HUONG DAN SU DUNG

RISE™ NC
Boéng nong PTCA loai khéng dap tng
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1. MO TA THIET B|
Biosensors RISE™ NC, chuyén ddi nhanh ((RX) Khéng Bap Ung (NC) Tao Hinh Béng Mach Vanh Qua Da (PTCA) Béng nong, cé6 mét hé théng truc tich hop véibéng & gan
dau xa. Truc c6 mdt long dé lam phdng/xep bong va Iong thi hai d& ludn day dan.

1.1 Thanh phan cua thiét bi

Truc xa clia dng théng duoc phi 16p ai nudc.

Hai diém danh dau can quang bang platinum ndm bén trong doan béng nong dé hé tro' dinh vi vi tri ctia né véi tdn thwong muc tiéu.

Hai phan duoc danh d4u nam trén truc hypotube cach dau xa 90 cm va 100 cm.

Mét thiét bi két ndi cé khoa loai van xoén véi 16 két nbi dwoc dat tai du gan clia bong nong. Dau nay két ndi voi long bom béng.

Béng 1: Mb ta thiét bi

Budng kinh béng (mm) 2.00-4.00 4.50
Chiéu dai bong (mm) 8; 10; 12; 15; 20; 25 8;10; 12
Chiéu dai kha dung éng théng (cm) 142
Chét liéu bong Nylon 12
Bdng dap trng Khéng dap trng
Ong théng twong thich 5F
Day dan twong thich long trong Day dan 0.014” PTCA
Bom béng:
Ap suét bom dinh danh: 14 atm/1419 kPa 14 atm/1419 kPa
Ap sudt v& dinh mic: 20 atm/2027 kPa 18 atm/1824 kPa

Bang 2: Pham vi san pham c6 sin

Puwong kinh n& Chiéu dai bong xep danh dinh (mm)

béng danh dinh
(mm) 8 10 12 15 20 25

2.00 NCB-20008 | NCB-20010 | NCB-20012 | NCB-20015 | NCB-20020 | NCB-20025
2.25 NCB-22508 | NCB-22510 | NCB-22512 | NCB-22515 | NCB-22520 | NCB-22525
2.50 NCB-25008 | NCB-25010 | NCB-25012 | NCB-25015 | NCB-25020 | NCB-25025
2.75 NCB-27508 | NCB-27510 | NCB-27512 | NCB-27515 | NCB-27520 | NCB-27525
3.00 NCB-30008 | NCB-30010 | NCB-30012 | NCB-30015 | NCB-30020 | NCB-30025
3.25 NCB-32508 | NCB-32510 | NCB-32512 | NCB-32515 | NCB-32520 | NCB-32525
3.50 NCB-35008 | NCB-35010 | NCB-35012 | NCB-35015 | NCB-35020 | NCB-35025
3.75 NCB-37508 | NCB-37510 | NCB-37512 | NCB-37515 | NCB-37520 | NCB-37525
4.00 NCB-40008 | NCB-40010 | NCB-40012 | NCB-40015 | NCB-40020 | NCB-40025
4.50 NCB-45008 | NCB-45010 | NCB-45012

2. CHi BINH

Bong nong PTCA RISE NC Biosensors dwoc chi dinh cho:

¢ Bodng nong doan hep clia ddng mach vanh hodc hep cau ndi bic cau dé cai thién twdi mau co tim.
« Nong bong sau can thiép béng stent cé bong nong.

3. CHONG CHi DINH

Than chung déng mach vanh trai khéng bao vé.

o Bénh nhan bj co that dong mach vanh ma khéng tim thay hep c6 y nghia.

o Duing ngoai chi dinh (trc la: ngoai cac chi dinh str dung da dwoc cho phép).

4. CANH BAO

Dam bao rang bao bi bén trong khong bi hu hdng hoac bi hé vi diéu nay co thé 1am vi pham hang rao vo tring. Kiém tra “Han st dung” dwoc thé hién bén canh biéu twong dai
dién trén nhan va khong st dung san phdm da dén hoac qua ngay hét han st dung. Tinh vé tring va én dinh cla thiét bj khong dwoc dam bao sau khi tli da duoc mé nén thiét
bi PHAI duoc siv dung ngay 1ap tirc. Cac thiét b khdng dwoc st dung phai dwoc hoan tra lai cho Biosensors International ™' va khéng nén dwoc nhap kho trd lai.

Thiét bi nay chi dwoc thiét ké dé st dung chi mét lan va khong dwerc tai ste dung cho thi thuat khac. KHONG tai tiét trung lai thiét bi nay vi didu nay co thé anh huéng
dén hiéu suét va c6 thé dan dén 15i thiét bj va cac bién chirng do thi thuat véi ton thwong néng hodc tdr vong. Viéc tai str dung, tai ché va tai tiét tring ¢ nguy co' lay nhiém chéo
va lay nhiém tir bénh nhan nay sang bénh nhan khac.

