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Edwards Lifescience, Logo thiét ké chit E, chit Edwards va Carpentier — Edwards Physio II va Physio
Triscupid la thuong hiéu cia cong ty Edwards Lifescience.

Tat cé cdc thuong hiu khéc la tai san cia chu sé hitu twong ng

Chi cho 1 lan str dung
1.0 M ta séan phim

Vong van Carpentier-Edward Physio Triscupid, ma 6200, duy tri hd trg vong 3 14 dé ngan chin sy gian nd quéa
mirc, trong khi thich (ing véi chuyén dong lién tuc ctia vong van ba l4 theo hudng dong chay trong chu ky tim.

Vong van dugc ciu tao tir 15i titanium. Vong khau ciia vong van bao gdm nhua silicone dugc phii bing vai dét
polyester va soi polyethylene-tetrafluoroethylene. Céac vach chi polyethylene-tetraphalate ngang ¢6 mau thé
hién mép trudc sau va mép sau vach (Hinh 1), va dudng dit nét ciia chi polyethylene-terephthalate cé mau thé
hién bo cua vong khiu va mit ngoai ciia vong van.

Vong c¢6 dang lwon séng vai do linh hoat chon loe & nhitng phan khac nhau dé thich tng véi chuyén dong
phtrc tap ciia vong van. Diéu nay giam 4p lwe trén cAu tric giai phéu va vi thé giam t6i da nguy co rdi loan
nhip tim va nit vong van (Tham khdo 1). Mép trude vach duge mé nham tranh hé thong dan truyén.

Vong van dugc cung cép véi gia do dé thuan tién trong qué trinh cay ghép. Gia do dugce thiét ké voi nhimg
ctra 56 ¢6 thé nhin thiy van 3 14 trong qua trinh dat vong van. Thém vao do, gia do dugc dat ¢ vi tri huéng dén
phén trude ciia vong van nham hd trg thm nhin.

2.0 Chi dinh

Vong van Carpentier-Edwards Physio Triscupid, ma 6200, duge chi dinh sir dung cho bénh nhén bi hd van 3
14, nham sira vong van bi gidin ng, ting phan ap lai cia 14 van, gia c¢6 dudng chi vong van, va ngin chin tinh
trang gidn vong van hon nira.

3.0 Ky thuat tdi tao van ba 14

Muyc tiéu cta viéc tai tao vong van 3 14 1a dé bao toan va khéi phuc sir chuyén dong binh thudng cuia 14 van,
dam bao dién tich p lai ctia 14 van I6n va chinh lai vong van bi gidn nd vé bién dang (Tham khdo 1). Doi véi
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nhimg k¥ thuat cy thé dé tai tao vong van ba I4, xem phén tai liéu [am sang trong phﬁn tham khao (Tham khao
1&2).

4.0 Chéng chi dinh
Vong van Carpentier—Edward Physio Triscupid chdng chi dinh v6i bénh nhan ¢6 nhiing tinh trang duéi day:

Thuong tén co quan nghiém trong véi gan tim bi rit lai
Bién dang bm sinh v6i mé van bj thiéu

Van bi canxi hoa rong

Lién quan téi viém ndi tdm mac

el s

5.0. Canh bao

5.1 Chi diing cho mt bénh nhén

Thiét bi ndy dugc thiét ké, chi dinh va phéan phéi cho 1 1an st dung. Khong tai sir dung san pham.,
Khong co dit li¢u dam bao thong tin ve tinh vo tring, khéng téa nhiét va chirc nang cta thiét bj sau
khi tai sir dung va téi xir ly.

Gidng nhu bat ki thiét bi ciy ghép nao, s& c6 kha ning gy phan tng mién dich.

Bénh nhan c6 vong hodc dai van dang trai qua thu thuét diéu tri nha khoa hoiic céc thu thuat khéc cé
kha nang gay nhiém tring huyét nén dugc can nhic liéu phap khang sinh dy phong

6.0 Bién chiing

Céc bién chitng nghiém trong, déi khi dan dén tir vong, ¢4 lién quan dén viée sir dung vong van nhén tao.
Thém vao d6, cic bién chimg dua vao phan tng cia tir bénh nhan véi thiét bi duge ciy ghép hodc véi nhiing
thay dbi vat ly hay hoa hoc trong cac thanh phﬁn, c6 thé cén thiét phai phf“iu thuat lai va thay thé thiét bj nhan
tao (déi khi trong vai tuin hodc vai thang).

