong dd:
- So}o khoa !)han daur n@pi 8 10,‘su dl%ng vit khoa 3"5@1 1SO 9001:2015, 1SO
. A 4} .. |- Than nep sur dung vit khoa duong kinh 3.5 mm va vit vo 3.5 mm. .
Nep khoéa trung tam dau dudi o o~ U . 13485:2016, 1ISO
111 R . - .~ |- Coducac cd nep chicu dai tir 96-226 mm (+ 0.5 mm) Cai 8 ]
xuong chay khong do cac c& N oA ax . . e X A 14001:2015, GMP
- Bérong 16 nén ép: 4.5 + 0.1 mm, Khoang cach giira cac 16 than nep 13.0 £ 0.1 mm. FDA
- Vit lidu Titanium-6AL-4V hodc twong dwong. Tiét tring bang Ethylene Oxyde hodc twrong dwong
- Pat tiéu chun ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hodc twong dwong
Nep khéa ddu trén xuong dui:
- SoAlo khoa Phan dau, ne;p:, 3 10,‘su dl,fng vit khoa‘rorng fu()t 7.3mm va vit khéa 5 mm 1SO 9001:2015, 1SO
Neb khoa diu trén xuone dui cac |~ Than nep sir dung vit khéa duong kinh 5 mm va vit vo 4.5 mm. 13485:2016. 1SO
112 | P & - C6 du céc ¢ nep chidu dai tir 192 - 300 mm ( 0.5 mm) Céi 8 el

co

- B& rong 16 nén ép: 5.5 = 0.1 mm, Khoang cach giita céc 16 than nep 20.0 £ 0.1 mm.
- Vit lidu Titanium-6AL-4V hodc twong dwong. Tiét tring bing Ethylene Oxyde hodc twong dwong
- Pat tiéu chudn ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hoic tuong duong

14001:2015, GMP
FDA
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Nep khéa diu dudi xwong dui cac

Nep khoa dau duéi xuong dui:
- S6 16 khoa phéan dau nep: 7 13, st dung vit khéa 5.0 mm
- Than nep str dung vit khoa duong kinh 5.0 mm va vit vo 4.5 mm

I1SO 9001:2015, I1SO
13485:2016, 1SO

113 o - C? d}l cac: cot ne;,p chiéu dai tir 136-37? mm ,(i 0.§~mn?) o Caéi 8 14001:2015, GMP
- Bé rong 10 nén ép: 5.5 + 0.1 mm, Khoang cach giira cac 1o t‘han nep 20.0 £ 0.1 mm. FDA
- Vit liéu Titanium-6AL-4V hoac twong duong. Tiét tring bang Ethylene Oxyde hodc twong duong
- Pat tiéu chudn ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hoic twong dwong
Nep khéa ddu trén xuong chay mat ngoai:
- So}o khoa Phan dau, n@p.: 5 10,‘51r dl_}ng vit khoa 5‘.0 mm 1SO 9001:2015, 1SO
T R - Than nep su dung vit khoa duong kinh 5.0 mm va vit vo 4.5 mm .
Nep khoa dau trén xuong chay e PN - 13485:2016, ISO
114 mit ngodi chc o - C? du cdc cd nep chiéu dai tir 123 - 283 mm (£ 0.5 mm) : Cai 8 14001:2015. GMP
’ - Bé rong 10 nén ép: 5.5 £ 0.1 mm, Khoang cach giira cac 10 t‘hén nep 20.0 £ 0.1 mm. FDA'
- Vit liéu Titanium-6AL-4V hoac twong duong. Tiét tring bang Ethylene Oxyde hodc twong duong
- Pat tiéu chudn ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hoic twong dwong
Nep khéa mit bén diu dudi xuong méc:
-So 1o khoa pharn dal} n@p:‘4 1o ' o 1SO 9001:2015, 1SO
, , e aX .. |- Nep str dung vit khéa duong kinh 3.5 mm va vit vo 3.5 mm. .
Nep khoa phia ngoai dau dudi e 2 A 1ason - 13485:2016, 1ISO
115 xirong mic cic c& - CE) du cdc ¢d nep chiéu dai tir 65-125 mm (£ 0.5 mm). : Cai 8 14001:2015. GMP
- Bé rong 10 nén ép: 4.5 £ 0.1 mm. Khoang cach giira cac 10 t‘hén nep 13.0 £ 0.1 mm. FDA'
- Vit liéu Titanium-6AL-4V hoac twong duong. Tiét tring bang Ethylene Oxyde hodc twong duong
- Dat tiéu chun ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hoic trong dwong
Vit khoéa ty taro 2.7 mm:
- Chiéu dai tir 10-30mm, budc ting 2 mm, Pudng kinh ngoai 2.7 + 0.05 mm, Dudng kinh chén ren 2.1 + 0.05 mm. 1ISO 9001:2015, 1SO
116 Vit khoa loai tu taro duong kinh |- Mii vit co haj loai: luc giac va hinh sao . Cii 80 13485:2016, 1ISO
2.7mm - Miii vit: Chiéu sau ranh vat 1.3 + 0.1 mm, chi€u dai ranh vat 3.0 £ 0.1 mm. 14001:2015, GMP
- Vit lidu Titanium-6AL-4V hodc twong dwong. Tiét trung bang Ethylene Oxyde hoic twong duong FDA
- Pat tiéu chun ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hodc twong dwong
Vit khoa ty taro 3.5 mm:
- Chiéu dai tir 12-60 mm, budc ting 2 mm, Pudng kinh ngoai 3.5 + 0.05 mm, Pudng kinh chén ren 2.9 £ 0.05 mm. 1SO 9001:2015, ISO
117 Vit khoa loai tu taro duong kinh |- Mii vit co haj loai: luc giac va hinh sao . Cii 400 13485:2016, ISO
3.5mm - M vit: Chiéu sau ranh vat 1.7 + 0.1 mm, chiéu dai ranh vat 4.8 £ 0.1 mm. 14001:2015, GMP
- Vit lidu Titanium-6AL-4V hodc twong dwong. Tiét tring bing Ethylene Oxyde hodc twong dwong FDA
- Pat tiéu chun ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hodc twong dwong
Vit khoa ty taro 5.0 mm:
- Chiéu dai tur 12-50 mm, budc ting 2 mm, tir 50-90 mm budc tang 5 mm, Puong kinh ngoai 5.0 + 0.05 mm, Puong kinh
chén ren 4.2 mm £ 0.05 an. ¢ ’ . e BR0200 e IS0 9001:2015, 10
Vit khoa loai tu taro duong kinh N s L. 13485:2016, ISO
118 5.0 mm - M vit c6 ha} loai: luc giac va hinh sao . Cai 350 14001:2015. GMP
- M vit: Chiéu sau ranh vat 2.5 + 0.1 mm, chiéu dai rdnh Vét 54+0.1 mm. FDA'
- Vit liéu Titanium-6AL-4V hodc tuong duong. Tiét trung bang Ethylene Oxyde hodc twong duong
- Pat tiéu chudn ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hodc tuong duong
Vit vo (xuong cung) tu taro 3.5 mm:
- Chiéu dai tir 12-50 mm, budc ting 2 mm, Dudng kinh ngoai 3.5 £ 0.05 mm, Pudng kinh chan ren 2.5 £ 0.05 mm. 1SO 9001:2015, ISO
119 Vit vo loai tu taro duong kinh 3.5 |- Mil vit ¢6 hai loai: luc giac va hinh sao Cai 10 13485:2016, 1ISO

mm

- Miii vit: Chiéu sau ranh vat 1.5 = 0.1 mm, chiéu dai ranh vat 4.0 = 0.1 mm.
- Vit liéu Titanium-6AL-4V hoic twong duwong. Tiét tring bing Ethylene Oxyde hodc twong duong
- Pat tiéu chuan ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hoic twong dwong

14001:2015, GMP
FDA
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Vit vo loai ty taro duong kinh 4.5

Vit vo (xuong cing) tu taro 4.5 mm:
- Chiéu dai tir 12-80mm budc ting 2 mm, Pudng kinh ngoai 4.5 + 0.05 mm, Pudng kinh chan ren 3.2 + 0.05 mm.
- Mii vit ¢6 hai loai: lyc giac va hinh sao