PTCA chi nén dwoc thyc hién tai cac bénh vién noi cé thé nhanh chéng thuwe hién phau thuat bac cau dong mach vanh (CABG) cép clu trong trwérng hop cé nguy co de doa
tinh mang ho&c c6 bién chirng nghiém trong khac.

PTCA trén bénh nhan khong thé thuc hién phau thuat béc cdu dong mach vanh can dwoc can nhdc moét cach cén than, ngay ca khi co thé hd tro huyét dong trong qué trinh
PTCA, vi diéu tri nhém bénh nhan nay tiém &n nguy co dic biét.

1 Vui ldng lién hé bd phan Ban hang va Dich vu Khach hang & khu vuc ctia ban hodc nha phan phéi dia phwong dé hoan tra san pham.



Chi st dung dung dich d& bom béng nong dugc khuyén nghi. Khong duoc st dung khéng khi hodc bat ky chét nao duwoi dang khi d& bom bong nong. Can hét strc than trong
va danh gia that c&n than & nhiing bénh nhan cé phan (rng nghiém trong véi thubc can quang ma khong thé phong ngira truéc ddy da bang thude.

Khéng duoc vuot qua ap suét vé dinh mirc niém yét trén nhan san pham. Viéc siv dung ap suét cao hon so voi quy dinh ghi trén nhan san pham cé thé dan dén vé bong véi
kha nang lam tén thuwong va béc tach I&p ndi mac.

Dé gidm nguy co tdn thwong mach mau, dudng kinh ctia béng nong khi bom cang phai xap xi véi dwéng kinh clia ldng mach & vi tri gan va xa chd hep.

Khi éng théng tiép xtc véi hé théng mach mau, nén thao tac dwéi sy quan sat dwdi soi huynh quang chét lwong cao. Khong day hoac rat éng thong khi béng chwa xep hoan
toan dwéi chan khong va cam thay c6 luc can. Néu cé luc can, hay xac dinh va gidi quyét nguyén nhan trwéc khi tiép tuc. Tiép tuc day hoadc rat ng thong chéng lai lyc can cé
thé dan dén tén thwong mach mau, va 1am héng hoac phan tach éng thong.

Khéng tac dung luc udn hodc xoén van qua I6n Ién bat ky doan nao cta éng théng, dé tranh 1am gap, hw héng hodc phan tach truc. Khéng st dung hodc cé gang nan éng théng
néu phan than bi cong hoic gap khuc; diéu nay cé thé dan dén gay truc. Thay vao d6, hdy chuan bj mét éng théng méi. Khong cb di chuyén béng nong chéng lai mét luc can
dang ké.

Trong trwdng hop dng théng bi hw hdng / tach rdi, viéc phuc hdi bt ky phan nao phai dwoc thuc hién dya trén sw xac dinh clia bac si v tinh trang cla tirng bénh nhan va quy
trinh phuc héi thich hop.

Tinh an toan va hiéu qua ctia Béng nong PTCA RISE NC chwa dwgc xac dinh dé s dung cho tré em.

. THAN TRONG
Chi nhitng bac sT da dwoc dao tao va huén luyén phi hgp méi nén duoc thuc hién tha thuat PTCA va céc rii ro / lgi ich clia thd thuat nay nén duoc danh gia trén tirng bénh
nhan béi bac si.
Trwéc khi nong mach mau, béng nong phai dwoc kiém tra dé xac minh tinh toan ven clia né va dam bao rang kich thwéc ctia né phi hop véi tha thuat cu thé ma né duoc st
dung. Néu thiét bj bj xoan thi khong nén st dung.
Trong qua trinh thye hién tha thuat, cung c&p thuéc khang déng va thudc gian mach vanh thich hop cho bénh nhan khi can thiét. Tiép tuc liéu phap nay trong mét khoang thoi
gian thich hop sau thu thuat.
Khi nap hodc chuyén ddi bong nong, khuyén céo nén lau sach k¥ luéng day dan dé dng théng chuyén dong tét hon trén day dan.
Sau khi st dung, viéc vt b thiét bi va bao bi phai dwoc xt ly theo chinh sach clia bénh vién, cac luat & va / hodc quy dinh hién hanh.
Khong dé& éng théng phan phéi tiép xtc véi dung méi hiru co, vi du: isopropyl alcohol. Sy tiép xtic cac chat nay cé thé lam gidm hiéu nang ctia 6ng théng phan phéi.

6. HUONG DAN SU’ DUNG

6.1. Kiém tra trweéc khi str dung

Trwéc khi st dung, kiém tra tinh vé tring nguyén ven ctia bao bi, khéng st dung néu né bi hw hdng. Kiém tra can than bong nong trwéc khi siv dung va déc biét quan sat béng
nong dé phat hién bat ky chd cong, xodn hodc hw hdng nao khac. Kiém tra tat ca céc thiét bj ciing dwoc st dung trong qua trinh thwc hién thi thuat. Khong st dung bét ky thiét
bi nao bi hw hdng, bao bi hw hdng, tui vo tring bi hd hodc san pham da hét han st dung. Kiém tra kich c& 6ng thdng pht hop véi thi thuat cu thé ma n6 dwoc dwa vao si dung..

