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Biolimus A9 Coated PTCA Balloon Dilatation Catheter

[Canh bao]

® Viéc lwa chon bénh nhan mot cach than trong 1a can thiét vi viéc st dung thiét bi nay mang lai nguy co lién

quan dén huyét khéi, bién chirng mach mau va’hodc chay mau.

Bénh nhan c6 tién st di ’ng vé&i Biolimus A9 va polyethylene oxide cé thé bi di trng phan (ng khi st dung
thiét bi nay.

Chi nhirng bac s da dwoc dao tao phu hop mai dwoc thwe hién tha thuat nay.

Ap suét bom bdng bay khéng dwoc vt qua ap suat bom béng bay tdi da dwoc khuyén nghi.

Vui long kiém tra sdn phdm va xac minh han st dung truéc khi s dung. Khéng st dung sa&n pham da qua
han st dung ghi trén nhan.

Cac bénh vién st dung san phadm nay phai cé da didu kién dé diéu tri kip thdi, khan cép trong trwong hop
c6 kha n&ng bj thwong hoéc bién chirng de doa tinh mang.

San ph&dm da dwoc khir tring. S&n phadm chi dwoc st dung moét 1an. Khong khiv tring lai hodc tai st dung
thiét bi.

DPé gidm nguy co béng bay bi bom qué céng, nén st dung thiét bi bom hoi c6 ddng hd do ap suét (da hiéu
chuén).

Trwéde khi st dung san phdm, vui Iong doc k§j Hwéng dan st dung nay.

Do thiéu di liéu hé tro tir cac thir nghiém lam sang c6 déi chirng ngau nhién trén quy mé Ién, cac tinh trang
sau day khong dwoc coi la chi dinh cho san phdm nay: tdn thuwong tc nghén man tinh toan bo, tén thwong
canxi héa nghiém trong, tén thwong déng mach vanh trai chinh, bénh ba mach mau can diéu tri ddng thoi
va tbn thuwong ghép bac cau.



=) Bic; Ascend”