ISO 9001:2015, ISO
13485:2016, I1SO

120 mm - Mili vit: Chidu sdu rénh vét 2.3 + 0.1 mm, chiéu dai ranh vat 4.5 + 0.1 mm. cai 10 14001:2015, GMP
- Vit lidu Titanium-6AL-4V hodc twong dwong. Tiét tring bang Ethylene Oxyde hodc twong dwong FDA
- Pat tiéu chudn ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hoic twong dwong
Vit khoa rdng rudt ren toan phin, Ty taro 7.3 mm:
- Chiéu dai vit tir 20-120mm, budc ting 5 mm
- Puong kinh ngoai 7.3 + 0.05 mm, Puong kinh chan ren 5.5 £ 0.05 mm 1SO 9001:2015, 1SO
121 Vit khoa rdng rudt ren toan phin |- Goc ren mii Yit 60° . Cai 16 13485:2016, ISO
duong kinh 7.3mm - Miii vit: Chiéu sau ranh vat 2.8 + 0.1 mm, chiéu dai ranh vat 5.5 £ 0.1 mm. 14001:2015, GMP
- Than vit : Pudng kinh 18 rng: 2.7 £ 0.05 mm. FDA
- Vit lidu Titanium-6AL-4V hodc twong dwong. Tiét tring bang Ethylene Oxyde hodc twong dwong
- Pat tiéu chun ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hodc twong dwong
Vit xuong xép tur taro 4.0 mm:
- Chiéu dai vit tir 30-60 bu6c ting 5 mm 1SO 9001:2015, ISO
122 Vit xuong x6p tu taro dudng kinh |- Pudng kinh ngoai 4.0 £ 0.05 mm, Pudng kinh chan ren 2.2 + 0.05 mm Ccai 30 13485:2016, ISO
4.0mm cac c& - Ml vit ¢ hai loai: luc giac va hinh sao 14001:2015, GMP
- Vit lidu Titanium-6AL-4V hodc twong dwong. Tiét tring bang Ethylene Oxyde hodc twong dwong FDA
- Pat tiéu chun ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hoic twong dwong
Vit xuong xép tur taro 6.5 mm:
- Chiéu dai vit tir 25-100mm, budc tang 5 mm 1SO 9001:2015, ISO
123 Vit xwong xdp tu taro dudng kinh |- Puong kinh ngoai 6.5 mm = 0.05 mm, Pudng kinh chan ren 3.1 mm = 0.05 mm Ccai 30 13485:2016, 1ISO
6.5 mm cac c& - M vit ¢6 hai loai: luc giac va hinh sao 14001:2015, GMP
- Vit lidu Titanium-6AL-4V hodc twong dwong. Tiét tring bang Ethylene Oxyde hodc twrong dwong FDA
- Pat tiéu chudn ISO 9001:2015, ISO 13485:2016, ISO 14001:2015, GMP FDA hoic trong dwong
Pat tidu chuin ISO, CE. B khép bao gdm:
1. Chém xuong dui: Lam bing chit liéu CoCrMo (ISO5832-4) hoiic trong dwong, chém 22mm c6 cac ¢ (0, +3, +6, +9).
chom 28mm c¢6 cac ¢d (-6, -3, 0, +3, +6, +9) .
2. Chudi khép hang khong xi ming: Chét liéu Ti6AI4V titanium (ISO5832-3) hodc twong duong, toan than phu x4p titan ,
chudi khép ¢6 chidu dai tir 115mm, 130, 140, 145, 150,155, 160, 165, 170, 180, 190mm, offset twong tmg: 38.4, 38.9, 39.8,
124 Khép hang toan phﬁn khong xi  |40.7,41.3,42.2,43.1, 44, 44.8, 45.6, 46.3mm, dAu dudi chudi khop tuong ung: 6, 6, 6,7, 8,9, 10, 11, 12, 13, 14 mm. Bo 15 IS0, CE

ming c6 bo chdng trat

3. Pay 6 ¢6i: Lam bang Titannium (ISO5832-3) hogc twong duong, mdi size cach nhau 2mm, dudng kinh tir 40 -72mm, C6
thé két hop véi 16p 16t va chém Ceramic, 16p 16t UHMWPE hoic twong dirong hay 16p 16t high cross- link hogc twong
duong

4 . L6p 16t bang nhya siéu bén UHMWPE (ISO5834-2) hodc tuong dwong c6 kich thudc tir 44-66 cach nhau 2mm twong
g véi 6 cbi,

5.Vit 6 cdi bang chat liéu Titanium (ISO5832-3) hoic twong dwong , dk 6.0mm dai tir 15-40mm céch nhau 1mm
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Khép hang ban phan khong xi
ming kiéu 165

Dat tiéu chuin ISO, CE. B6 khép bao gdm:

1. Chém xuong dii: Lam bang chét liéu CoCrMo (ISO5832-4) hodc tuong dwong, chom 22mm cé cac ¢& (0, +3, +6, +9).
chom 28mm ¢6 cac ¢d (-6, -3, 0, +3, +6, +9) .

2. Chudi khép hang khong xi mang: Chét liéu Ti6AI4V titanium (ISO5832-3) hodc twong dwong, ¢b con 12/14 ¢b chudi goc
1350, toan than phii x&p titan hodc tuong dwong, chudi khép c6 chidu dai tir 115mm, 130, 140, 145, 150,155, 160, 165,
170, 180, 190mm, offset tuong tng: 38.4, 38.9, 39.8, 40.7, 41.3, 42.2, 43.1, 44, 44.8, 45.6, 46.3mm, ddu dudi chuéi khop
tuong ung: 6, 6, 6,7, 8,9, 10, 11, 12, 13, 14 mm.

3. Chém béan phén xoay: Gom 2 16p: Lép v6 ngoai bing Co-Cr-Mo (ISO5832-4) hoic twong dwong duge danh bong guwong,
16t trong bang nhyra UHMWPE (ISO5834-2) hoic twong dwong, thiét ké c6 vong khoa, duong kinh chom 38mm va 40mm
dung v&i chém 22mm, dudng kinh 42~54mm, mdi size cach nhau 2mm dung véi chém 28mm.

15
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B¢ dung cu bom/ db xi mang
khdéng bong

B6 bao gom:

- Sung bom xi mang: (cAu tao co tay co0 + Than sting + nim chyén kénh khi thyc hién bom, piston 10 xo, tay hdm déy xi
mang)

- Ong dung xi ming két ndi véi duong éng dan cong

- Kim choc cudng séng: c6 2 kich ¢&11G, 13G c6 ren két ndi

- Xi mang sinh hoc kém dung dich pha: - Thoi gian lam viéc cua Cement ¢ nhiét do phong (tir 19 d6 C dén 26 @6 C) tir 10-
15ph. Gém 2 phin: bt (20g) va dung dich pha (8,5g)

1. Bot xi mang dugc ché tao tir Poly-methyl methacrylate, Zirconium dioxide (ZrO2), Benzoyl peroxide hodc twong duong.
Trong d6 ZrO2 chiém dén 60% cho phép hinh dung xi méng dudi soi huynh quang rd rang hon va xac dinh vi tri chinh xac
cua xi mang

2. Dung dich pha dugc ché tao tir Methyl methacrylate, N. N-Dimethyl-para-Toluidine, Hydroquinone hogc twong duong

15

ISO, CE
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B6 dung cu bony/ d xi méing c6
bong

Kim choc do cubng séng : 02 cai
Bao gdm éng va kim choc:
- Ong co téng chiéu dai 141mm, chiéu dai lam viéc 106mm, duong kinh 3mm
- Kim choc ¢6 tdng chiéu dai 150mm, chiéu dai 1am viéc 110mm, dudng kinh 2mm . Kim choc dn duong ( dinh din huéng ): 02
céi. Téng chiéu dai 260mm va duong kinh 1.5mm . Kim choc do loai size 3 (dng choc do) : 02 cai (gom dng cong tac va Trocar)
- Ong cong tac c6 tong chidu dai 178mm, chidu dai 1am viéc 144mm, dudng kinh 4.3mm
- Trocar co téng chidu dai 185.5mm, chiéu dai lam viéc 165mm, duong kinh 3.8mm . Kim chgc khoan dan duong (Miii khoan dbt
séng size 3) : 02 c4i . Téng chidu dai 220mm va dudng kinh 3.5mm . Bom ép lyc ddy xi ming (gdm Bong nong than ddt séng va
Xilanh bom phdng bong c6 ddng hd do 4p luc bong ) : 01 bo
1. Bong nong than dét séng ¢6 3 ¢& : 10 mm, 15 mm, 20 mm :
- Bong nong than dét séng ¢& 10 mm co chiéu dai ban dau 12.7mm , 4p sudt lam viéc 150 psi, duong kinh bong ti da 17 mm, chidu
dai bong t6i da 17mm, thé tich bong téi da 4mm.
- Bong nong than dét séng ¢ 15 mm c6 chidu dai ban diu 16.3 mm , 4p suét lam viéc 150 psi, dudng kinh bong téi da 16.3mm,
chiéu dai bong téi da 19mm, thé tich bong t6i da 4mm.
- Bong nong than dét séng ¢& 20 mm c6 chidu dai ban dau 19.2 mm , 4p suét lam viéc 150 psi, dudng kinh bong téi da 18.5 mm,
chiéu dai bong ti da 25 mm, thé tich bong t6i da 6mm
2. Xi lanh bom phéng c6 ddng hd do 4p luc bong. Nit van gitp kiém soat nén . Bom ap luc ddy xi mang vio than dbt: 06 cai. Bao
g0m que ddy xi ning va dng chira xi ming:
- Que diy xi mang co téng chidu dai 259mm, chidu dai lam viéc 222mm, dudng kinh 3mm.
- Trocar c6 téng chiéu dai 221.5mm, chiéu dai lam viéc 192mm, dwong kinh 3.5mm . Xi méing sinh hoc kém dung dich pha : 01 goi
. Diing dé phiu thudt bom xi mang tao hinh than dét séng
- Thoi gian lam viéc cua cement ¢ nhiét do phong (tr 19 d6 C dén 26 @6 C) tir 10-15ph.
- GOm 2 phan: bdt (20g) va dung dich pha (8,5g)
1. Bot xi ming dwoc ché tao tir Poly-methyl methacrylate, Zirconium dioxide (ZrO2), Benzoyl peroxide. Trong d6 ZrO2 hoic tuong
duong chiém dén 60% cho phép hinh dung xi ming dudi soi huynh quang 6 rang hon va xac dinh vi tri chinh xdc ciia xi mang
2. Dung dich pha dugc ché tao tir Methyl methacrylate, N. N-Dimethyl-para-Toluidine, Hydroquinone hoic twong duong

Dat tiéu chuan ISO, CE.