6.2. Vat tw can thiét o )

Mot hodc nhiéu phu kién dwéi day can thiét cho PTCA nhwng khéng dwgc cung cap di keém véi Bong nong PTCA RISE NC:

B0 dung cu mé& dwdng ddng mach va nong béng

Ong théng dan dudng (dui hodc canh tay) cé cau hinh thich hgp dé Iwa chon cho ddng mach vanh va cé dwdng kinh trong téi thiéu la 0,056/ 1.42mm (twong dwong 5F)

Day dan véi duwdng kinh tbi da 0.014 inch / 0.36 mm x 190 cm chiéu dai téi thiéu

Thiét bi tao mémen xoan day dan

Dung cu bom &p luc c6 gén ap ké

Van cdm mau

Khoa 3 chac

Bom tiém 10 ml, 20 ml véi dau két ndi loai van xodn

Nwéc mudi sinh ly vé tring hodc nuéc mudi sinh ly vé tring pha heparin

Chét can quang pha lodng 1:1 v&i nwéc mudi sinh ly

6.3. Chuan bj bong nong va dung cu bom ap Iwc

Chuan bj tirng thiét bj d& st dung theo hwéng dan clia nha san xuét. Hoan thanh cac budc sau dé chuan bj Béng nong PTCA RISE NC:

1. LAy 6ng bong nong ra khai bao bi.

2. Thao que nong va Iép bao vé khdi dau xa cdia 6ng thong.

3. Chuén bj dung cu bom &p lyc véi dung dich bom thich hgp (hn hop 1:1 clia chat can quang va nwéc mudi sinh Iy v tring).

4. Chuén bj 6ng théng dé lam sach theo phwong phap sau:

a) L&y dung dich chét can quang thich hop béing mét dng tiém 20 ml c6 dau két ndi loai vén xoan hodc béing dung cu bom ap lyc (thwdng twong dwong véi 4ml hén hop 1:1 gdm
chét can quang va nwéc mudi sinh ly vo tring). Khong str dung khdng khi hoéc bat ky moi treéng dang khi nao dé 1am bom béng nong.

b) Gan bng tiém hodc dung cu bom ap lyc vao céng bom béng nong, dinh hwéng éng théng béng dau xa va bong nong huéng theo phuong thang dirng, xudng dudi.

c) Tao &p suét am. Tl tiy ting &p suét dén murc trung tinh d& chét can quang dé vao trong truc ctia béng nong.

d) Thao 6ng tiém ho&c dung cu bom &p luc khéi cdng bom béng ctia béng nong.

e) Loai bd tat ca khi khéi 6ng tiém hodc long dung cu bom ap lwc. Gén lai dng tiém hodc dung cu bom ap lwc vao cdng bom béng clia éng thdng béng nong.

f) Duy tri 4p suat am trong béng nong cho dén khi khéng khi khong con tré lai thiét bi. Néu khéng khi dwoc hut lién tuc (thé hién qua cac béng khi), kiém tra xem béng nong cé
bi rd ri hay khong béng cach bom phéng béng nong véi dung dich bom béng. Khéng st dung bong nong néu cé bat ky ro ri nao.

g) Téng tir tir 4p suét dung cu bom &p luc vé& mire trung tinh.

h) Thao éng tiém 20 ml cé khéa loai vén xodn (néu co st dung) va gan dung cu bom &p lwc vao cdng bom béng clia béng nong ma khéng cho khi tran vao hé théng.

THAN TRONG: T4t ca khi phai dwoc loai bé khdi bong nong va duoc thay thé bing chat can quang trwdc khi dua vao co thé, (1&p lai cac budc tir 4c dén 4f, néu can); néu
khéng, cac bién ching cé thé xay ra.

6.4 Lap dat va sir dung

1. Chuén bi m& dwéng vao mach mau theo thwe hanh can thiép tiéu chuén.

2. Trang va bom vao long day dan clia bong nong dung dich nuwéc mubi sinh Iy pha heparin.

3. Trwde khi st dung béng nong PTCA RISE NC, hay dam bao réing 6ng théng dan dwéng da duoc dat dang vi tri va hd tro cho viéc dwa dng théng vao Iong mach, va nhu vay
day dan dwoc cb dinh thda dang qua tén thuong.

4. Pwa day dan qua van cdm mau trén 6ng théng dan dwdng, theo hwéng dan clia nha san xuét hodc thye hanh can thiép tiéu chuan. Dudi sy hwéng dan clia soi huynh quang,
can than day day dan vao qua 6ng théng dan dwdng téi mach mau muc tiéu, béng qua chd hep té¢i dau xa clia mach mau. Gan dung cu tao mé-men xodn vao day dan, néu
muén. Duéi soi huynh quang, dwa day dan tién téi mach mau mong mudn va rdi cb dinh dau xa clia day dan & vi tri mong mudn.

5. Ludn dy bong nong PTCA RISE NC trén day dan da duoc dinh vi qua vi tri hep muc tiéu va vao phan xa ctia ddng mach mach vanh.