Dudi day la danh sach nhiing bién chimg lién quan dén vong van nhan tao duogc gom lai tir céc tai liéu va bao
céo thu thap tir hé théng xir ly cac khiéu nai theo quy dinh dugc thiét Iap cho thuc hanh san xuét tét cia Hoa
Ky, phin 21 CFR 820.198:

e  Bo phan vong van tu nhién ctia bénh nhan bj suy giam hoc thoai hda do tién trinh phat trién ciia
bénh, viém ndi tAm mac, hodc viéc sita van va hé théng dudi van chua di/ chua hoan thanh

e Lbi chirc ning ciia vong do bi bién dang khi cAy ghép hoac hur hong vat Iy hogic héa hoc cia cac thanh
phan van

o  Xuét huyét tang do sir dung phwong phép khang déng

e Kéo dai viée béc cau, kep dong mach chii va co tim chua duge bao vé day du

e Tai hodc van con hé van

e Réch vai bao ngoai do dung kim khau bén

e  Huyét khéi

e Thuyén tic huyét khbi

° Hep

e Tén thuong dong mach vanh;

e  Suy tim phai

e Block nhi that

e Huyét tan

e Cung lugng tim thép

e Nt vong van

e Nhiém triing cuc b va/hoic hé théng
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Béc si phau thuit phai quyét dinh cudi cting nén str dung vong van trén ting bénh nhén sau khi da danh gia
céc nguy co ciing nhu hiéu qua so véi cac phuong phép chira trj khac. M&i bénh nhan déu phai dugc giai thich
diy du tit ca nhitng ich lgi va nguy co trude khi phéu thuat.

7.0 Hwéng din sit dung
7.1 Pio tao béc si phiu thujt

Béc si phau thuat nén duoc dao tao ddy du vé quy trinh sira van, bao gdm cdy ghép vong van va cach k¥ thuat
dinh ¢& van, trude khi sir dung thiét bi. Viéc ddo tao nén bao gdm viée xéc dinh vige hd van tim hodc bénh ly
van tim nay c¢6 thé duge sira hodic néu chi dinh thay van. Bac st phiu thudt nén biét hét cac phuong phép
khang dong hién hanh.

7.2 Do va chon loc vong van thich hop

Bude Quy trinh

1 Str dung thudc do ma 1262 dé do vong van 3
14 cho kich thude vong van nhéan tao. Ky thuat
dinh ¢ vong van dic trung bao gdm viéc do
chiu dai 14 van vach bing céc sir dung 2 ranh
trén thuée do 1262 (hinh 3), va danh gia dién
tich cua la van trude (hinh 4).

Canh bao: Khong thé dinh vi dugc cic manh
ctia dung cu do bang thiét bi hinh anh bén
ngoai.

Chi y Kiém tra dung cu do c¢6 cac déu higu
hu mon, cun, ran. Thay thé dung cy do ngay
4p tirc néu 6 bat el dau hiéu xuong cap nao.
Canh bao: Khong ¢ gang thay dbi hoic diéu
chinh vong van theo céu tric 1 vong van cy
thé, diéu ny c6 thé s& lam hu vong van. Néu
kich thudc vong khéng pht hop véi vong van,
chon vong nho hon hode lon hon.

Cin trgng: Khéng sir dung gia d& vong van
nhu dung cu do

7.3 Sit dung gia do va tay cAm
Str dung gia d& va tay cAm tiy chon theo ma 1150 hoic 1151 dé dwa vong van Carpentier-
Edwards Physio Triscupid vao, cac thiét bj nay dugc déng géi riéng (Hinh 5).