I1SO, CE

128

Phin loc khi

- Pong goi vo trung ting cai.
-Chét lwong san pham phit hop véi ISO 8637-2 hoic tuong duong
- Hé théng QMS ciia san pham dat EN ISO 13485:2016 hodc tuong duong

Cai

I1SO 13485:2016

129

B qua loc trao déi huyét trong
cho nguoi 16n

Qua loc trao dbi huyét twong duge két ndi sin vai bo day din:

- Thé tich mau cua ca bd qua loc: 127 ml +10%

- Dién tich mang hi¢u dung: 0,35 m2

- Chét lidu mang loc dang soi rdng: Polypropylene hodc tuong duong
- Buong kinh trong cua sgi loc (khi wét): 330 pm

- B¢ day thanh soi loc: 150 pm

- Thé tich méu trong soi loc: 41 ml £10%

- Tc d6 méu tdi thiéu: 100 ml/phit

- Tc d6 mau ti da: 400 ml/phut

16

I1SO 13485
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B¢ qua loc mau lién tuc/ hép phu

Qua loc mau lién tuc co gén Heparin kém bo day dn ¢6 3 chuc nang: loai bo Cytokine, loai bo noi doc td, loc mau lién tuc
(loai bo dich va doc t6 Uré huyét)

Chat liéu:

- Mang loc cu tao 3 16p:

+ Soi rdng AN69 (Acrylonitrile va sodium methallyl sulfonate copolymer) hodc tuwong dwong
+ Polyethylenelmine (PEI) hoac twong duong

+ B& mit soi loc duoc gin heparin (4500+/-1500 IU/m2) hodc twong dwong

- V6 va diu qua loc: Polycarbonate hodc trong dwong

- Vach déu qué loc: Polyurethane hodc tuong duong

- Ong din: PVC hoic tuong duong

- Cartridge: PETG Tiét trung: EtO (ethylene oxide) hodc twong duong

Théng sb k§ thuat cia qua loc:

- TMP t6i da* (mmHg/kPa): 450/60

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

- Thé tich mau trong qua loc (£10%): 193 ml

- Dién tich mang: 1,5m2

- Buong kinh trong cua soi loc (khi wét): 240pum

- B¢ day thanh sgi loc: S0um

- Tc d6 méau: 100 - 450 ml / phit

I1SO 13485

131

B¢ qua loc mau lién tuc cho
nguoi lon

Qua loc mau lién tuc kém bo day dan. Chét liéu:

- Sgi loc AN69 HF: Acrylonitrile va sodium methallyl sulfonate copolymer hodc twong duong
- V6 va diu qua loc: Polycarbonate hodc trong dwong

- Ong dan: PVC hoic tuong duong

- Cartridge: PETG Phuong phap tiét tring: EtO (ethylene oxide) hoac twong duong
Thoéng sb k§ thuat ctia qua loc:

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

- Thé tich mau trong qua loc (£10%): 152 ml

- Dién tich mang hi¢u dung: 0,9m2

- Buong kinh trong cua soi loc (khi wét): 240pum

- B¢ day thanh sgi loc: S0um

- Tc d6 méau: 75 - 400 ml/phit

- Thé tich mdi mau (chi & qua loc): 66 ml £10%

ISO 13485

132

Qua loc mau

Chét liéu mang Polysulfone(PSU) hodc polyethersulfone hodc trong duong

Chét liéu vo qua: Polycarbonate/ Polyurethane hodc twong duong

Dién tich mang loc 1,3+1.5 m?

Heé s6 siéu loc (KUF )16+18 ml/h/mmHg

Phuong phap khir tring an toan

Véi téc dd bom méau 300ml/min thi hé sb loc:

Urea 255+260, Creatinine 231+236, Phosphate 201+206, Vitamin B12: 119+125
Heé s6 truyén tai (KoA):930+ 945

Thé tich mdi : 85+90

Cai

3300

ISO 13485
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Kim chay than nhan tao

Kim ¢& 16G. Chiéu dai kim £25mm. Chiéu dai day ni véi kim 300mm, c6 kep bao vé . Bao gdm loai canh xoay . Kim
duoc bao boc béng silicone, c6 khoa béao vé, c6 thiét ké backeye. Dat tiéu chudn ISO 13485 hodc tuong duong

Céi

39600

1SO 13485

134

Dung dich thim phan mau ddm
dic A

M&i 10 lit dung dich ddm dic chira:
Natri clorid: 2708,69 g

Kali clorid: 67,10 g

Calci clorid.2H20: 99,24 g
Magnesi clorid.6H20: 45,75 g
Acid acetic bang: 81 g
Glucose.H20: 494,99 g

Nuéc tinh khiét vira du: 10 lit

Can

7920

I1SO 13485

135

Dung dich thim phan mau dam
dac B

MB&i 10 lit dung dich dam dac chwa:
Natri bicarbonat: 840,0 g

Dinatri edetat.2H20: 0,5 g

Nude tinh khiét vira du: 10 lit

Can

9900

ISO 13485

136

Day mau than nhan tao

Day mau chay than c¢6 kém 2 bd bao vé cam bién.Téng chiéu dai day dong mach >3.680 mm, téng chiéu dai day tinh mach
>2.630 mm. Lam béng nhya PVC hoac tuong duong, déu két ndi va cac thanh ph?m khac: PVC, PE, PP, PC, ABS hoac
twong duong. Day méau nay khong chira cao su ty nhién. D4y tinh mach v&i bau tinh mach dai 130mm. Day déng mach véi
bom mau (dudng kinh trong 8mm x dudng kinh ngoai 12mm x chiéu dai <350mm), biu dong mach dai 130mm. Tiét tring
bang ETO hoic tuong duong

3300

ISO

137

Citric ACid

Tinh thé tring, c6 mui dic trung.

Tai

70

TCCS

138

Dung dich tiét trung

- Peracetic axit: > 4.2%

- Hydrogen peroxide: > 30%

- Acid acetic: <4.9%

Téac dong tiét trung tham khao: tiét trung lanh (may chay than 37 d¢ C). Khir canxi: c6. Ty 1€ pha loang: 1 + 24. Tinh tuong
thich h¢ théng: khong giéi han.

Can

16

ISO

139

Muéi hoan nguyén

Mau tréing; Khong mui; dang vién nén ding dé tai sinh hat nhya cation trong h¢ thong lam mém nuéc; Tai sinh hat anion
trong h¢ thong khir kiém nudc

Kg

220

TCCS

140

Que thu d6 cung cua nude

Dung dé kiém tra do cling cua nudc trong chay than nhan tao hoac hé théng nudc RO.
C6 thé kiém tra nudc véi cac ndng do: 0, 10, 25, 50 va 120ppm

Khéng sir dung dé kiém tra nudce co do cing > 120 ppm.

Thoi gian nhing: 1 gidy

Thoi gian doc két qua: 10 gidy. TCCL: ISO 9001:2015; ISO 13485:2003

Lo

1SO 9001:2015; 1SO
13485:2003
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Dé do mirc db clo thép (chloramines/clo ty do) trong nude cip dung dé chay than va ciing cho biét ndng do Clo (chat tiy

147 | Que thir ham lugng Clo téng giai |Clo) t@n du trong dung dich d str dung dé stc rira duong dng sau khi khir tring thiét bi thdm tich mau. Lo 4 ISO 9001:2015; ISO

thap Co thé kiém tra nude voi cac nong do: 0, 0.1, 0.5 va 3ppm ) 13485:2003
Thoi gian nhung va doc két qua: 30 gidy. TCCL: ISO 9001:2015; ISO 13485:2003
- Phim kho laser kich c& 35x43 cm (14x17 inch), c6 d0 phan giai cao, hinh anh quang nhiét
- Phim dugc cAu tao 4 16p bao gdm: 2 16p bao vé&; 1 16p nhii twong nhay sang va 1 16p nén polyester hodc twong dwong
- Hb tro 16p nén 7-mil polyester hodc tuong duong
- Phim c¢6 thanh phén cAu tao hoa hoc bao gdm: 90-95% Polyethylene terephthalate; 1-5% Polyvinyl butyral-polyvinyl
alcohol-polyvinyl acetate terpolymer; 1-5% Axit docosanoic, mudi bac(1+) va < 3% Cellulose acetate butyrate hodc tuwong
- duong R .

142 | Phim in faser 35x43cm (14XI7IN)] 'ppi o6 thé luu Tai trén dén doc phim > 24 gio, & didu kién nhiét d6 16-27 °C hodc 60-80 °F v didu kién d6 4m 30-50% |  'OP % IS0 13485; CFS
RH
- Mat @6 hinh anh Dmax: 3.3
- Phim ¢6 mét d6 diém anh t&i da 650 ppi
- Tuong thich v&i hé théng may in phim laser Trimax
- Pat tiéu chuén chit luong ISO 13485; CFS
- Phim kho laser kich ¢& 25x30 cm (10x12 icnh), c6 d0 phén giai cao, hinh anh quang nhiét
- Phim dugc cAu tao 4 16p bao gdm: 2 16p bao vé; 1 16p nhii twong nhay sang va 1 16p nén polyester hodc twong dwong
- Hd tro 16p nén 7-mil polyester hodc tuong duong
- Phim c6 thanh phén cAu tao hoa hoc bao gdm: 90-95% Polyethylene terephthalate; 1-5% Polyvinyl butyral-polyvinyl
alcohol-polyvinyl acetate terpolymer; 1-5% Axit docosanoic, mudi bac(1+) va < 3% Cellulose acetate butyrate hodc tuwong

- duong R .