6. Nap day dan vao dau xa clia Iong day dan béng nong, va dam bao rang day dan thoat ra khdi 16 ndm khoang 20-22 cm gan béng nong.

7. Cén than bom va trang van cdm mau va 6ng thong dan dwéng dé chuén bi trién khai bong nong.

8. Day béng nong di qua khdi day dan cho dén khi né tiép can van cAm mau cta dng thdng dan dudng. Néi 16ng van cdm mau, dwa bong nong vao déng thoi gitr nguyén vij tri
day dan va dam bao bong nong da xep hoi hoan toan; dwa béng nong vao éng théng dan dwéng va vén chat van cdm mau dé tao ra mot vong bit xung quanh 6ng théng. Than
trong khong siét qua ch&t van cdm mau quanh truc béng nong vi cé thé gay co that long 6ng, anh hwéng dén viéc lam phdng/xep ctia bong nong. Khéng nén han ché chuyén
déng clia bong nong trong éng théng dan dwéng. Néu cadm thay cé luc can bat thuong, khdng dua éng théng qua bd chuyén déi.

9. Day béng nong cho dén khi diém danh dau dau gan tiép can céng hub cta dng théng dan dwéng. Duéi soi huynh quang, tiép tuc dwa 6ng théng bong nong qua day dan va
vao cho hep.



10. Kiém tra vi tri ciia béng nong vuot qua tén thuong trwéc khi bom béng, st dung cac diém danh diu can quang clia bong nong dé tham chiéu va bom phéng béng nong tir
tlr dén ap suét thich hop (khéng vuot qua 10 1an bom). Khéng duwoc vuot qua ap suat vé dinh mire (tham khao thé twong hop di ciing véi thiét bi va RBP dwoc dé cap trong
Bang: Mo ta thiét bi).

11. Sau khi nong tén thwong va két qua xac nhan béng k¥ thuat chup mach tiéu chuan, kéo pit-téng clia thiét bj bom ap lwc dé tao ap lwc am, va kiém soat sw xa bong nong dwéi
soi huynh quang.

12. Sau khi xa bong hoan toan, kéo béng nong vé lai 6ng théng dan dwdng cho dén khi l4y ra hoan toan.

13. Néu thi thuat da hoan tat, 14y 6ng thong dan dudng ra khéi long mach mau va theo quy trinh thuc hanh can thiép tiéu chuan dé cham séc vi tri noi choc mach.

7. KY THUAT CHUYEN DOl THU THUAT

Boéng nong Biosensors RISE NC Ia loai ng théng gian né chuyén déi nhanh. Dé thuc hién tha thuat, tham khdo phuong phap sau:

1. N6i 16ng van cdm mau.

2. Gitr day dan va van cdm mau bing mét tay trong khi ndm chét truc béng nong béng tay kia.

3. Duy tri vi tri day dan trong long déng mach vanh béang céch gitr day dan cé dinh va bét dau kéo éng théng gian né ra khéi 6ng thong dan dwéng, dong thdi theo déi vi tri ctia
day dan dwéi hinh soi huynh quang.

4. Rat 6ng thong gian né da dwoc xa hoi dén go trong long day dan dan (diém danh dau xac dinh vj tri g&). Can than nhich phan xa linh hoat clia 6ng thong gidn né khéi van
xoay cAm mau, trong khi van duy tri vi tri ciia day dan qua viing tén thwong.

5. Truwot dau xa cta 6ng thong gidn né ra khdi van cdm mau va siét chat vao day dan dé gitv cé dinh dung vi tri. Thao hoan toan éng thong gidn né khéi day dan.

6. Chuén bj 6ng thong gidn né dwoc st dung ké tiép, nhw huéng dan truéc do & phan Chuén bj béng nong va dung cu bom &p luc.

7. Bua éng thong gidn nd khac vao day dan, nhu hwéng dan trwdc d6 & phan Lip dat va stk dung va tiép tuc tha thuat nhw da trinh bay.

8. CAC BIEN CO BAT LQI TIEM AN
Céc bién cb bét lgi co thé bao gdm nhwng khdng gi¢i han lién quan dén viéc st dung béng nong PTCA trén cac ddng mach vanh nguyén thay:
«T&c nghén hoac co that mach mau dét ngot
«Nhdi mau co tim cap
«Con dau that nguc hodc dau that nguc khang én dinh
«Phinh mach, gia phinh mach hodc ro dong tinh mach
«Réi loan nhip, bao gébm rung that
«Dj trng thubc chdng déng va/hoac thuéc chdng huyét khéi, chat can quang hoac cac vat liéu cta hé thdng phan phéi
o Xuét huyét hodc tu mau (dac biét la tai diém choc)
«Chén ép tim cap/Tran dich mang ngoai tim
«Séc tim
«Bdc tach, thling, v& hodc ton thwong dong mach vanh dwoc can thiép.
o Huyét khéi trong déng mach vanh
«Phau thuat bac cau néi dong mach vanh (CABG) cap cliru
T vong
e Thuyén tdc mach
e Ha huyét ap/Tang huyét ap
«Nhiém triing va hoéc dau viing choc
*Tai hep mach vanh dwoc nong
*Suy than
«Dot quy / Tai bién mach mau nao
«T&c hoan toan déng mach vanh, cau néi hodc cac nhanh bén
eHuyét khoi

9. TAI LIEU THAM KHAO
Cac bac si nén tham khao y van cap nhat méi nhat vé thuc hanh y khoa béng béng nong, nhw tai liéu ctia Trwéng mén Tim mach hoc Hoa Ky va Hiép hoi Tim mach Hoa Ky
(ACC/AHA) hoc Hoi tim mach Chau Au (ESC).