Buwée Quy trinh

1 Gan tay cAm tiy chon vao gié d& bang cach an
tay cam vio phén dmh nen gla do (Hlllll 5).

2 Dé udn cong tay cam ndm phan dau va nhe
nhang ding luc dé ubn cong truc thép khong
¢i (Hinh 2).

Canh béo: Khong thé dinh vj duge cac manh
cla tay cam bang thiét bj hinh anh bén ngoai.

Cén trong: Kiém tra tay cdm c6 cac déu hleu
hu mon, clin, ran. T h'ly thé tay cam ngay néu
¢6 bt cir d4u hiéu xudng cép nao.

7.4 Céy ghép vong van
Vong van Carpentier-Edward Physio Triscupid duge thiét ké véi vong khau dé dang thuc hién
khau chi (Hinh 6). Vong khéu duoc danh ddu boi dudng tron mau xanh bén ngoai hd trgr cho viée
dat chi khau.

| Buéc | Quy trinh




1 Sau khi lya chon vong van, khau 1 day cac
doan chi dém ngang tai cac diém cach déu
xung quanh vong van 3 [4.

Canh bio: Tranh khau chi vao m6 tam nhf
hay di khu virc b6 His, vi diéu nay c¢6 thé anh
huwdng sy dan truyén tim. Tranh dat chi khau
di qua dong mach vanh phai.

Cén trong: Thé sb seri duoc gén vao vong
van bang chi khau. Khong théo thé nay cho t&i
khi chéc chén ciy ghép. Can than trong dé
tranh cit hodc rach vai vong van trong khi
thao thé.

Cin trong: Pé tranh lam hong vai bao boc
vong van, khong sir dung kep kim loai hodc
kim khéu bén trong qua trinh dua vao.

2 Céc danh dau chi mau nam ngang trén vong
giup dinh hudng mép trudce sau va sau vach
ctia vong (xem hinh 1). Khau chi vao phin
ngoai vong khau dugc danh diu mau xanh 1a
cdy (hinh 6) cuia vong dugc chon.

3 Thao thé so seri va dit vong van.

7.5 Thao gia d& vong van
Vong van Carpentier-Edwards Physio Triscupid duoc thiét ké véi mot lan cit chi dé thao roi gia
d. 1 dudng chi khau (hinh 7) nam & phia sau vong.

Budée Quy trinh

1 Cit sgi chi giit lai & phan nhé [én bang dao
mo (Hinh 7). Viéc ndy tao diéu kién dé thao
vong van ra khéi gia d& nhanh chéng.

Canh bao: Khéng dugce cit bat ky soi chi nao
doc theo phin trude cia vong. Cat nhiing sgi
nay s& lam 1dng chi khau va gy nguy co
thuyén tic huyét khéi va huyét tan

2 Kéo gi4 d& ra. Chi khéu con lai néi vinh vién
trén vai gia do va khi rat gia do ra thi chi khau
con lai bi loai bo (hinh 7).

Canh bao: Thao vong van khoi gia dé sau khi
vong van dugc ciy ghép. Cy ghép gia d& co
thé gy ton thuong cho bénh nhan hoc tir
vong. Néu gia d& bi mét trong khu vuc phau
thut, pin can quang trong gia d& c6 thé dugc
phat hién bang tia X.

3 Théo tay cam khoi gia d& bang cach nam gia
do tai diém két ndi va kéo tay cam ra. Loai bo
gid d&. Tay cam c6 thé tai st dung. Dé biét
thém théng tin tham khao phan 10.0 huéng
din vé sinh va vo tring.

4 Hinh 8 m6 ta k¥ thuat ghép vong van ding
cach.

7.6 Panh gia hiéu qua ciia vice sira van

Panh gi4 chét lugng cuia viée sira van bang siéu am tim qua thuc quan (TEE) sau hoan thanh hé thong
tuan hoan ngoai co thé. Cén than trong do ludng 16 van, chon loc vong van, va ki thuat dit vong la
can thiét dé dat két qua tdt. Tuy nhién, céc tdn thuong lién quan dén cdu triic dudi van c6 thé cén thiét
phai c6 cac thit thuat bd sung.