143 | Phim in laser 25x30cm (10X12IN)] "p . 6 thé luu Tai trén dén doc phim > 24 gio, & didu kién nhiét d6 16-27 °C hoge 60-80 °F va didu kién d6 4m 30-50% | MOP 8 IS0 13485; CFS
RH
- Mat @6 hinh anh Dmax: 3.3
- Phim c6 mét do diém anh t6i da 650 ppi
- Tuong thich v&i hé théng may in phim laser Trimax
- Pat tiéu chuén chét luong ISO 13485; CFS hoac tuong duong
- Phim kho laser kich ¢& 20x25 cm (8x10 inch), c6 d0 phan giai cao, hinh anh quang nhiét
- Phim duoc céu tao 4 16p bao gdm: 2 16p bao vé; 1 16p nhii twong nhay sang va 1 16p nén polyester hodc tuong duong
- Hb tro 16p nén 7-mil polyester hodc tuong dwong
- Phim c6 thanh phan c4u tao héa hoc bao gdm: 90-95% Polyethylene terephthalate; 1-5% Polyvinyl butyral-polyvinyl
alcohol-polyvinyl acetate terpolymer; 1-5% Axit docosanoic, mudi bac(1+) va < 3% Cellulose acetate butyrate hodc tuong

144 | Phim in laser 25x25cm (8x10IN) |19 hop 400 ISO 13485; CFS

- Phim ¢6 thé luu lai trén dén doc phim > 24 gid, & didu kién nhiét 46 16-27 °C hodc 60-80 °F va diéu kién do 4m 30-50 %
RH

- Mat d6 hinh anh Dmax: 3.3

- Phim ¢6 mat do diém anh t6i da 650 ppi

- Tuong thich v6i hé théng may in phim laser Trimax

- Pat tiéu chuén chét luong ISO 13485; CFS hoic trong duong
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Mask tho oxy kém day cac co

- Mit na duogc san xuét tir nhwa PVC nguyén sinh hodc twong duong khong chita doc t6, mau tring trong, khong co chét tao

mau.

- Day dan ¢6 chiéu dai >2m, Iong dng co khia chéng gap dwoc san xuat tir chit liéu nhura PVC nguyén sinh hoic twong
duong, mau tring trong. Day din c6 khia dam bao khi oxy lu6n dugc tudn hoan.

- Thanh nhém mém déo dam béo gitr kin khit mét na va miii bénh nhan.

- Déy chun ¢ dinh bé mit na va d4u bénh nhan ¢6 d6 dan hdi cao.

- San phim duoc tiét tring bang khi Ethylene Oxide (E.O) hogc twong duong

- Pat tiéu chuén EN ISO 13485 hoic twong duong

cai

300

EN 1SO 13485

148

Mask khi dung cac co

- Mit na dugce san xuat tir nhya PVC nguyén sinh hodc twong duong, mau tréng trong, khong co chét tao mau. C6 bo khi
dung.

- Day dén c6 chiéu dai >2m, long éng co6 khia chéng gap dugc san xuit tir chit liéu nhwa PVC nguyén sinh hodc tuong
dwong, mau tring trong. DAy din c6 khia dam bao khi oxy luén dugc tudn hoan.

- Thanh nhom mém déo dam bao giir kin khit mat na va miii bénh nhan.

- Day chun ¢ dinh bo mit na va dau bénh nhan c6 do dan hdi cao.

- San pham dugc tiét tring bang khi Ethylene Oxide (E.O) hodc twong dwong

- Pat tiéu chudn EN ISO 13485 hodc twong dwong

Cai

100

EN 1SO 13485

150

Huyét ap ké dong hd

Model: NO-500V

Mtc do: 20 - 300mmHg

Do chinh xac: £3mmHg

Trong luong: 430 g

Tiéu chuan chit lugng : ISO 13485:2016; CE hodc trong dwong

Cai

70

I1SO 13485:2016; CE

151

Nhiét ké thay ngan kep nach

Duoc lam tur thiy tinh trong sudt, bén trong c6 vach chia do va dai thuy ngan. Nhiét d¢ do duoc i da 35-42°C.

Chiée

284

ISO

152

Khéu trang y té 3 16p

3 16p bao gdm: + 2 16p ngoai vai khong dét

+ Lop vi loc & giita (16p mang loc khuén) cé tic dung ngin cac giot bén, loc bui, vi khuin, déng vai trd quan trong nhét.
Yéu cu dbi voi 16p vi loc 1a thdu khi, khong tham nude

+ 1 thanh twa miii: Bing nhya 100% nguyén chit hodc k&m boc nhya hoic tuong duong

+ 2 day deo tai: bing soi polyester va spandex, d6 co gidn tt.

Dat theo tiéu chuin TCVN 8389-1:2010 hoic twong duong

Pat tiéu chuan ISO 9001:2015; ISO 13485:2016; hodc twong duong

Cai

40900

1SO 9001:2015; 1SO
13485:2016;

153

Sap Parafin rin

Mau trfmg duc, sap thanh

Kg

500

TCCS

156

Bong dén hdng ngoai

« Phd 4nh sang hdng ngoai cao, tiét kiém ning luong.
« Sudi 4m tirc thi cho ngudi st dung.
« Cong suét cuc dai 220V/50Hz- 250W.

Cai

70

ISO

157

Ong nghe y té

Ong nghe tim phéi
bao gdm chudng nghe va mang nghe Ong chir Y nhya P.V.C hoic twong duong
trong Luong : 130g

Cai

47

ISO
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159 Ludi dao md cac s6 Ludi dao dugc 1am tir thép khong gi hodc twong dwong. Puoc khir tring bing tia gamma hodc twong dwong Hop 7610 I1ISO
- Chét lidu: polymer khong tiéu hodc twong duong. Dung dé kep cac cdu tric md dang dng hodc mach méau trong qué trinh
phiu thuat & cAm méu khi can st dung céc clip khong tiéu.
Clip polymer kep mach mau 6 |~ Kep dugc mach mau ¢d 7 mm dén 16 mm
160 | - 'PPOYMETKEP MACAMAUCO ) "rpix 43i chan clip ngoai: 17.8 mm. Do day chan clip: 1.29 mm. Pudng kinh phan 18i cia Clip khi dong: 1.3 mm, khi mo: Céi 1200 ISO
rang chong trugt nhon — gap goc 14.0 mm
- C6 céc riang nhon - gap goc hai bén sip xép so le nghiéng v& phia mé bj kep. Kidu khop dong
Tiéu chuin chit lugng: CE hodc tuong duong
161 V6i Soda Ché phim hoa hoc ¢6 thanh phan chinh 13 hdn hop canxi Hydroxit (Ca(OH)2) va natri Hydroxit (NaOH) Can 28 TCCS
162 Ludi dao lang da Ludi dao bang thép khong gi hodc twong duong Cai 60 ISO
163 Bong bop Ambu céc 63 B(~)p b?ng ho t{q ho hap l’lhafl tao bang PVC h‘oz_ic tuting duong, loai dung mdt lan.Van giam ap 60/40cmH20; Bao gom tui Cai 3 1SO
trlt khi oxy, mat na PVC hodc trong duong va ong dan oxy .
165 |Dau thit gian tinh mach thuc quan Dau‘ that baov gom 6 vong fiay t'hun va ﬂjlerfl 1 Von% pliong bi dugc lap san vao 1 dau silicone mém, twong thich duong kinh Cai 120 1SO
ngoai ong soi 9-11 mm, cau tric hai soi kéo. 5 Cai/Hop
166 Miéng dan dién cuc tim Hinh tron, duong kinh 55mm. Cam bién Ag/AgCl Céi 17500 ISO
167 Thong long cht polyp Th9ng Ic_?ng dlqrqc thiét ké hinh Oval, ban nguyét hoac Hexagonal Loop. Chiéu dai lam viéc 120, 150cm, 180cm va 230cm, Cai 70 1SO
duong kinh vo 1.8mm, 2.4mm.
Cox " Clip cAm mau ding mdt lan c6 dudng kinh m¢ 16mm, xoay 2 chidu 360 d9 (can mau xanh, vang) . Chiéu dai céc c& .
p e P . o 1
168 Clip cam méu 2 chiéu 1950mm, 2300mm. Duong kinh ngoai cia éng tube i da 2.6mm. Kénh 1am viée t5i thiéu 2.8mm. Dong mo duge nhidu lin.| o 50 IS0
169 Kim sinh thiét ding mot 1 in ij 51‘nh tl?iet Cf) le hoac khong kim; ngam hinh oval hodc hinh tron. Chiéu dai lam vi¢c 120cm-180cm, tuwong thich voi Cii 200 1SO
kénh lam viéc toi thiéu 2.0mm
Dung cu su dung mét lan.
- Dung cu duoc lam bfmg mot phén nhua dé dat trong miéng va mot day deo dé cb dinh.
- Day deo c6 thé diéu chinh dé c6 dinh quanh cb bénh nhan.
170 Ngang miéng ndi soi - b3 duogc thyc hién kiém tra d6 nhay cam véi da theo ISO 10993-10 hoic tuong duong va két qua khong gy nhay cam. Cai 50 ISO
- Kich thudc mo bén trong: 20x15mm (60x75Fr).
- Ngang miéng duoc lam bing Polypropylene (PP) hodc twong dwong
- Déy deo dugc lam bang PTE hoic tuong duong
NPT Kim gip di vat ngam ca siu, rang tho hodc bd nong. Loai ¢6 vo hodc khong vo. Pudng kinh ngam 1.8mm hogc 2.3mm, do -
173 Kim gap di vat mé ngam 6.3mm hozc 8.1mm. Chiéu dai lam viéc 120cm, 180cm hodc 230cm. Tuong thich véi kénh 1am viéc >1.8mm cai 6 IS0
hoac 2.3mm
174 Ro ldy di vat Ro ly di vat tiéu hoa 4 nhanh, ¢6 thé xoay duoc, duong kinh dng 2.5mm, chiéu dai 230cm, ¢& ro 35x60mm Cai 6 1ISO
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175 Choi rira dung cy Chéi rita dung cu & 13mm Caéi 70 ISO
C6 cbng luer xoay va nip loc tinh dién
D6 4m diu ra: 31mg/H20 & VT 500ml
Dién tré (6 tdc do 60LPM): 180pa

. 2 Khoéng chét: 45ml .