10. QUY CACH BONG GOI

VO TRUNG, KHONG SINH NHIET. Thiét bi nay dwoc tiét trang béng khi ethylene oxide.

KHONG LATEX. Thiét bj nay khong chira latex.

THANH PHAN: Mét (1) Bong nong RISE NC PTCA, mét (1) Hwéng dan st dung va mét (1) thé twong hop.
BAO QUAN: Bao quan noi khé rdo, thodng mét, tranh anh sang.

THAI BO: Thai bé thiét bj theo quy dinh dia phwong.

LUU Y: San pham nay khéng chira cac phthalate.

11. NH’NG KY HIEU BUQ'C DUNG TREN NHAN

Nha san xuét hop phap

Ngay san xuét
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Than trong, tra ctu tai liéu lién
quan

Khong tai tiét trung

® @ | E 3]k

Khong tai str dung

San pham nay da duoc tiét tring
bang Ethylene Oxide




Han st dung. Khéng st dung
E thiét bi nay sau ngay dwgc niém
yét (Nam-Thang-Ngay)

NP Ap suét dinh danh
N Tranh xa anh nang mét troi va
A\ nguon nhiét

Dé noi kho rao

Khéng st dung néu bao bi bi
hdng hay da mé

Chiéu dai bong

Puong kinh bong (tai ap suat
bom dinh danh)

Buong kinh ngoai toi da cla day
dan (0.D.)

Pudng kinh trong tdi thidu cta
Ong théng d&n duong (1.D.)

2080 1 |&

Tham khao Hwéng dan st dung

RBP Ap suét v& dinh mirc
}( Khéng chira chi nhiét to
12. BAO HANH

Biosensors International dam bao ring cac san pham dwoc san xuat theo cac thong sb ky thuat dwgc niém yét trén bao bi, huéng dan st dung va cac tai liéu lién quan.
Bao hanh nay thay cho va loai trir tht ca cac bao hanh khac khéng dwoc quy dinh ré rang & day, du dwoc dién dat hay ngu ¥, béng hoat dong clia luat phap hay cach khac,
bao gdém, nhung khong gidi han, bat ky bao dam mac nhién nao vé tinh thwong mai ctia san phdm hodc tinh phit hop v& cong nang clia san pham cho mét muc dich riéng
tw. Biosensors International khéng thira nhan hodc Gy quyén cho bét ky ngwdi ndo thira nhan thay cho nha san xuét bét ky trach nhiém phap ly bo sung hoéc trach nhiém
phap IV khac hoéc trach nhiém nao lién auan dén san pham nav.
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1. DEVICE DESCRIPTION

Biosensors RISE™ NG, rapid exchange (RX) Non-Compliant (NC) Percutaneous
Transluminal Coronary Angioplasty (PTCA) Balloon Catheter, has an integrated
shaft system and a balloon near the distal tip. The shaft has one lumen to inflate
/ deflate the balloon and a second lumen for the advancement on a guidewire.

1.1 Device components

The distal shaft of the catheter is coated with hydrophilic coating.

Two radiopaque platinum marker bands are located within the balloon
segment to aid in its positioning within the targeted lesion.

Two marked sections are located on the hypotube shaft at 90 cm and 100 cm
from the distal tip.

A female luer lock connector hub is located at the proximal end of the balloon
catheter. This hub connects to the balloon inflation lumen.

Table 1: Device Description

Balloon Diameters (mm) 2.00-4.00 450
Balloon Length (mm) 8;10;12;15;20; 25 8;10;12
Catheter Working Length (cm) 142

Balloon material Nylon 12

Balloon compliance Non-compliant

Guiding catheter compatibility SF

4, WARNINGS

- Ensure that the packaging has not been damaged or opened as this may indicate
a breach of the sterile barrier. Check the “Use by date” indicated next to the
representative symbol on the labels and do not use a product that has reached
or exceeded its labeled expiration date. The sterility and stability of the device
cannot be guaranteed once the pouch has been opened and hence the device
MUST be used promptly. Un-used devices should be returned to Biosensors
International™ " and should not be re-stocked.

- This device is intended for single use only and must not be reused

in another procedure. DO NOT resterilize the device as this can compromise its

performance, can lead to device failure and procedure complications with severe
injury or patient death. Reuse, reprocessing and resterilization bear the risk of
cross contamination and patient to patient infection.