Néu viéc dit vong van nhan tao khong hiéu qua trong viée sira vong van bi hd sau khi duge xéc dinh
béng siéu Am tim, kiém tra bang mat, hodc ki€m tra trong phf?iu thudt, thi phai chuan bi cho viéc thdo
vong van va thay thé van bi bénh bing van han tao trong ciing cudc phau thuét.
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CAN TRONG: Can theo ddi y té can than lién tuc dé chan doan va xir ly dang cach cic bicn chirng
lién quan dén vong nhan tao dé giam thiéu nguy co cho bénh nhan.

8.0 An toan khu vwe chup cfng hwéng ti

MR Conditional

Thir nghiém phi 14m sang da ching minh rang vong van nhan tao Carpentier-Edwards Physio Triscupid, ma
6200, c6 dieu kién cong hudng tir. Bénh nhan ¢ vong van nay, cé the duoc quét 1 cach an toan, tirc thoi sau
khi cay ghép vadi nhitng diéu kién sau:

Cong hudng tir ¢6 dicu ki¢n

e Tir trrdng tinh 3 tesla hodic thap hon

e Tir trudng gradient khong gian t6i da 1a 2500 gauss/cm.

e Hé théng MR t6i da dugc bao céo, ti 1é hip thy riéng trung binh co thé (SAR) 14 3.0 W / kg cho
viée quét trong 15 phit (vi du: cho mdi chudi xung dién) |

Trong thir nghiém phi 1dm sang, vong van lam tang nhiét d trong co thé & mic dudi hodic bang 2.4°C tai ti I¢
hap thu riéng trung binh co thé (SAR) véi mire ti da 14 3.0W/kg dugc danh gia bang do nhiét lugng trong 15
phit chup cong hwrdng tir bang hé thdng chup céng hudng tir 3 tesla (Signa HDX General Electric Healthcare,
Phan mém 14\LX\MR).

Chét lwong hinh anh cong hudng tir ¢6 thé bi anh hudng néu vi tri can chyp nam tai vi tri hodc gan véi vi tri
<A . A , A= r , A A1 2 a - ~
thiét bi. Khuyeén khich toi wu héa cac thong so hinh anh Cong hudng fir.

9.0 Yong van

9.1 Thong sb

Vong van Carpentier-Edwards Physio Triscupid c6 cac kich thude: 24mm, 26mm, 28mm, 30mm,
32mm, 34mm, va 36mm.

9.2 Cung cip thé nao

Vong van Carpentier-Edwards Physio Triscupid dugc cling véi gia do gén lién duoc cung cap vo
tring va khong téa nhiét trong hdp duge dong goi voi khay nhua doi dé dé dang cAm va van chuyén
dén khu vuc vo tring trong qua trinh phau thuat. Sau khi m& khay ngoai, khay phia trong c6 thé duge
dat truc tiép & khu vye vo tring.

9.3 Luwu triv

Pé giam thiéu toi da nhiém khuan chéo va t6i da viéc bao vé, luu trit vong van (trong 2 16p khay),
huéng dén sir dung, va thé thong tin ciy ghép dugc dit trong hop carton bén ngoai khu vy sach va
kho cho t6i khi can dén.

CAN TRONG: Khéng sir dung vong van qua han sir dung ghi trén bao bi.

CAN TRONG: tit ca thiét bi cdy ghép can dugc xir Iy nhg nhang. Kiém tra dong géi, dam bao ching
chua duge md ra hodc hu hong.

CAN TRONG: Khéng sir dung vong da bi liy ra khéi 2 16p khay va roi ra, bin, hogc cé thé huw.



9.4 Huéng din tai vo tring

Vong van nhén tao ¢6 thé duge tiét tring khéng qua hai 1an trude khi qua han ghi trén bao bi néu thiét
bi chwra dugc sir dung, ban, roi hoic hu. Khéng ti tiét tring va sir dung vong van qua han ghi trén bao
bi. Khi dy tinh t4i tiét trang, mdi t& chirc nén thiét 14p cac quy trinh khir tring ma bao gém nhitng chi
thi sinh hoc dé x4c dinh tinh hiéu qua clia cdc quy trinh éy.