BIOSENSORS Biolimus AS Coated PTCA Balloon Dilatation Catheter
INTERNATIONAL™
~ > rd x . S 2 N . A A At A A . A A - A+ L th A
[M6 ta san pham] STT| Masanpndm | SUREICY | Qbiiomm) | 240 ™ | AP R R e | R
12 | BA9B-2515 25 15 6 16 465
. N . R . P . 13 | BA9B-2520 25 20 6 16 585
1. Tén san pham: Boéng nong mach vanh phud thudc Biolimus A9 - BioAscend™
; 14 | BA9B-2525 25 25 6 16 690
15 | BA9B-2530 2.5 30 6 16 810
o axiea C a A - z 16 | BA9B-2710 275 10 6 16 390
2. Quy wéce dat tén cho dac ta moé hinh san pham
17 | BA9B-2715 275 15 6 16 525
18 | BA9B-2720 275 20 6 16 645
BA9B (Hogic BA9BR)~ x X x x 19 | BA9B-2725 275 25 6 16 780
20 | BA9B-2730 275 30 6 16 930
Chiéu dai béng
» Dudng kinh bong Bang 2: Théng sé mé hinh cho san pham diing cho chi dinh tai hep trong stent
, . _ N 2 I . X A At A A " A A " A L th A
» S seri SIN [ wasanprém | BRI | g |4 AR O | Ao gigntgornigoe | opgile
£ C e s R . R R . - 2. 1 255
S06 seri: BA9B: Chi dinh st dung cho bénh mach mau nhd. BA9BR: Chi dinh st dung cho tai hep trong stent 1 | BA9BR-201( 0 10 6 6
2 | BA9BR-2015 2.0 15 6 16 345
3 | BA9BR-202( 2.0 20 6 16 450
. . e X 4 | BA9BR-2025 2.0 25 6 16 540
3. Théng so ky thuat va mé ta mau san pham:
5 | BA9BR-203( 2.0 30 6 16 630
Bang 1: Théng s& mé hinh cho san phdm diing cho chi dinh bénh mach mau nhé. 6 | BA9BR-221( 2.25 10 6 16 300
X N2 A £ X z . - . 7 | BA9BR-2215 2.25 15 6 16 405
Bang 2 mé ta Théng s mé hinh cho san pham dung cho chi dinh téi hep trong stent
8 | BA9BR-222( 2.25 20 6 16 510
Bang 1: Thong sé mé hinh cho san pham diing cho chi dinh bénh mach mau nhé 9 | BA9BR-2224 205 25 6 16 615
STT| Ma san phdm [Puong kinh ngodi(mm) ~ Chiéu dai (mm) | Ap Sufﬂ(tafgm'; danh Aﬁ’hﬁ@"i’etnbﬁgmhfgtﬁ% me%thuéc 10 | BA9BR-223( 2.25 30 6 16 720
1 | BA9B-2010 2.0 10 6 16 255 11 | BA9BR-2235 2.25 35 6 16 825
2 | BA9B-2015 2.0 15 6 16 345 12 | BA9BR-251Q 25 10 6 16 345
3 | BA9B-2020 2.0 20 6 16 450 13 | BA9BR-2515 25 15 6 16 465
4 | BA9B-2025 2.0 25 6 16 540 14 | BA9BR-252Q 2.5 20 6 16 585
5 | BA9B-2030 2.0 30 6 16 630 15 | BA9BR-2525 25 25 6 16 690
6 | BA9B-2210 2.25 10 6 16 300 16 | BA9BR-253( 25 30 6 16 810
7 | BA9B-2215 2.25 15 6 16 405 17 | BA9BR-2535 25 35 6 16 930
8 | BA9B-2220 2.25 20 6 16 510 18 | BA9BR-254( 25 40 6 16 1050
9 | BA9B-2225 2.25 25 6 16 615 19 | BA9BR-2545 25 45 6 16 1170
10 | BA9B-2230 2.25 30 6 16 720 20 | BA9BR-271(Q 275 10 6 16 390
11 | BA9B-2510 25 10 6 16 345 21 | BA9BR-2715 275 15 6 16 525
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STT s s i | BRBRIR | Dty | A | Ponlfigapion | Liopgds
22 | BA9BR-272( 2.75 20 6 16 645
23 | BA9BR-2725 2.75 25 6 16 780
24 | BA9BR-273( 2.75 30 6 16 930
25 | BA9BR-273% 2.75 35 6 16 1050
26 | BA9BR-274( 2.75 40 6 16 1170
27 | BA9BR-2745 2.75 45 6 16 1290
28 | BA9BR-301(Q 3.0 10 6 16 435
29 | BA9BR-3015 3.0 15 6 16 585
30 | BA9BR-302( 3.0 20 6 16 720
31 | BA9BR-3025 3.0 25 6 16 870
32 | BA9BR-303( 3.0 30 6 16 1020
33 | BA9BR-303§ 3.0 35 6 16 1140
34 | BA9BR-304( 3.0 40 6 16 1290
35 | BA9BR-3045 3.0 45 6 16 1425
36 | BA9BR-351(Q 3.5 10 6 14 540
37 | BA9BR-3515 3.5 15 6 14 705
38 | BA9BR-352( 35 20 6 14 870
39 | BA9BR-352§ 35 25 6 14 1050
40 | BA9BR-353(Q 3.5 30 6 14 1200
41 | BA9BR-3535 3.5 35 6 14 1380
42 | BA9BR-354(Q 3.5 40 6 14 1530
43 | BA9BR-3545 3.5 45 6 14 1695
44 | BA9BR-401Q 4.0 10 6 14 660
45 | BA9BR-401§ 4.0 15 6 14 840
46 | BA9BR-402Q 4.0 20 6 14 1050
47 | BA9BR-4025 4.0 25 6 14 1230
48 | BA9BR-403(Q 4.0 30 6 14 1410
49 | BA9BR-4035 4.0 35 6 14 1605
50 | BA9BR-404( 4.0 40 6 14 1785
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[Hiéu suat, Cau tric va Chi dinh cta san pham]

1. Hiéu suét san pham:
San phdm chi yéu duwoc st dung dé diéu tri cac tdn thwong hep trong déng mach vanh ctia con ngudi béng cach dwa éng
thdng qua déng mach dui hodc ddng mach quay thdng qua thiét bj can thiép thich hop va giai phdng nhanh chéng thudc
dwoc pha trén béng.