PTCA should only be performed at hospitals where emergency coronary

artery bypass graft surgery (CABG) can be quickly performed in the event of

a potentially life-threatening or other serious complication.

PTCA in patients who are not acceptable candidates for coronary artery bypass

graft surgery require careful consideration, including possible hemodynamic

support during PTCA, as treatment of this patient population carries special risk.

- Use only the recommended balloon inflation medium. Never use air or any

gaseous medium to inflate the balloon. Use extreme caution and careful

judgment in patients who have severe reaction to contrast agents that cannot be
adequately pre-medicated.

Do not exceed the rated burst pressure as indicated on product label. Use of

Guidewire inner lumen
compatibility

0.014" PTCA guidewire

Balloon Inflation:
Nominal Inflation Pressure:
Rated Burst Pressure:

14atm/1419kPa | 14atm /1419 kPa
20atm /2027 kPa | 18atm/ 1824 kPa

Table 2: Product range available

pressures higher than specified on the product label may result in a rupture
of the balloon with possible intimal damage and vessel dissection.

« To reduce the potential for vessel damage, the inflated diameter of the balloon
should approximate the diameter of the vessel just proximal and distal to the
stenosis.

+ When the catheter is exposed to the vascular system, it should be manipulated
under high quality fluoroscopic observation. Do not advance or retract the
catheter unless the balloon is fully deflated under vacuum and no resistance is
felt. If there is resistance, determine and address its cause before proceeding.
Continuing to advance or retract the catheter against resistance may result in

Nominal ex- Nominal unexpanded balloon length (mm)
panded balloon
diameter (mm) 8 10 12 15 20 25
2.00 NCB- | NCB- | NCB- | NCB- | NCB- | NCB-
20008 | 20010 | 20012 | 20015 | 20020 | 20025
2.25 NCB- | NCB- | NCB- | NCB- | NCB- | NCB-
22508 | 22510 | 22512 | 22515 | 22520 | 22525
2.50 NCB- | NCB- | NCB- | NCB- | NCB- | NCB-
25008 | 25010 | 25012 | 25015 | 25020 | 25025
2.75 NCB- | NCB- | NCB- | NCB- | NCB- | NCB-
27508 | 27510 | 27512 | 27515 | 27520 | 27525
3.00 NCB- | NCB- | NCB- | NCB- | NCB- | NCB-
30008 | 30010 | 30012 | 30015 | 30020 | 30025
3.25 NCB- | NCB- | NCB- | NCB- | NCB- | NCB-
32508 | 32510 | 32512 | 32515 | 32520 | 32525
3.50 NCB- | NCB- | NCB- | NCB- | NCB- | NCB-
35008 | 35010 | 35012 | 35015 | 35020 | 35025
3.75 NCB- NCB- NCB- NCB- NCB- NCB-
37508 | 37510 | 37512 | 37515 | 37520 | 37525
4.00 NCB- | NCB- | NCB- | NCB- | NCB- | NCB-
40008 | 40010 | 40012 | 40015 | 40020 | 40025
4.50 NCB- | NCB- | NCB-
45008 | 45010 | 45012

2. INDICATIONS

The Biosensors RISE NC PTCA Balloon Catheter is indicated for:

« hballoon dilatation of the stenotic portion of a coronary artery or bypass graft
stenosis for the purpose of improving myocardial perfusion

- post-delivery expansion of balloon expandable coronary stents.

3. CONTRAINDICATIONS

« Unprotected left main coronary artery.

- Patients suffering from coronary artery spasms, in the absence of a significant
stenosis.

- Off-label use (i.e.: outside of the approved indication for use).

damage to the vessels, and in damage or separation of the catheter.

Never apply extreme bending or twisting force to any section of the catheter,

in order to prevent kinking, damage, or separation of the shaft. Do not use,

or attempt to straighten, a catheter if the shaft has become bent or kinked;
this may result in the shaft breaking. Instead, prepare a new catheter.

Do not force motion of the balloon catheter against significant resistance.

« Inthe event of catheter damage / separation, recovery of any portion should be
performed based on physician determination of individual patient condition and
appropriate retrieval protocol.

- The safety and efficacy of RISE NC PTCA Balloon Catheter has not been
established for pediatric use.

5. PRECAUTIONS

« Only physicians who have received appropriate training and education should
perform PTCA procedure and the risk/benefit of such procedure shall be assessed
for each patients by the physician

Prior to angioplasty, the balloon catheter should be examined to verify its

integrity and ensure that its size is suitable for the specific procedure for which it

is to be used. If the device is kinked it should not be used.

- During the procedure, provide as needed appropriate anti-coagulant and
coronary vasodilator therapy to the patient. Continue this therapy for an
appropriate period of time after the procedure.

+ When loading or exchanging the balloon catheter, it is recommended to
thoroughly wipe the guidewire clean for better catheter movement on the
guidewire.

- After use, disposal of the device and of its packaging must be handled
according to hospital policies and applicable laws and/or regulations.