176 Filter loc khuan Thé tich: 150-1500m] Cai 450 ISO
Hiéu suét loc vi khuén (BFE): 99,99998%
Hiéu suat loc virus (VFE): 99,99997%
Trong luong 29,1¢g

177 | Bu éng dém cho binh xit dinh lidu Bliong ,der‘g dgng C},IO binh ?(1t dinh liéu. Loai 6ng ngam, khong Mask. Buong dém loai chong tinh dién, van hit khang luc Cai 6 1SO
thap, c6 coi canh bao lyc hit.
Lam tir tim kinh chit lugng cao, bé mit phing, khéng mdc, nham déu

178 Lam kinh 7105 Kich thudce: 25.4X76.2mm(1"X3") Hop 342 ISO
Do sic nét: 1.0-1.2mm
Ludi 1am bing thép khong ri, kich thude 80x8x0.25mm, goc nghiéng 35 do, Cét dugc tit ca cac loai md (md cing, md

179 Dao cht tiéu ban mém, cit lanh, cit mong). Céi 3 1SO 13485
- Sur dung duogc cho tat ca cac loai may cat tiéu ban.
- Tiéu chuén ISO 13485 hodc twong dwong
- Thiét ké mot manh va chdt cai cho phép thao tac bing mot tay thudn tién va gitip dong lai ndp chic chin trong qué trinh
ché bién
- Lam bang vat liéu P.O.M (Polymer Acetal) hodc twong dwong, 100% chéng lai nhiét do va phan img héa hoc ctia dung

. % . moi mé hoc L.

180 Khuon dic mau mo - Vi cac 16 hinh vuéng kich thude 0,9mm x 0,9mm (loai 16 nho). cai 3 IS0 13485
- Vi hai khu vuc ghi nhan 16n trén cac mat cia bang cassette va mot mat ghi nghiéng phia trudce
- B& mat viét trudc nghiéng goc 45 °.
- Tiéu chuén ISO 13485 hodc twrong dwong
Lam bing thiy tinh siéu trong sudt hodc trong dwong, ¢6 dic tinh quang hoc 1y twéng, én dinh, ciu tric phan tir, do phing
ddng nhat va kich thuéc dong nhét.

181 T4m phii lam kinh - Tiéu chuén ISO 13485 hodc trong dwong Caéi 1 1SO 13485
- Kich thudc (22x40) mm,do day #1.0: 0.13-0.16mm
Lam bang thuy tinh sidu trong sudt hodc twong dwong, c6 dic tinh quang hoc Iy tuéng, én dinh, cdu tric phan tir, dd phing
ddng nhit va kich thudc dong nhit..

182 Lamen - Tiéu chuin ISO 13485 hoic tuong dwong Hop 10 1SO 13485

- Kich thudge (22x22) mm, d§ day #1.0: 0.13-0.16mm




STT Tén hang hoé Thong s6 k§ thuat Pon vi tinh | S8 lwgng Tiéu chuin
Parafin hat tinh khiét chuyén ding d& viii dic mau bénh phdm trong giai phau bénh véi cac chat phy gia dé tang cudng kha
nang thdm thiu, tao d6 dan hdi va gitip cit miu dé dang.
- Tinh chat vat ly:
- Trang thai vat ly: Rin
- Mau séc: Tréng (RS rang ¢ trang thai nong chay)
183 | Nén hat tinh khiét (Parafin hat) |- Mui: Hydrocarbon nhe Tai 8 I1SO 13485
- Piém dong bang / Diém nong chay: 54.4 — 57.2°C
- Piém chdp chay: 212.78 °C
- Thanh phén gdm cé: Sap paraffin tinh khiét va sap
Hydrocarbon > 99%, Benzen, ethenyl-, polymer v4i 1-methylethenyl) benzen, hydro hoa < 1%.
- Pat tiéu chuén ISO 13485 hoic twong duong
184 | Que Iy mau bénh phim can nhya Clhleu liéu ong, r{ap, que bang nhya hodc twong duong, dau cotton, chiéu dai 175mm. Dong gbi riéng tirng chiéc, tiét tring Chiée 4000 1SO
bang EO Gas hoac tuong duong.
188 Kep rén so sinh San xudt tir chét liéu nhya PP nguyén sinh hodc twong duong, do tron lang cao. Pat tiéu chuén ISO 13485:2016 Cai 2000 1ISO 13485:2016
190 Bom hut thai 1 van Bom m¢t van c6 dung tich 60mL, kich thuéc 610-660 mm (24-26 inch). Pong goi: Tiét trung, dong goi riéng biét ting tai Bo 5 ISO
N 3 a NN A N A L Y - N + A .
191 Bao cao su Lam bang cao su tu nhién, trong mo va khdng mau, khong mui. Chiéu dai: size 52. B day: 0,065mm +0,015mm. D¢ nhét: Cai 1000 1SO
200-350 Cs.
192 Cement tram rang Fuji IX Tang cudng phong thich Fluoride, vat ligu tram glass ionomer can quang danh cho ring, Cement tram hoan tat(15g+ 8g) Hop 10 ISO
193 Cement tram rang Fuji 11 La loai vat' liu GIas\s Ionomer phong thich flouride manh dugc phat trién dé bao vé nhirng bé mét c6 nguy co su rang cao Hop 6 1SO
Cement tram dy phong (15g+ 8ml)
196 Composite long Composite 16ng, bén, bé mat cyc min, ding tram  sdu nho, bit cac vét nut Tuyp 10 I1ISO
197 Composite dic LaAvat 11@:‘1'1 co‘mpo‘sntf qliang}rung hop, mang lai nhitng loi thé dang ké vé tinh tham my, kha nang danh bong, kha nang Tugp 6 1SO
chong mai mon va do bén gay
198 | Ong hut nha/ Ong hit nuée bot |Chét liéu nhya PVC hogc trong duong Cai 1000 ISO
200 Trém dua chr;cazg vao ong tuy Diing dé dua chét han rang vao dng tiy véi chudi bang thép khong gi hodc tuong duong Hop 30 1ISO
Chét liéu: Giz‘iy y té, mau tréng, khong mui, khéng doc, khong to soi, da dugc téy sach, va nhya plastic PET/PP hoac tuong
202 Tuai ép det tiét tring duong (Phim dwoc két cu gia cwong 55gsm), chiu nhiét 121 -140°C cudn 8 S0
150mmx200m Chit chi thi: ¢6 hinh chit nhat hogc hinh binh hanh: chi thj mau Hong chuyén sang mau vang nau néu tiét tring bing khi '
EO, chi thi mau Xanh lam chuyén sang mau xam den néu tiét trung bfmg hoi nudce tir nhiét 36 121°C-134°C.
Chét liéu: Giéy y té, mau tréng, khong mui, khong doc, khong to soi, da duogc téy sach, va nhya plastic PET/PP hoac tuong
203 Tai ép det tiét tring duong (Phim dwoc két cu gia cwong 55gsm), chiu nhiét 121 -140°C cudn 8 S0
200mmx200m Chit chi thi: ¢6 hinh chit nhat hogc hinh binh hanh: chi thj mau Hong chuyén sang mau vang nau néu tiét tring bang khi '
EO, chi thi mau Xanh lam chuyén sang mau xam den néu tiét trung bz"ing hoi nudce tir nhiét 36 121°C-134°C.
Chét liéu: Giéy y té, mau trfmg, khong mui, khéng doc, khong to soi, da duogc téy sach, va nhya plastic PET/PP hoac tuong
204 Tui ép det tiét tring 300mmx  |dwong (Phim duoc két cdu gia cwong 55gsm), chiu nhiét 121 -140°C cudn 8 1SO

200m

Chit chi thi: ¢6 hinh chit nhat hogc hinh binh hanh: chi thj mau Hong chuyén sang mau vang nau néu tiét tring bang khi
EO, chi thi mau Xanh lam chuyén sang mau xam den néu tiét trung bz"ing hoi nudce tir nhiét 36 121°C-134°C.
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- S Bing keo chi thi nhiét hip w6t 19mmx50m . Thanh phin: Gidy két ciu két dinh + chi bao EO, chi thi mau tir tir Cam sang N
mmx. A aa . ; 12

205 | Bang chi thi nhict I9mmxS0m . 1 1, Nhigt do khir tring 53-55 @ C, lyc kéo > 4N/25mm, Cudng 6 chiu kéo > 50N / 25mmm cuon IS0
- Catheter 2 nong than nhan tao
- Kich thude: 12Fr x 20cm
- B¢ dung cu tiéu chuén bao gém: Catheter loc than, nong, kim ludn, xilanh, guidewire, keo dinh vét thuong, nép kim tiém,