Théo vong van ra khéi bao bi trude khi khir tring. Gia d& va tay cdm khong duge gén véi nhau khi tai
tiét tring.

Khuyén nghi sir dung mét 16p boc phi hop phit bén ngoai néu dy trit vong van.
Céc didu kién sau day dugc khuyén nghi khi tai tiét tring vong van nhan tao:
9.5 Tiét tring biang Autoclave:

Hut chan khong:

Co gbi:
Nhiét d6: 132°C-135°C(270°F - 275 °F)
Thoi gian hip: 10 - 15 phit

Khong ¢d goi (flash):

Nhiét dg: 132° C (270 ° F)
Thoi gian hip: 3 phit

Trudce khi hat chian khong:

Cé géi:
Nhiét dg: 132°C-135°C (270 °F-275°F)
Thoi gian hép: 3-4 phat

Khéng ¢o goi (flash):

Nhiét dg: 132 ° C (270 ° F)
Thoi gian hap: 3 phut

CAN TRONG: Khéng bao gid sir dung birc xa gamma va héa chat tiét trang dé khir tring Vong van nhan tao
Carpentier-Edwards Physio Triscupid vi né c6 thé dan dén hu hong vong khau.

Ngudi sir dung chiu trach nhiém tham dinh bat cir sai [¢ch nao tir phuwong phap vé sinh hodc tiét tring theo
khuyén céo.

10. Phu kién di kém

Dung cu do kich thwée: Dung cu do kich thude van ba la méa 1262, kich thudce 24-36
Dung cu do kich thwée/ Khay dung tay cAm: van 3 14 ma TRAY 1262

GiA do tay cAm tiy chon: ma 1150 vama 1151

10.1 Cung cip thé nio



Phu kién kém theo dugc dong gdi riéng, dugc cung cap khoéng vo tring va phai duge vé sinh va khir
tring trude khi sir dung. Khong khir tring chiing trong bao bi trude do.

Thay thé phu kién thuong xuyén. Lién hé véi dai dién kinh doanh ctia Edwards Lifesciences dé duoc
thay thé pht hop.

10.2 Huéng din vé sinh

Tét ca cac thude do, tay cam, khay va nip phai dugc vé sinh riéng biét va khir trang truée khi sir
dung. Phu kién kém theo nén dugc thay thé thuong xuyén.

Lién hé véi dai dién kinh doanh ctia Edward Lifesciences dé dugc thay the phu hop.

CAN TRONG: Kiém tra phu kién kém theo theo ¢é dau higu hao mon, clin,nit hodic giy. Thay thé
céc thuge do néu ¢ dau hiéu hur héng.

Canh bio: Khéng thé dinh vi duge cac manh cua dung cu do va tay cam bang thict bi hinh anh bén
ngoai.

Huwéng dan vé sinh tw dong:

Rifa trang (néu cin): Chét tiy rita Klenzyme enzymatic anionic hofic trong duong

V¢ sinh: V¢ sinh cac dung cu trong khay voi nép 16 trude khi sir dung lan dau va sau mdi lan sir dung
bing dung dich vé sinh tiy rira nonionic (vi du Instru-Klenz) bfmg may rira co (vi du STERIS AMSCO
Reliance 444), giai doan rita tdi thiéu 2 pht.

Huéng din vé sinh bing tay

Riia trang (néu cin): theo quy trinh timg bénh vién.

Vé sinh: dit dung cu do, tay cim, nfp khay va miéng 16t khay vao bé chira dung dich vé sinh nhu la
Cidezyme, 1 chét téy rita enzymatic, theo hudng din thoi gian va nhiét do cua nha san xuét. Pam bao céc
thiét bj duge ngam hoan toan va khong cham vao nhau. Lam sach céc phy kién bang ban chai nhya mém
trong 5 phit; loai bo bat ky tap chét bén ngoai nao bang ban chai mém. Khéng sir dung ban chai kim loai
hodc len thép Ién dung cy. Luén luén sir dung dung dich vé sinh sach mai giira cac 1an vé sinh. Sau do,
rira céc dung cu 5 1dn trong 1 phit véi nude deion v6 tring.