2. CAu tric san pham:
San pham bao gdm mét 6ng théng bong (goi tat 1a dng thong) va I&p ph thudc trén bong.So dd céu tric ctia né dwoc thé
hién trong hinh

1-Dau (Tip) 2-Bdng (co 16p pha) 3-banh d4u can quang 4-Truc xa 5-Day [Gi 6-Than long trong
- a 2 74 N N N
7-Céng thoat day d&n | 8- THAD CRUYERLICP | 9-Than gan 10-Giam céng 11-Dau néi

Béng dwoc phii mét lwgng nhét dinh chét pha chiva thude Biolimus A9 va polyethylene oxide. Thudc ¢cé tac dung chdng

téng sinh va trc ché mién dich manh, cé thé e ché hiéu qua sw tang sinh cua t& bao co tron.

Ong théng nay 1a loai 6ng théng nong béng. Trén than gan cuia dng théng cé hai vach danh diu gitp xac dinh vi tri cta
béng nong so vé&i dau éng théng dan dwong dat & déng mach dui hodc ddng mach canh tay. Ngoai ra, trén phan xa cla
4ng théng (phan trong 16ng) cé hai vach can quang, cho phép quan sat vi tri clia bong trén man huynh quang va hé tro
dinh vi chinh xac béng nong.

Ap suét dinh danh ctia béng 1a 6 atm va ap suat bom hoi téi da dwoc khuyén nghi 1a 16 atm (cho dwdng kinh 3,0mm tré

xudng) va 14 atm (cho dwéng kinh 3,5mm va 4,0mm).

3. Chi dinh san pham
San pham dwoc chi dinh dé diéu tri tai hep trong stent ddng mach vanh va dé diéu tri tén thwong mach vanh méi de novo
véi dudng kinh tham chiéu tlr 2.0mm dén 2.75mm.
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) o [Hwéng dan sir dung]
[Chong chi dinh]
1. Kiém tra trwéc khi str dung:

Ong théng béng chdng chi dinh cho céc tinh trang sau: ,
Trwée khi mé hop san phdm, vui 1ong kiém tra c&n than: ngay hét han clia sa&n pham, xem bao bi ctia san phadm bi

® Bénh nhan c6 chdng chi dinh v&i liéu phap chdng két tap tiéu ciu/hodc chéng ddng mau; hw héng;
® Bénh nhan khong thé thwc hién phau thuat nong béng qua da; Tham khao Bang 3 dé biét cac phu kién can co trong san pham nay.

® Bénh nhén bi di (rng v&i thube can quang; Bang 3: Danh sach phu kién di kém

® Bénh nhan bj di ’ng v&i Biolimus A9 va cac dan xuét clia no; S6 lvong Vat dung
1 Kim choc mach
o Bénh nhan bi di L’Png Vo pOIyethylene OXide; 2-3 V6 boc va dung cu nong déng mach 5F-8F
. . i . . < . . . . R ,{ 2-3 Ong dan (5F=1.7mm, 6F=2.0mm, 7F=2.3mm, 8F=2.7mm)
® Bénh nhan c6 co tim con song dwoc nudi duwdng bédi mét ddng mach vanh duy nhat; P Day dAn 0.014" (hodc nhd hon) x 175 cm
< o 1 Manifold 3-4 cb
e Tdn thwong quanh co hodc cé géc canh nghiém trong; am,o - o
1 Két ndi chiv Y
L i R R . N i A . A i ) R 2 1 Thiét bi bom c6 déng hd do ap suét va van ba nga
® Cac ton thwong khac khéng thuéan lgi cho viéc dwa béng vao hoac mé réng bong (vi du: nghiém trong ton —— -
o 2 R 1 Ong théng bong nong trwdc
thwong véi héa, ton thwong muc tiéu quanh co, v.v.); 23 Ong tiem 10-20 oo
. . A i . A . R 3 i . A > 1000U/500 cc Dung dich heparin saline (1000U/500cc)
® Bénh nhan c6 xu hwéng chay mau hodc cac tinh trang khac c6 nguy co chady mau cao, chang han nhw , e w—"
s by A s X A > “n s X X ~ . PN by X ~ s an cam mau Xan
loét dworng tiéu hoa han ché viéc sir dung liéu phap chdng két tap tiéu cau va chéng déng mau:;
® Bénh nhan suy gan, than, ndo va cac co quan quan trong khac; 2. Kiém tra trwérc tha thuat
® Bénh nhan sbc tim; Sau khi mé hdp san pham, hay kiém tra dng thdng xem ¢ bi cong, xoén hodc hw hdng nao khac khang.
® Chdng chi dinh vai bat ky thudc dong thoi can thiét nao; Khong st dung san pham néu phat hién cé bt ky 18i nao hodc c6 bét ky nghi ngd nao vé& san pham!