Catheter dung cho loc mau-than dao md, kim voi chi khau
206 ung N ’ -t - Guidewire 0.038"" x 60cm, kim ludn: 18Ga, nong: 12F x 15 cm 10F x 15 cm Hop 80 1ISO
nhén tao XA a1 £ . -2 £

- Lo trén thanh ong cach diém cudi 2,5 cm
- Ong nbi Silicon hodc twong duong
- Lam tr PU hoac tuong duong
- OD: 4mm

210 Day oxy 2 nhanh Chit liéu 100% PVC hoic trong duong. Cai 1630 ISO

. ) .. . |Ongthéng da day cac c& gbm 2 loai ¢ nép (gdm cac c& 5Fr, 6Fr, 8 Fr, 10Fr) va khong c6 nép (12Fr,14Fr,16Fr,18Fr). Day
212 Ong (sonde) rly{a d;'i day céc loai, dan duge san xudt tir chit liéu nhua PVC nguyén sinh hodc twong duong, mém, déo, tron giam tdn thuong niém mac. Dat Cai 850 EN 1SO 13485
cac ¢ i n z <
tiéu chuan EN ISO 13485 hodc twong duong
A ()ng thong hau moén céac $622,24,26,28. Day din dai 400mm duoc san xudt tir chit liéu nhya PVC nguyén sinh hodc twong - .
218 Sonde hau mon duong, mém déo. Dat tiéu chudn EN ISO 13485:2016 hoic tuong duong cai 50 EN 150 13485:2016
) A 134 £ oz 2 £ . , o A , < A qas oA ;

219 Sonde Nelaton cdc s6 N@ye? liéu 2/ té, san pham y t€ loai 1 chira 100% tu nhién mu cao su hodc tuong duwong. Chiéu dai ctiia 6ng: 40mm. Kich Céi 1720 1SO
thudce ong thong Nelaton: Fr6 ~ Fr24
C6 céu trac gdm 3 tui:
- Tai 1: dung tich 250ml. Tui chita 35ml dung dich chéng déng va bao quan CPD.

221 |  Tdi méu ba dung tich 250ml |- Tai 2: dung tich 250ml dé chira huyét twong. Tai 2500 ISO
- Tui 3: dung tich 250ml dé chira dung dich bao quan hdng ciu AS-5.
C6 chu trac gdm 3 thi:

299 T(i méu ba dung tich 350ml  |” Tu1 1: dung tl,Ch 350ml TEI cl}ua 49rA,nl dung dich chong dong va bao quan CPD. T 2000 1SO
- Ti 2: dung tich 350ml dé chira huyét twong.
- Tai 3: dung tich 350ml dé chtra dung dich bao quan hdng cdu AS-5.

) A I . <A 0 . . . o ’ = A .

293 Ong nghiém nhya Sml Or{g n,ghlg:n} 'PS' tinh 'khllet 10? A],A dung tich 5Sml, kich thude 12x75mm. Sir dung nhua trung tinh hodc twong duong khong Ong 10000 1SO
phan tng vai cac loai hoa chat bén trong.
- Niép cao su hogc twong durong va than bang thily tinh hodc trong duong kich thugc: 8 x 120mm
- Thé tich 14y mau: 1.28ml

A o\ r . A _ 7 A A . . . 0
294 Vit tu dung cl}o n_}ay xét nghiém H(l)a chat bfnrtrong; SO({IUI}’I Citrate 3.2 A>, . , ' Khay 6 1SO
mau lang - C6 vach thé tich trén than 6ng cho dung tich lay mau chinh xac

- Pong gbi: 100 éng/ khay
- St dung kim l4y mau chan khong va éng giit kim 1y mau dé dua vao éng

295 Eppendorf 1.5 ml Chat li¢u nhua PP nguyén sinh hodc tuong duong, dung tich mau 1.5ml. Chiu dugc luc ly tam 13.000 RPM, nhiét do (-196) Ci 5100 1SO

- 12046 C.
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296 iu con ¢6 loc v6 tring 10ul Davu con loc 10ul, chat liéu nhya PP hodc tuong duong, khong kim loai, khong Dnase, Rnase. Tiét trung bang khi EO gas Hép 7 1SO
hodc twong duong.

227 | Déu con ¢6 loc vé tring 200 ul Davu con loc 200ul, chat liéu nhya PP hodc tuong duong, khong kim loai, khong Dnase, Rnase. Tiét trung bang khi EO gas Hép 53 1SO
hodc trong duong.

228 | Piu con 6 loc vo riing 1000ul Davu con loc 1000ul, chat liéu nhya PP hodc tuong duong, khong kim loai, khong Dnase, Rnase. Tiét trung bang khi EO gas hop 13 1SO
hodc twong duong.

299 Diu con bau C(,).n Vrang Qurag tl(fh 200Au1, Igm tl‘I nhl_{a PP I}oag tU(Amg filr(yng, ‘khong kim 1(3@1, @ong D'NAs‘(e, RNAse. Th}et ke Phu , Chiée 66000 1SO
hop voi cac loai cay pipet trén thi truong, 6m khit dau cay pipet, thanh trong khong dinh nudce, dam bao dung tich chinh xac.

230 Piu con bau C(r)}’l x]anh d.unAg tl(?h lOOf) ul, .lam ‘tu' nl‘iua PP, ho;ac tL}'orng du‘o‘ng, khong klmAloal, %(hong ,DNA756, l%NAse. T?uet kff phu, Chiée 27000 1SO
hop vo6i cac loai cay pipet trén thi truong, 6m khit dau cay pipet, thanh trong khong dinh nudc, dam bao dung tich chinh xac.

JORTIN s . = . . % N _ Ny AL A A M A ’
231 Lam kinh iléz::t liéu thuy tinh hodc twong duong, kich thude 25.4*76.2mm, d6 day 1.0-1.2mm, mai mo mot dau, bé mat phang, khong Miéng 19 1SO
Que tim bong liy mAu bénh  |Chét liéu can bing nhya PP/ABS hoic twong duong, dau bong nylon hogc trong dwong, chidu dai 150mm, c6 khéc bé & vi -
234 A . . A N -4 N 3 < Caéi 5000 ISO
pham tri 80mm. Pong goi riéng ting chiéc. Tiét trung bang EO Gas hodc twong duong.
x Py S . X o . < 5 . Qn ; A 2

235 Lo nhua dung miu tiét tring L(:). mfau nu’fyc ,tleu tian% nhya PP tinh khiet 100%, dung tich 60ml, Nap mau do. Str dung nhya trung tinh khong phan tng Ci 5020 1SO

v6i céac loai hoa chat bén trong,
A ‘A . “A 0 A \ . A . - \ As A A1 A \

236 Dia petri C}lat h@l,l nhya P? tinh khiet 100%, trong suot, duong kinh 90mm, khong chia ngan. Dung trong nudi cay t¢ bao. Tiét tring Ccai 5000 1SO
bang khi EO hoac twong duong
San xuét tir cao su thién nhién, b& mat khong phu bot chéng dinh.
Kich ¢&: Chiéu rong : XS < 82mm; S: 83 £5; M: (89  5), (95 £ 5) ; L: (102  6), (109 = 6); XL>110mm. Chiéu dai 220 -
230mm. Do day i thiéu (Vang tron nhin: 0,08mm; viing nham: 0,11mm). ISO S001:2015: 150

240 | Gang tay kham bénh khong bt |Két qua thir nghiém : Luc kéo dit nho nhét cn dat trude 130 hoa: 8,65N. Do gidn dai khi dut nhé nhat can dat trude ldo Poi 510 13485:2016
hod: 674%. ’
Ging tay thing, ding chung cho ca hai tay. tiéu chudn cong bd TCVN 6343-1/ 1SO 11193-1. Hé théng quan 1y chét lugng
1SO 9001:2015; ISO 13485:2016 hoac tuong duong
Lam béng thuy tinh siéu trong sudt (borosilicate) hoic trong dwong, cé dac tinh quang hoc Iy twéng, én dinh, ciu tric phan
tir, d6 phang ddng nhét va kich thude ddng nhit.