Khit khudn: ngadm cac thiét bi da duoc vé sinh va kiém tra vao dung dich khir khuén (vi du Cidex OPA)
theo huéng dan thoi gian va nhiét d ciia nha san xuat. Dam bao cic thiét bi dugc ngdm hoan toan va
khang cham vao nhau. Sau d6, rira timg dung cu 5 lan trong 1 phit véi nude deion vé tring.

10.3 Huéng dén v tring
Dung cu do kich thude phai duge thao rdi khoéi bat ki tay cam nao trude khi khir tring lai.

CAN TRONG: Khong khir tring cac phu kién trong thing dung nhan hang. Phu kién phai duoc lay
khoi bao bi nhura trude khi khir tring. Mdi bénh vién nén sir dung quy trinh véi chi thi sinh hoc dé xéc
dinh hiéu qua cia quy trinh kit tring.

CAN TRONG: Khong xép chdng khay trong qua trinh v6 tring.

A 5 r x s - A n Y - A - >
Tat ca cic mau phuy Kkién ¢ thé dwge vo trung theo phwong phap vo tring bang autoclave nhuw
bén dudi:

Hut chin khéng:

r ,.

Co goi:



Nhiét dd: 132°C-135°C (270°F - 275°F)
Thoi gian hip: 10 - 15 phat

Khéng ¢d gdi (flash):

Nhiét do: 132 ° C (270 ° F)
Thai gian hdp: 3 phut
Trwéc khi hit chan khong:
Nhiét do: 132°C-135°C (270°F-275°F)
Thoi gian hép: 3-4 phat

Khong ¢6 g6i (flash):

Nhiét d§: 132° C (270 ° F)
Thoi gian hdp: 3 phat

Ngudi sir dung chiu trach nhiém thidm dinh bt ¢t sai 1éch nao tir phuong phap tiét trung theo khuyén
cdo.

11. Lich sit ca bénh
11.1Ping ky cho bénh nhén ciy ghép

Khi sit dung san phim vong van nhén tao ciia Edward, dién cin than Thé Dit lidu cdy ghép duoc dong
g6i chung véi thiét bi. Tra lai phan truéce dia chi ciia thé vé lai bd phan dang ky bénh nhan cay ghép
ctia chimg toi. Phan con lai ctia thé duge giit lai trong ghi chép ctia bénh vién va bac st phau thuat.
Khi nhin duge thé dir liéu, bd phan dang ky bénh nhén cé"ly ghép s san xuét 1 thé nhén dang co kich
thwée ctia vi cho bénh nhan. Thé nay cho phép bénh nhén thdng bao cho dich vy chdm soc sire khoe
loai ¢y ghép ho da c6 khi can dugc chiam séc. Khi vong van dugc thdo bo hogic nhiing san phdm
trude dé ciia Edwards bi thay thé, sit dung thé dir liéu cAy ghép dé bao céo thong tin nay cho bd phén
ding ky.

11.2Phuc hdi cAy ghép lim sang

Edwards Lifesciences Corp luén quan tdm dén viéc gom lai cac trudng hop mau lam sang vong van
nhan tao Carpentier-Edwards Physio Tricupid dugc thu lai cho viée phén tich. Ching t6i s€ cung cép
béo cdo tém tit nhitng phat hién cia ching toi khi hoan thanh danh gia theo yéu cu. Vui long lién hé
dai dién cong ty tai dia phwong dé tra lai cac vong van thu hdi. Pt cac vong van trong dung dich ¢b
dinh md nhu 10% formalin hodc 2% glutaraldehyde. Khong cén bao quan lanh.

Gia va ma hang cé thé thay doi ma khéng can thong bao trude.

San phém nay dugc san xuét va ban theo 1 hodc nhiéu bﬁng sang ché Hoa Ky: 6,749,630; 6,908,482
va 7,367,991. Céc bing sang ché bd sung dang cho xtr Iy.
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Téi, Vii Thi Tinh, CMND s8: 017253279 cép ngy 18/01/2011 tai Cong An Thanh Phb Ha Ni; cam doan

dich chinh xéc gidly to/ vin ban nay tir tiéng Anh sang tiéng Viét.