® Phu ni trong thdi ky mang thai hodc cho con bu; .
Lwuy

° 2 . x — N N . z L2 « > . > P R ) ) . i )
Ton thurong dich van bi tac hoan toan sau khi chuan bi ton thwong, ngan can su di qua cua bong; - San phaAm nay chi la thiét bi y t& st dung mot IAn va khong thé tiét trung lai hodc tai st dung. Chd ¥ "ngay hét han"

e Cac tén thU’O’ng khéng phl‘l hO’p v&i ky thuét can thlép, clia san pham, phél st dung truwéc ngay hét han ghi trén nhan.

- Khdng cha xat hodc cao 1&p phu trén bong.
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K- Khéng st dung néu I&p phi béng bi mon do tén thwong vat ly hodc héa hoc

3. Quy trinh van hanh san pham

iii. Pwa day dan 0.014" (0.36mm) vao 6ng dan, chiéu dai ctia day dan phai du dé dén dau xa cta tdn thwong hep

Lwu y: D& ngén 16p pha thube trén béng bong ra khi bong thubc dwgc di qua mach mau hep, khuyén nghi nong truéde
tdn thwong béng bong PTCA;

1) Chuén bi trwée khi dét bong:

iv. Can than thao vd boc bao vé mau den khdi béng;

Mé& bao bi, lay 6ng théng bong thubc ra, khéng thao 16p vé bao vé mau den trén bong; o . ) ) .
v. Lai dau gan cta day dan di qua dau tip ctia 6ng théng dé di vao long trong;

Chuan bij thiét bi bom &p suét véi dung dich bom béng, thudng la hdn hop thube can quang/nudc mubi vo trung (1:1)
vi. Mé& van cdm mau, dwa béng vao éng dan, va déng van cdm mau;
Hut khi ra khéi bong: X oz 2 . «
i Khi ra Khot bong vii. Dwéi giam sat tia X, day béng thudc dén vi tri ton thwong qua day dan. Binh vj béng v&i sy hwdng dan clia chup
mach va chi diém can quang béng
a.Chuén bj 6ng tiém 20mL (hoac thiét bi bom ap suét) va hat khodng 4mL dung dich bom béng

S ) ) ) ) . ) 3. Nong béng
b.Ket noi ong tiém (hoac thiet bi bom ap suat) voi ong théng bong voi ong tiém va dau xa clia 6ng thdng huédng
xuong dudi; i.  Tham khao bang do dan hdi bong trén nhan bén ngoai hop, va chon ap suat bom béng phii hop véi duwéng kinh clia
c.Ap dung ap suét am, gitr trong 15 gidy, sau dé tir tir khdi phuc ap suét v& ap suét binh thwong, dé& dung dich bom mach mau bénh;

béng dwoc db day vao éng théng va boéng;

. ) . s . s 3 ii.  Trwéce khi bom, xac nhan lai vi tri bédng phu hep véi cac chi diém can quang bén trong bong;
d.Thao oOng tiém (hodc thiet bi bom ap suat) khéi ong théng, day khdng khi ra khéi ong tiém (hoac thiét bi bom ap

suét), sau do két ndi lai, 1ap lai bwéc ¢ cho dén khi khong thay bot khi, sau d6 khéi phuc éng tiém (hoac thiét bi bom iii. Xoay van ba nga d& dam bao ring duong di gitra bong va thiét bi bom ap suat dwoc mé:;
&p suét) vé ap suét binh thuong.

e.Thao 6ng tiém (hoac thiét bi bom ap suét) khdi dng thdng va két ndi dng théng vai thiét bi bom ap suét da chuan bi iv. Dudi giam sat tia X, bom bong voi ap suét it nhat 6 atm, nhung khong vurot qua ap suét bom téi da dwoc khuyén
& buwoc ii. nghi, va duy tri thdi gian bom béng it nhét 30 gidy

v. Rut thiét bj bom ap suat dé dwa bong vé trang thai &p sudt &m, va xac nhan rang béng & trang thai 4p suét am trwéc