241 Lamen 22x22mm Ung dung duoc d& xuit: dung trong mé hoc, té bao hoc, phén tich nude tiéu va vi sinh chiéc 3000 1ISO 13485
- Tiéu chuén ISO 13485 hodc twong dwong
- Kich thudc (22x22) mm, d¢ day #1.0: 0.13-0.16mm

One nehiém Heparin Lithium ni Chit ligu: Pugc 1am bang nhya y té PET hodc trong dwong. Hoa chat: Pugc bom héa chét chéng dong Heparin lithium
243 g nghic P P dui dang hat swong, Kich thudc éng 13x75mm, ¢6 vach dinh mirc 14y mu, chiu dwoc lyc quay ly tim 6000 vong/phit Cai 62966 I1ISO

Cao su

trong vong 5 - 10 phut, nhan mau xanh 14, c6 phiéu kidm dinh chét luong ciia co quan kiém dinh .
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One nehiém Natri Citrate chan Chit liéu: Pugc lam bang nhuyra y té PET hodc twong dwong, Hoa chit: Dugc bom hoa chit chéng dong Natri citrate 3.2%,
244 £ neflis Kkhén Kich thude éng 13x75mm, c6 vach dinh mic ldy miu, chiu dugc Iuc quay ly tim 6000 vong/phit trong vong 5 - 10 phut, Cai 11650 I1ISO
9 nhén mau xanh duong. Cé phiéu kiém dinh chét lvong ciia co quan kiém dinh .
Chit liéu: Ong dwoc lam bing nhua y té PP hogc tuong duong. , kich thude ng 12x75mm. Nép bang nhya LDPE hodc
twong duong, ddy kin thanh éng va dugc giit chit boi khe tron giita > 3 vong rang ¢ thanh trong ciia nép va 15i lot long
- i trong ciia dng. Hoa chit bén trong 14 Ethylenediaminetetra Acid (EDTA K2) v6i ndng do tiéu chuén dé giir cac té bao trong .
245 Ong nghiém EDTA méu nhét 13 tiéu cau luén & trang thai tach roi tbi da tir 6 - 8 giv. Hoa chit bén trong ding khang déng cho 1ml hogc 2ml cai 1200 IS0
méu vé6i vach 14y mau 1ml hodc 2ml riéng biét trén nhén éng. C6 phiéu phan tich chét lwvong ciia co quan chirc nang kiém
dinh
Chit liéu: Ong dwoc lam bing nhya y té PP hodc twong duong, nip bang nhyra LDPE hoiic trong dwong, Nép cao su boc
- . A nhya LDPE hoic trong dwong day kin thanh éng va dwoc gifr chat boi khe tron gifra > 3 vong ring ¢ thanh trong cua nip -
. . 7
246 | Ongnghiém EDTA ndp cao st |, a1t oo trong ciia dng, Héa chit bén trong 1a Ethylenediaminetetra Acid (EDTA) duoc phun duéi dang hat swong, cai 57500 IS0
Kich thuéc dng 12x75mm, C6 phiéu phan tich chit lugng ciia co quan chirc ning kiém dinh.
Chit liéu: Ong dwgc lam bing nhya y té PP hogc twong duong, nip bing nhyra LDPE hoic trong dwong, Nép nhya LDPE
P i day kin thanh dng va dugc giir chit bai khe tron giita 3 vong rang ¢ thanh trong ctia nép va 15i lot 1ong trong ctia dng, ding -
> p . . x 1
241 Ong nghiém Serum cac hat bi nhya dé tach nhanh huyét thanh. Kich thudc 6ng 12x75mm, c¢6 vach dinh muc lay mau, chiu dugc luc quay ly cai 6930 IS0
tam 6000 vong/phiit trong vong 5 - 10 phut, nhan mau do. C6 phiéu kiém dinh chit lugng ctia co quan kiém dinh
Vai khong dét polypropylen hoac tuong duong
Khong kich ing da ISO 9001:2015; ISO
249 Mii gidy 2.9g - 3.8g/ lcai. Céi 36150 13485:2016: GMP
Do co gian tdt. Tiét trung bﬁng khi EO.Gas hoac tuong duong. Dat tiéu chuén ISO 9001:2015; ISO 13485:2016; GMP hoic ’ ’
tuong duong
- San xudt tir nhya y té PVC hodc twong duong, khéng doc hai.
- Kich ¢& 2000ml, d day 1.2mm, phan vach rd rang. C6 vach dung tich mdi 100ml. Dam béo kin khéng 1o ri. C6 bang chia
2 vach. .
(i 5c tié : . ‘ s 5 4
261 Tai dung nude tiéu - Van xa thoat day chtr T, chong trao ngugc, ong dau vao 90cm. Cé quai treo bang nhya PVC hodc tuong duong cai 3466 IS0
- Thén ti c6 bang ghi théng tin co ban vé bénh nhén.
- San phim dugc tiét trang bang khi Ethylene Oxide (E.O) hodc twong dwong
278 Déu si C6 mau hoi vang, c6 mui thom déc trung. Can 16 TCCS
1. Ong nylon 18 x 230 ¢cm. Day budc 2,2mm x60 cm
2.Thinylon 9 x 14 cm. Day bugc 2,2mm x 30cm
. + A \ < . A TA . .
281 Tui Camera Day cotton mau trang, c6 do bén cao Ci 1200 CE, GMP

Yéu ciu an toan: Khéng dinh bui bén, tap chét, ko réach, thung, ko kich ing da...
Puoc dong goi trong bao bi gidy c6 mau chi thi tiét tring dung trong y té. Tiét trung bing khi EO.Gas hodc twong dwong;
chung nhan CE, GMP hoac tuong duong
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Chét liéu nylon, c6 d6 trong, bong bé mat, c6 do cimg nhit dinh, d& gép nép. Khong dinh bui bén, tap chét, ko rach thung,
; . ko kich tmg da. Trong luong (g/cai): 34g — 35g/m2 (+ 1g). Tiét trung bing khi EO.Gas hoic twong duong 2 1SO 9001:2015; ISO

282 Tam trdi nilon - Tiét tring, c6 mau chi thi ding trong y té Chice 5100 143485:2016; CE: GMP

- Pat tiéu chun ISO 9001:2015; ISO 13485:2016; CE; GMP hoa twong duong
. Chit liéu nhya PVC hoic twong duong, éng diy mém déo. Pudng kinh trong 5.0mm hodc 7.0mm, dudng kinh ngoai: .
C U 0de tuc > ; ! ¢ > 820

284 Sonde dat 6 bung 7.0mm hodc 10mm chiéu dai 396mm . Pugc tiét tring bang EO hodc twong duong cai IS0

288 Chi lin Puoc lam bé‘mg s0i cotton, dugc xur Iy hoa chét. Size 80 x 360m Cudn 40 1SO 13485
Chi khéng tiéu don soi tdng hop Polyamide 6.6 hogc 6.6 (nylon) cac sb 1; 2/0; 3/0; 4/0; 5/0 dai 75cm kim tam giac 3/8C

289 Chi dafflon cic s6 vong kim tir 16mm dén 30mm twong tmg s chi. Luc tach kim va chi cao hon 20-60% USP dong goi bang gidy Tyvek. Tiéu Soi 300 CE
chuén CE - Chau Au hodc trong dwong

, 4 Chi khong tan téng hop Polypropylene s6 0 dai 75¢m kim tron 1/2C dai 30mm. Pong goi bing gidy Tyvek 100% soi HDPE .
\ . : R ]y 2

290 Chi prolen céc 50 bén dai chéng rich ngan khuan hiéu qua. Kim thép 300, 302 phu silicone. Tiéu chuin CE-Chau Au hodc tuong duong sot 00 CE

296 T hau mon nhan tao ]?e dag hy(‘ifocc‘)llmd:; dé_iAC. tinh nhu mét bang dan cham soc vét thuong, than thién vdi da, chong kich ing da. Co than hoat Ccai 31 1SO
tinh khir mui, vong cat t6i da 60mm

298 Bonding Keo dan Composite theo phuong phap tching + Bonding. Keo dan quang trung hgp, hat don nano, dung moi ethanol. tuyp 4 ISO

. Dung dich Etchant nhon mau xanh chira phosphoric 37% va benzalkonium chloride; ding dé bdi 1én bé mit men rang trudc

299 Etching Al tia . AN U . . X s : Lo 4 ISO
khi dat vat liéu phuc hinh; rira cac bé mat su, kim loai va composite trudc khi boi adhensive

301 Camphenol Dung dich lam sach va khir tring éng tity. C6 thanh phan diu. Thanh phin gdm: Parachlorophenol va Camphor. Lo 4 I1ISO

303 Zinc Oxyd Thanh phan 14 diu Eugenol dung phdi tron v6i oxid kém lam gidm dau trong tha thuét nha khoa Hop 2 ISO
Ong thong da day céc ¢& gom 2 loai co nip (gdm cac c& 5Fr, 6Fr, 8 Fr, 10Fr) va khong ¢ nip (12Fr,14Fr,16Fr,18Fr). Day

310 Sonde cho an dan duge san xudt tir chit liéu nhya PVC nguyén sinh, mém, déo, tron giam tén thuong niém mac. Pat tiéu chuén EN ISO cai 55 EN 1SO 13485
13485 hodc tuong duong

311 Kim chich mau Pau kim thf:p khong ri vat ba dau sac nhon, dung véi bit chich mau, gitip lay mau khong dau. Size: 28G. Tiét tring bang tia Ccai 2700 1SO
Gamma hoac tuong duong
Hoat chat:  Ethanol 56% (w/w), Isopropanol 18% (w/w), Chlorhexidine Digluconate 0,5 % (w/w).