Nguoi dich

V2

Vii Thi Tinh

LOI CHUNG CUA CONG CHUNG VIEN

Hom nay, ngay 11 thang 10 nam 2021 (Ngay mudi mot thang mudi , mudi ndm hai nghin khong tram hai
muoi mét).
Tai Vin phong Cong chimg Nguyén Hué, dia chi tai sb 165 Giang Vo, phuong Cat Linh, quan DPbng Pa,
thanh phd Ha Nai.
Toi, NGUYEN THI THUY - Céong chimg vién,trong pham vi trich nhiém cia minh theo quy dinh cua
phap luét.

CHUNG NHAN

- Ban dich nay do ba Vii Thi Tinh, CMND s6: 017253279 cip ngay 18/01/2011 tai Cong An Thanh Phé
Ha Nbi, 1a cdng tac vién phién dich ctia Vin phong Céng chimg Nguyén Hué, thanh phé Ha Noi, da dich
tir tiéng Anh sang tiéng Viét .

- Chir ky trong ban dich dung 1a chit ky ctia ba Vi Thi Tinh;
- Noi dung ctia ban dich chinh xéc, khéng vi pham phap ludt, khong trai v6i dao dirc x& hoi;

- Vin ban cong chimg nay dugc 1ap thanh 2 ban chinh, mdi ban gdbm 13 t&, 13 trang, luu mot (1) ban tai
Vin phong Cong chimg Nguyén Hug, thanh phd Ha Nai.

S§ cong ching: 3646  Quyén sb: 01 /2021 TP/CC-SCC/BD

CONG CHUNG VIEN
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English

For single use only

1.0  Product Description
The Carpentier-Edwards Physio Tricuspid annuloplasty ring, model 6200,

maintains support of the tricuspid annulus to prevent excessive dilatation,

while adapting to the dynamic motion of the tricuspid annulus in the
direction of flow during the cardiac cycle.

The ring is constructed of a titanium core. The ring’s sewing cuff consists
of silicone rubber that is covered with a waven polyester cloth and
polyethylene-tetrafluoroethylene thread. Transverse colored
palyethylene-terephthalate thread markings on the ring indicate the
anteroposterior and the posteraseptal commissures (Figure 1), and a
dashed line of colored polyethylene-terephthalate thread indicates the
edge of the sewing cuff and the outflows side of the ring,

The ring has a waveform contour with selective flexibility of the different
segments to adapt to the complex motion of the annulus. This reduces the
stress on the anatomical structures and therefore minimizes the risk of
arrhythmia and ring dehiscence (Ref. 1). The anteroseptal commissure is
open to avoid the conduction system.
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The ring is provided on a holder to facilitate implantation. The holder is
designed with windows that allow visualization of the tricuspid valve
during parachuting. In addition, the holder is angled toward the anterior
partion of the ring to further assist with visualization.

2.0 Indications

The Carpentier-Edwards Physio Tricuspid annuloplasty ring, model 6200, is
intended for use in patients with tricuspid insufficiency, to correct annular
dilatation, increase leaflet coaptation, reinforce annular suture lines, and
prevent further dilatation of the annulus.

3.0  Tricuspid Valve Reconstruction Techniques

The goal of tricuspid valve reconstruction is to preserve or restore narmal
leaflet motion, ensure a large surface of leaflet coaptation, and remodel the
dilated and deformed annulus (Ref. 1). For specific techniques on tricuspid
valve reconstruction, see the dinical literature in the References section
(Refs. 1&2).

4.0 Contraindications

Use of the Carpentier-Edwards Physio Tricuspid annuloplasty ring is
contraindicated in patients with the following conditions:

1. Severe organic lesions with retracted chordae.

2. Congenital malformation with lack of valvular tissue,
3. Large valvular calcifications.
4

Evolving bacterial endocarditis.

5.0 Warnings

5.1 For Single Patient Use Only

This device is designed, intended, and distributed for single use only. Do not
reuse this device. There are no data to support the sterility, nonpyrogenicity
and functionality of the device after reuse and reprocessing,

Aswith any implanted device, there is potential for an immunological respanse.