2) Quy trinh dwa béng vao: khi di chuyén bong.

i. Chuén bi thiét bi tiép can mach mau theo quy trinh PTCA tiéu chuén;

ii. Pua éng dan c6 van cAdm mau;
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Bang tuan tha clia bong dworc hién thj trong Bang 4 va Bang 5 bén dui: e . R . L N . ok e . .
. . ) - Phai hét strc can than khi thao ong thong béng khaoi bao bi va di qua van cam mau dé dam bao hé thong bong van
Bang 4. Do dan hoi béng (cho chiéu dai béng 30mm tré xudng)

nguyén ven ho&c van vé triing moi luc.

Ap suét (atm) 6 NP 8 10 12 14 16
Puong kinh ngoai Dung sal Gurbmg Kinh ngodl o bong 18 £10% - Khéng bom boéng qua sém. Khéng vuot qué ap suat bom téi da duoc khuyén nghi cho bong.
clia béng =
(mm) X > X z ’ > . Y > ~ ~ . ~ . ’ > z 2 by > X ~ r
2.0 2.00 2.04 2.08 2.12 2.16 2.20 - Néu cam thay co strc can trong qua trinh thu thuat, khéng ép budc di qua. Strc can cé thé lam héong 6ng théng bong.
225 2.5 231 237 243 249 255 Néu cam thay strc can bat thuwdng trong qua trinh ddy éng thong bong qua éng dén, hay thao toan bo hé théng nhu mot
don vi duy nhét.
25 2.50 2.56 2.62 2.68 274 2.80
275 275 2.81 2.87 2.93 2.99 3.05 - Néu céan thiét, cuing mét bong cé thé dwoc bom hai lan. Dé tranh dung thuéc qua liéu, khéng st dung béng thir hai dé
3.0 3.00 3.06 312 3.18 3.24 3.30 nong 13p lai cing mét ton thwong.
35 3.50 3.56 3.62 3.68 3.74 -
4) Rut Béong
40 4.00 4.06 412 4.18 4.24 -
‘ ) i.  Xibdng 6ng thong theo quy trinh van hanh tiéu chudn nong mach vanh d& dadm bao bong hoan toan & ap suat am;
Bang 5: Bang do dan hoi béng (cho chiéu dai béng trén 30mm) .
ii. M& hoan toan van cam mau;
Ap suét(atm) 6 NP 8 10 12 14 16

Buwdng kinh ngoai

ii. Ruat éng théng trong khi duy tri vi tri cGia day dan va thiét bi bom & ap suét am
cua béng (mm)

Dung sai dwong kinh ngoai clia bong la +10%

2.25 2.25 2.31 2.37 2.43 2.49 2.55 iv.  Siét chat van cam mau;

25 250 256 262 268 274 280 v. Lép lai chup mach @& xac nhan két qua diéu tri.
2.75 275 2.81 2.87 2.93 2.99 3.05

3.0 3.00 3.08 3.16 3.24 3.32 3.40

35 3.50 3.60 3.70 3.80 3.90 .

40 4.00 410 420 430 4.40 ;

Cac bién phap phong ngtra:

Viéc nong Iy twéng nhét 1a khi bong hoan toan ap sat vao thanh dong mach, do d6 duong kinh bong dwoc chon can phai Knong thuc hién cac budc trén va/hogc day hodc rit ong thong bang Iuc qua mire ¢6 thé dan dén tudt phu kién ong

phl hop véi dwdng kinh ctia mach tham chiéu. théng hoac hw hong ong thang.

L . . . Néu can gil® nguyén vi tri hién tai ctia day dan cho mach mau hoéc tén thwong tiép theo, dé day dan tai chd va chi di
Cac bién phap phong ngtra: o
chuyén tat ca cac phu kién khac.

- Trwée khi thye hién nong béng, can xac nhan lwa chon théng s mé hinh san phdm phu hop.