314 | Dung dich sit khuén tay nhanh Hé duon% am: Glycerine, Caprylic triglyceride, Olive Oil PEG-7 Esters.... Chai 388 1SO 9001: 1SO 13485
Huong liéu
Ham lugng Methanol: <2000 (mg/l)

315 Gang kiém nghiém (ging san dai |Gang san khoa (ging kham san) chua tiét tring dai 500mm san xuét tir cao su thién nhién phu bot chéng dinh, sir dung mét Do 200 1SO

tay c& S,M)

lan.
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Lam tir véi cotton, vai khéng dét, vai c6 15 thoang khi. Co khoa Velcro va cac nep hop kim nhom thiét k& dinh hinh va phan
316 Ao cot sbng céc ¢ b6 phi hop theo tu thé diéu tri. Dung so clru chan thuong cot song, hd tro sau phiu thudt ¢t song, bénh 1 ¢t song nhu lao Cai 45 ISO
cot sbng, xep cac dét séng. Phu hop chiéu cao co thé < 135¢m - > 175cm; gdm t6i thiéu cac ¢d S, M, L, XL.
320 Bom tiém thudc can quan San phadm bao gdm than xi-lanh, pit-tong, tay ndm, ddu néi luer, san phim co thé tich tir 01 - 30 ml Céi 250 IS0 14001, 15O
om tiém thudc can quang p 0 g0 xi-lanh, pit-tong, tay , dau noi luer, san p ¢0 thé tic - . 13485, GMP-FDA.
A K2 P S A s Lo . . . 1SO 14001, 1ISO
321 Day noi ap luc cao Day noi do ap luc chieu dai 30-150cm. Chiu ap luc 200psi-1200psi. Cai 250 13485, GMP-FDA.
B6 phén phéi dung trong can hr X 2 . , Xz Lz , R 1SO 14001, ISO
322 thigp tim mach Thiét ké block body 3 cong. Chiu dugce ap luc cao. Pau ndi Luer twong thich cong Male / Female . Khoa Male dang xoay Bo 150 13485, GMP-FDA.
Bom 4p luc cao dung trong can | ; s g £ o N U N A A £ . 1SO 14001, 1ISO
323 thigp tim mach Ap luc chiu dugce t6i da dén 30 atm, thé tich 20 ml. Bong ho bom ap luc cé nén phat quang trong dicu kién anh sang thap Bo 120 13485, GMP-FDA.
Kit A gém: kim choc mach; vi diy dan; bom tiém 2.5ml; Introducer sheath; Dilator (que nong)
324 B6 mé duong vao mach dui |- Puong kinh: 4Fr; 5Fr; 6Fr; 7Fr; 8Fr Cai 20 1SO 13485
- Chiéu dai: 7em; 10cm
- Sheath c6 phu 16p ai nuéc M Coat
B6 mé duone vao done mach |- Dbuong kinh 5F, 6F
325 | OO S e e |- Chidu dai: 10cm; 16em cai 150 1SO 13485
quay 10z - Chu tao gém: Kim ludn ¢& 20G; vi day dan nhya ¢ 0.025"; Bom tiém 2.5ml; Introducer Sheath; Dilator (que nong); Dao
rach da
s .. |L&iday lam bang hdn hop Ni-Ti . Lop vo béi tron bing 16p 40 4i nuéc Hydrophilic. Phu can quang biang vang vuot troi nhoy
306 | DAy dan dudng dinude phircan 5014\ ko (danh déu 16p ma vang) & phin diu day dan duéi 16p phu bing nhua téng hop. Chidu dai > 150 va <260cm; & Céi 250 ISO 13485
quang bang vang <0.035"
- Chu tao 3 16p
. ... |- Chiéu dai 100cm
gg7 | Catheter Ch"r}’l T?"’“h vanh trdi, | 1 g thich guidewire 0.038" Céi 35 1SO 13485
phat... - Puodng kinh: 4Fr; SFr
- Kiéu dau: Judkins Left; Judkins Right; Amplatz Left
N . - Thanh éng mong
gog | Catheter chup dong mach vanh 2 | p o hich guidewire 0.038" Céi 150 ISO 13485

bén

- Chiéu dai: 80cm; 100cm; 110cm; 120cm
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Ong thong (Catheter) can thiép
siéu nho

- Kinh thuéc: 1.8F

- Chiéu dai: 130 cm

- Tuong thich guidewire 0.014"

Kich ¢&: - Puong kinh: 1.8Fr - Chiu dai: 130cm; 150cm

Céi

I1SO 13485

330

Ong thong (Catheter) trg gitip can
thiép

- Chu tao: 16p trong bang PTFE, 16p lu6i thép khong gi phing & gitta, 16p vo ngoai mém mai

- Chiéu dai 100cm.

- Buong kinh: 5Fr; 6Fr; 7Fr

- Kiéu dau: Amplatz Left, Back up Left, Ikari Left, Ikari Right, Judkins Left, Judkins Right, Internal Mammary,
Multipurpose, Tiger Right,...

Céi

120

I1SO 13485

331

Day dan duong cho bong va stent

- Céu tao truc v6i cong nghé ndi truc tiép
- Kich thuée: 0.014" x 180cm

- Loai Floppy

Kich ¢&: 0.014"x180cm

Cai

150

ISO 13485

332

B¢ dung cu hit huyét khéi

* Chiéu dai catheter: 140 cm
* C6 2 kich cd: 6F va 7F
* Céc bg phan khac di kém: xylanh 30 ml, day ndi, mang loc mau

Cai

I1SO 13485

333

Béng nong dong mach vanh ap
luc thudng cho tén thuong dai

Bong chiu ap lyc téi da 16atm

- Chiéu dai catheter 1400 mm

- Kich thuéc doan gin < 1.9F

- Khéu kinh d4u Tip <0.017"

- Khéu kinh vuot tén thuong nho nhét: 0.025"
Dudng kinh bong: t6i thiéu tir < 1.5mm dén > 5mm
Chiéu dai bong: t6i thiéu tir < 8mm dén > 45mm

Cai

100

ISO 13485

334

Bong nong dong mach vanh ap
luc thuong duong kinh nho

- Béng nong dugc 1am bing vat liéu Polyamide hoic tuong duong

- Ap Iyc dinh muc: > 6atm. Ap luc t&i da > 14atm (v6i c& bong < 3.0mm).
- Entry profile: < 0.41mm. Déu tip lam béng vat li¢u Elastomer.

- Crossing Profile: <0.58mm.

- DJ dai truc: >145 cm.

- Buong kinh: 1.0mm, 1.25mm, 1.5mm, 2.0mm, 2.25mm, 2.5mm, 2.75mm, 3.0mm; 3.25mm, 3.5mm, 3.75mm, 4.0mm.

- Chiéu dai: 5mm, 10mm,15mm, 20mm, 30mm, 40mm.

Cai

50

I1SO 13485

335

Bong nong mach vanh ap Iyc cao

Bong chiu ap luc t5i da 20 bar voi tht ca cac size. Chidu dai catheter: <1410 mm. Kich thuéc doan gan < 2.0F. Khoang cach
tir bong t6i 16 ludn day dai < 260mm. Pudng kinh bong: t6i thidu tir < 1.5mm dén > 5mm. Chiéu dai bong: i thiéu tir <

6mm dén > 50mm

Céi

100

I1SO 13485
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Bong nong dong mach vanh loai
ap luc cao 3 lop

Bong co cu tric 3 16p: 16p gitra polyamide, 16p trong va 16p ngoai 1 elastomer
- Vai bong ngén 3.0mm

- Ap lyc dinh mue: >12atm. Ap lyc tbi da >22atm

- Entry profile 0.43mm

- Do dai tryc: 145 cm

Kich thudce:

- Puong kinh <2.0mm - >5.0mm.

- Chiéu dai <6mm - >30mm

Céi

50

I1SO 13485

337

Bong nong dong mach vanh phu
thudc

Bong nong dong mach vanh c6 tim thubc Paclitaxel. Bong lam bang chit liéu Polyamide blend.
- Phu thudc: 3 pg/mm2 Paclitaxel-

- Chiéu dai catheter: 140 cm, khoang tir dau bong t6i 15 ludn day dan 25cm

- Thén gin 1.8F, than xa 2.6F. Khau kinh thim nhap: 0.016"

Chiéu dai: tir 15, 20, 25, 30mm; DPudng kinh: tir 2.00, 2.25, 2.50, 2.75, 3.00, 3.50, 4.00mm;

- Ap suét v& bong trung binh: 22 bar

Cai

10

I1SO 13485

338

Khung gia d& dong mach vanh
phu thude

Khung gi4 d& dong mach vanh céc c¢& phu thude Sirolimus co phu 16p polymer sinh hoc ty tiéu

Khung gia d5: khung cobalt-crom (CoCr L605)

- Mat d6 phu thube: 1.25 pg/mm2.

- Do day 16p phu thube: 2 pm

- P day thanh chéng: 71pm

- Khéu kinh qua tén thuong: 0.90mm

- Ap Iyc thudng (NP) 8 atm, ap Iyc nd (RBP): 16atm ngoai trir véi dudng kinh 4.5/ 5.0 va duong kinh 4.0 v&i cac chiéu dai
hon 20mm (14atm)

- Mit stent dang dong, kiéu Zic Zic: duong kinh 2.25-2.5: 6 zic zic, dudng kinh 2.75-3.5: 8 zic zdc, duong kinh 4.0-5.0: 10
zic Zéc

- Buong kinh stent: tir 2.25; 2.5; 2.75; 3.0; 3.5; 4.0; 4.5, 5.0mm

- Do dai stent: tir 8; 12; 16; 20; 24; 28; 32; 36; 40mm

Cai

100

ISO 13485

339

Khung gia d& mach vanh phu
thube Sirolimus

Chit liéu Cobalt Chromium L605, phu thudc Sirolimus liéu lwong 3,9pug/mm. D6 day 80pm. Entry profile: 0.018". Pau vao
vt liéu polyamide elastomer. Crossing profile: 0.044" (v&i ¢ 3.0mm). Vat liéu bong nong: Nylon 12. Ap lyc tham chiéu:
9atm. Ap luc ti da: 16atm /14atm.

b9 dai truc: 144 cm. Puodng kinh tir 2.25-4.0mm. Dai 9, 12, 15, 18, 24, 28, 33, 38mm.

Cai

50

I1SO 13485