« Do not expose delivery catheter to organic solvents, e.g. isopropyl alcohol.
Such an exposure can degrade delivery catheter performance.

6. OPERATOR’S MANUAL

6.1. Inspection prior to use

Prior to use, inspect the sterile package integrity, do not use if it is damaged.
Carefully examine the balloon catheter prior to use and particularly look at the
balloon catheter to detect any bends, kinks, or other damage. Verify all equipment
as well to be used during the procedure. Do not use any damaged equipment,
damaged package, breached sterile pouch or expired product. Verify that the
catheter size is suitable for the specific procedure for which it is intended.

1 Please contact the Sales and Customer Service of your region or local distributor for return of goods
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6.2. Materials required

One or more of each of the following material are required for PTCA but not
supplied with RISE NC PTCA Balloon Catheter:

Arterial sheath and dilatator set

- Guiding catheter (femoral or brachial) in the appropriate configuration to select
the coronary artery and with minimum inner diameter of 0.056"/1.42mm
(5F compatible)

Guidewire, 0.014inch /0.36 mm maximum diameter x 190 cm minimum length
« Guidewire torque device

- Inflation device with manometer

Haemostatic valve(s)

Three-way stopcock

« Luer-lock syringes 10 ml, 20 ml

- Sterile saline or heparinized sterile saline

Contrast medium diluted 1:1 with normal saline

6.3. Balloon catheter and inflation device preparation

Prepare each equipment to be used following instructions of its manufacturer.
Complete the following steps to prepare the RISE NC PTCA Balloon Catheter
for use:

1. Remove the balloon catheter from the package.

2. Remove the stylet and protective sheath from the distal end of the catheter.

3. Prepare the inflation device with an appropriate inflation medium

(equivalent of 1:1 mixture of contrast medium and sterile saline).

4. Prepare the catheter for purging using the following procedure:

a) Fill a luer-lock 20 ml syringe or the inflation device with appropriate
contrast medium (usually corresponds to 4ml of a 1:1 mixture of contrast
medium and sterile saline). Do not use air or any gaseous medium to
inflate the balloon catheter.

b) Attach the syringe or inflation device to the inflation port of the balloon
catheter, orient the balloon catheter with the distal tip and the balloon
pointing in a downward vertical position.

<) Apply negative pressure. Slowly release the pressure to neutral, allowing
contrast to fill the shaft of the balloon catheter.

d) Disconnect the syringe or inflation device from the inflation port of the
balloon catheter.

¢) Remove all air from the syringe or inflation device barrel. Reconnect the
syringe or inflation device to the inflation port of the balloon catheter.

f) Maintain negative pressure on the balloon until air no longer returns to
the device. If air is continuously aspirated (can be revealed by bubbles),
verify that the balloon has no leaks by inflating the balloon with the
inflation medium. Do not use the balloon catheter if there are any leaks.

g) Slowly release the device pressure to neutral.

h) Disconnect the luer-lock 20 ml syringe (if used) and connect the inflation
device to the inflation port of the balloon catheter without introducing
air into the system.

CAUTION: All air must be removed from the balloon and displaced with contrast
prior to inserting into the body, (repeat steps 4c through 4f, if necessary);
otherwise, complications may occur.

6.4 Insertion and use

1. Prepare the vascular access site according to standard practice.

2. Flush and fill the guidewire lumen of the balloon catheter with heparinized
normal saline.

3. Prior to using RISE NC PTCA Balloon Catheter device, ensure that a guiding
catheter is in place and offers support for advancing the catheter into the
vessel, and that the quidewire is adequately positioned through the lesion.

4. Insert the guidewire through the haemostatic valve on the guiding catheter,
following the manufacturer’s guidelines or standard practice. Under
fluoroscopic guidance, carefully advance the guidewire into and through the
quiding catheter to the target vessel, across the stenosis, and into a distal
vessel. Attach a torque device to the guidewire, if desired. Under fluoroscopy,
advance the guidewire to the desired vessel and then position the distal wire in
the desired location.

5. Always advance RISE NC PTCA Balloon Catheter over a guidewire that is
positioned through the target stenosis and into a distal section of the coronary
artery.

6. Backload the guidewire into the distal tip of the balloon catheter guidewire
lumen, and ensure that the guidewire exits the opening located approximately
20-22 cm proximal to the balloon.

7. Thoroughly aspirate and flush the hemostatic valve and the guiding catheter in
preparation for introduction of the balloon catheter.

8. Advance the balloon catheter over the guidewire until it approaches the
hemostatic valve of the guiding catheter. Loosen the haemostatic valve,
insert the balloon catheter while maintaining the guidewire position and
ensure the balloon is fully deflated; advance the balloon catheter into the
quiding catheter and tighten the haemostatic valve to create a seal around
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the catheter. Caution should be taken not to over-tighten the hemostatic valve
around the balloon catheter shaft as lumen constriction may occur, affecting
inflation/deflation of the balloon. The movement of the balloon catheter
within the guiding catheter should not be restricted. If unusual resistance is
felt, do not advance the catheter through the adapter.