11 12
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[Cac bién chirng va tac dung phu tiém an]
(bao gom nhwng khéng gi¢i han & nhirng diéu sau day)

- Téac dung phu do dung dbéng thoi

- Sy nhiém trung

- Tu mau tai vi tri dwa vao

- Ha huyét ap

- Hbi hdp, danh trbng nguc

- Gia phinh ddng mach

- Rung thét

- Co that d6ng mach vanh

- Pau that nguc

- Thing dong mach

- Réi loan tuan hoan néo

— Huyét khéi

- V& déng mach

— Tach déng mach vanh

~ Xuét huyét cuc bd

- Ro6 déng mach tinh mach

- Bién chirng mach méau can phau thuat
— TAc nghén hoan toan ddng mach vanh
- Chay mau toan than

- Nhdi mau co tim cép

- T& vong

13
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[Piéu kién bao quan san pham, Phwong phap bao quan]

1. San ph&dm nay duoc khiy triing béng ethylene oxide. Néu bao bi s&n phdm bi m& hoac hw héng, vui Iong khong sty
dung no; san phdm phai dwoc sir dung ngay sau khi mé bao bi. S&n phdm nay chi str dung mét 1an va khéng thé khe

trung lai hodc tai str dung.
2. Yéu cau bdo quan: San pham phai dwoc bdo quan & mai trwong kho rdo, sach sé va thong thoang & 0-25°C.

3. Thoi han st dung clia san phdm la 24 thang khi dwoc bao quan dung theo diéu kién quy dinh. Viéc van chuyén & nhiét
dd 40°C khong duwoc vwot qua 2 tudn. Vui Idong stv dung sé&n pham trudc ngay hét han ghi trén nhan va khong s dung
san pham da hét han. Néu san pham da vuwot qua thdi han st dung hodc khoéng thé st dung dwoc du van con trong han,

vui ldng gti san phadm vé céng ty JWMS.

[M6 ta hinh anh, ky hiéu va chir viét tat trén nhan san pham]

1. Hinh minh hoa hé théng ng théng bong: tdng chidu dai ng théng 1a 140 cm. Ky hiéu 0.014" GW cho biét dwédng
kinh day dan la 0,014 inch.

0.014"G W 2.6 Fr 2.1Fr

2. BA9B-XXXX va BA9BR-XXXX la ky hiéu ma model clia s&n phdm nay.

3.Giai thich ky hiéu:

Khtr trung

3 3 Tham khao t Ngay sén
Khong téi LOT! | mamn D}] huéng din STERILE béing ethylene &I o
st dung str dung oxide
25C ar an ]
Nhigt do ay sU A Nha san xuat
oc /ﬂ/ gi¢i han g Ngay str dung A Than trong “

hop phap
Chir viét tit tiéng Anh trong bang thong sb ky thuat: NP biéu thi 4p suét dung dé 1am gian béng dén dwéng kinh dinh

danh (t&c ap suét dinh danh).

5.P/N biéu thi sb hiéu linh kién. 14



BICGi Ascend”

3

BIOSENSORS

Biolimus A9 Coated PTCA Balloon Dilatation Catheter

INTERNATIONAL™

"yuea yoew Budp © juels Buoiy day tey iy ngip

‘ww G/‘Z> BA Ww Q‘g< yoew
yupy Buomp 19A oAOU Bp yuea yoew Budp Buonyy

Buouy A€o upy Buep ueoy ue ¢p eA enb ndiy 26mp yuiw Bunyo uQ} 2e0 i3 ngip BuoJ} enb ndly eA ueo) ue weyd uen| 94
weyd ues | Aeyy oyo Aeu ues wel waiybu nyy end enb 19y ues Aeyj oyo Aeu Bues we| wdiybu nuy eno enb jou
"WIP 1QU} 10W 1B} %0 ] N9P weu | eA Bueys 6 ‘Bueyy
9 ‘Aebu og 1e) wdiybu Quy woyu eno jusys Buosy oy 19Any 9| AL
Buonyy ugy ueo} ue
‘048°C | BA %8 Buou 13 in 183 10Uy 19Any 00 Bugyy) “ueyu ugAnbu °0}
%E'EL BA %8°LL 0 QU 19 : eib yueg
‘%0 ‘%0 '8l 10| U] Wweu | ea Bueyy 6 ‘Buey) 9 ‘Aebu og 12) 16w op Buoa a3 doy BuQni 9o Buguy ‘(3oVIA) | 7 HTE
iq 391Uy uenb ugi yoew Wi 9o uglq | & ‘waybu Nyl woyu Buol | Buds waybu yo'w Wi 92 UgIg G| UEYU YD
"%69°L :Buey) g nes déy 1ey 9 AL
‘Buey) g Nes oW 2BW 19U YdJ) UdIp 9A 181q oeyy s 0o Bug . . )
we HOR LUIP 91110 9B W "%62 76 :Bugd yueyy daiyy ueo 9| AL enb naiy
‘(08N 8ses|d n,}uenpes) eib yueg