9. Advance the balloon catheter until the appropriate proximal marker
approaches the hub of the guiding catheter. Under fluoroscopy, continue to
advance the balloon catheter over the guidewire and into the stenosis.

10. Verify the positioning of the balloon across the lesion prior to inflation, using
the radio-opaque markers of the balloon for reference and inflate the balloon
slowly to the appropriate pressure (do not to exceed 10 total inflations). Do not
exceed the rated balloon burst pressure (refer to compliance card provided with
the device and RBP mentioned in Table: Device Description).

. After the lesion has been dilated and results confirmed by angiographic
standard techniques, pull the plunger of the inflation device to create a
vacuum, and control the deflation of the balloon under fluoroscopy.

. After complete deflation, pull the balloon catheter back into the guiding
catheter until complete removal.

13. If procedure is completed, remove the guiding catheter from the vessel and

follow standard practice for management of the insertion site.

7. EXCHANGE PROCEDURE TECHNIQUE

The Biosensors RISE NC PTCA Balloon Catheter is a rapid exchange dilatation

catheter. To perform such procedure, refer to following procedure:

1. Loosen the hemostatic valve.

2. Hold the guidewire and hemostatic valve in one hand, while grasping the
balloon shaftin the other hand.

3. Maintain qguidewire position in the coronary artery by holding the wire
stationary and begin pulling the dilatation catheter out of the guiding catheter,
while monitoring the wire position under fluoroscopy.

4. Withdraw the deflated dilatation catheter until the notch in the guidewire
lumen is reached (marker indicates notch). Carefully inch the flexible, distal
portion of the dilatation catheter out of the rotating hemostatic valve, while
maintaining the guidewire’s position across the lesion.

5. Slide the distal tip of the dilatation catheter out of the hemostatic valve and
tighten onto the guidewire to hold it securely in place. Completely remove
the dilatation catheter from the guidewire.

6. Prepare the next dilatation catheter to be used, as previously described in
section Balloon catheter and inflation device preparation.

7. Backload another dilatation catheter onto the guidewire, as previously described
under the section Insertion and use and continue the procedure accordingly.

8. POTENTIAL ADVERSE EVENTS

Adverse events that may be associated with the use of a PTCA catheter in native
coronary arteries, include but not limited to:

« Abrupt vessel closure or spasm

Acute myocardial infarction

Angina or unstable angina

Aneurysm, pseudoaneurysm or arteriovenous fistula

Arrhythmias, including ventricular fibrillation,

Allergic reaction to anti-coagulation and/or anti-thrombotic therapy, contrast
medium, or delivery system materials

Hemorrhage or hematoma (in particular at puncture site)

Cardiac tamponade/pericardial effusion

Cardiogenic shock

Dissection, perforation, rupture, or injury of the treated coronary artery
Coronary thrombosis

Emergency coronary artery bypass graft surgery (CABG)

Death

Embolism

Hypotension/hypertension

Infection and/or pain at insertion site

Restenosis of dilated vessel

Renal failure

Stroke / Cerebrovascular accident

Total occlusion of the coronary artery, bypass graft or side branches
Thrombosis

9. REFERENCE

The physician should consult recent literature on current medical practice
on balloon dilatation, such as that published by the American College of
Cardiology and the American Heart Association (ACC/AHA) or European Society
of Cardiology (ESC).
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10. HOW SUPPLIED
STERILE, NON-PYROGENIC. This device is sterilized with ethylene oxide sterilization.
LATEX FREE. This device does not contain latex.

CONTENTS: One (1) RISE NC PTCA Balloon Catheter, one (1) Instruction for Use
and one (1) compliance card.

STORAGE: Store in a cool, dark and dry place.
DISPOSAL: Dispose of device in accordance with local regulations.
NOTE: This product does not contain phthalates.

11. SYMBOLS USED IN LABELING

Legal Manufacturer

Date of Manufacture

m

Catalog number

Batch code

Caution, consult accompanying documents

Do not re-sterilize

Do not reuse

This product has been sterilized using Ethylene Oxide

Use by date — Do not use this device after
the indicated date (Year-Month-Day)

wl@@béﬂ&z

Nominal Pressure

| =
N

/,

Keep away from sunlight or heat

Keep dry

Do not use if package is damaged or open

Baloon Length

Balloon Di (at nominal infl pressure)

Maximum Guidewire Outer Diameter (OD)

Minimum Guiding Catheter Inner Diameter (ID)

BonS @

Consult instruction for use

=
=4
o

Rated Burst Pressure

}5{ Non-pyrogenic

12. WARRANTY

Biosensors International warrants that its products are manufactured to the
specifications set forth on its packaging, instructions for use and related
literature.

This warranty is in lieu of and excludes all other warranties not expressly set
forth herein, whether express or implied, by operation of law or otherwise,
including, but not limited to, any implied warranties of merchantability or
fitness for a particular purpose. Biosensors International neither assumes, nor
authorizes any other person to assume for it, any other or additional liability
or responsibility in connection with this product.
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