lexeyjoed Buoyd 1e16 Buoq 1oA 0s uoy way Bugyy Buey)
6 nes Buonyy ugy ueop 1€} (777) udnw yokw Bug| yew on

“Buonyy Buoyy
Buoq 19 os @y Buep uoy deyy Bueyy g nes Buonyy
uQ} UEOp 1€} (777) udnw yoew Buo| yew onpy

eib weyy 1onbu gLg

elb weyy 1onbu 09z

new Buon| o8

"Buey} 6 nes 1op 0ay} YoBwW dnyo 1OA Jeny} NU} nes weu
€ eAweu g ‘weu | ‘Bueyy 6 ‘Bueyy 9 ‘Bueyy | ‘udiA jenx ‘nep ueq
1WIRIP 1QU} 0.0 1B Bues we| 10p 08y} 2.0Mp 28 UBYU Yudq 8O Je L

‘ww G lep 6vg nuyd Buog Bunp os ‘dan ugl uodyd

20Np 98 UBYU Yyudq g Bugo Bug] :1ep Buoq jes uenb wWoyN (g
‘Bunyo

19D OOy WiIybu Ay} Woyu OeA |1|

81 £ oayy uaIyu nebu e1yo 20MP s OH “WW O1/SE/0€/S2/02/SL/0L
1ep naIyd 02 Buoq Bunp Ns 20Np 9s jJus)s Buosy

déy 13 Buony) ug) 0o UBYU YuSE UBIYU NEBU BuNUD 19p WOUN (1

‘lep Aeq Buoq Bueq jes uenb woyu Jow
eA uglyu negbu Bunyo 19p woyu 10w web oeq Aeu weiybu Ny L

“Bueyy

6 nes 1op oay} yoew dnyo 9o ‘Bueyy z| eA Bueyy

6 ‘Bueys 9 ‘“Aebu og :wIp 1QY} 08O OBA 18Ny} neyd
nes Bues wej 10p 08y} 0ONP 8S UBYU Yudq BD Je |
“Bunyd 19p Woyu BA WIYBU Ul Woyu yueyy || |
£ oay) ugiyu nebu e1yo eA UOYO 20NP §s WW G/‘ZS
BA WW 0‘g< yoew yup buonp e jeyd ugAnbu
yuea yoew Budp Buonyy ug 00 eib weyy 1onbu
BunuN "uoy wey Bugyy ‘Buos Buos ‘nw ‘Bunyd 19p
09 ‘uglyu nebu ‘wey Bunyy ep ‘nNo ugl NNo uLIYBN

Bues
we| waiybu

Uy 93 191U L

‘yueA yoew Budp © juels

Buouy ddy 1ey i1y naip Buoly (0aN aseald w,Juanpdasg) |axeyoed
ogny) nyd yuea yoew Budp Buou Buoq 1oA Byg 29Ny} Nyd

yuea yoew Bugp Buou Buog end enb N3IY BA UEO) UE 0P Yues oS

‘Qyu yuea

yoBw | yugqoo ueyu yugq oy iy nalp buoy evg
29ny} nyd yuea yoew Budp Buou Buoqg eno enb ndiy
yuy eA ueo} ue 0p ‘Bues wej enb ndly eib yueg

Bues we)
wdiybu nuy
nan onpy

g0a oyo Buonuy iy} es 1yy o0nJ) bues we| wdiybu ayy ul Buoy |

én nhan
én nhan
ang

Xem tr
24 th

t]: Xem tr
h
t ]: JW Medical Systems Ltd.

ay san xua
gl

dun

>

a san xua

an sw
[ Ngay stra ddi IFU ]: ngay 18 thang 10 ndm 2024

[ Han s dung ]

[Ng
[H
[ Nh

16

15