Patients with annuloplasty rings or bands who undergo dental or other
potentially bacteremic procedures must be considered for prophylactic
antibiotic therapy.

6.0 Complications

Serious complications, sometimes leading to death, have been associated
with the use of prosthetic rings. In addition, complications due to individual
patient reaction to an implanted device or to physical or chemical changes
in the components may necessitate reaperation and replacement of the
prosthetic device, sometimes within weeks or months.

Folfowing is a list of complications associated with prosthetic ring annuloplasty
compiled from literature and from reports received through the complaint
handling system in accordance with the U.S. {Federal) requlations establishing
Good Manufacturing Practices, 21 CFR section 820.198:

- Failure or degeneration of the patient’s natural valvular apparatus due
to progression of the disease, endocarditis, or inadequate/incomplete
repair of the valvular and subvalvular structures;

« Malfunction of the ring due to distortion at implant or physical ar
chemical deterioration or fracture of ring components;

+  Bleeding diatheses related to the use of anticoagulation therapy;

«  Prolonged bypass, aortic cross clamping, and inadequate
myocardial protection;

+  Residual or recurrent valvular insufficiency;
Tearing of the cloth covering with the use of cutting needles;
Thromboembolism;

+ Thrombosis;

+  Stenosis;

«  Damage to coronary arteries;

«  Right heart failure;

+  A-Vblock;

+  Hemolysis;

+  Low cardiac output;

+  Ring dehiscence;

+  Local and/or systemic infection.

Physicians must ultimately make the decision whether to use an
annuloplasty ring on a patient-by-patient basis after carefully evaluating
the risks and benefits as compared to alternative methods for treatment.
Each prospective patient must receive a full explanation of the benefits
and risks before surgery.

7.0 Instructions for Use

1 Physician Training

Surgeons should have adequate training in valve repair, including ring
implant and sizing techniques, before using this device, Training should
include determining whether incompetent or diseased heart valves are
capable of being repaired or if replacement is indicated. Surgeons should
be current on all anticoagulation regimens.

7.2 Measurement and Selection of the Appropriate Ring

Step | Procedure

1 Use model 1262 sizers to measure the tricuspid valve for
annuloplasty ring size. Typical sizing technique for tricuspid
valve annuloplasty includes assessment of septal leaflet length
using the two notches on the 1262 sizer (Figure 3), and
evaluation of anterior leaflet surface area (Figure 4).

WARNING: Fragments of the sizers cannot be located by
means of an external imaging device.

CAUTION: Examine sizers for signs of wear, such as dullness,
cracking or crazing. If you observe any deterioration, replace
the sizers immediately.

WARNING: Do not attempt to deform or alter the ring to
conform to a specific annular anatomy, as it could damage
the ring. If the ring is not suitably sized for the annulus, select
a larger or smaller ring.

CAUTION: Do not use the ring holder as a sizer.
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73 Use of Handle and Holder

The Carpentier-Edwards Physia Tricuspid may be inserted using the
holder and optional handle model 1150 or 1151, which are packaged
separately (Figure 5).

Step | Procedure

1 Attach the optional handle to the helder in a one-step motion
by snapping the handle into the engaging component on the
holder (Figure 5).

2 | Tobend the handle, grip the ends and gently apply force to
bend the stainless steel shaft (Figure 2).

WARNING: Fragments of the handle cannot be located by
means of an external imaging device.

CAUTION: Examine handle for signs of wear, such as dullness,
cracking or crazing. If you observe any deterioration, replace the
handles immediately.

74 RingImplantation

The Carpentier-Edwards Physio Tricuspid ring is designed with a sewing cuff
for ease of suture placement (Figure 6). The sewing cuff is delineated by a
green circular outflow mark to further assist with suture placement.

7.5 Removal of the Ring Holder

The Carpentier-Edwards Physio Tricuspid ring is designed with a single-cut
holder release. A single suture well (Figure 7) is located in the posterior
section of the ring.

Step | Procedure

1 Cut the retaining suture thread in the raised area with a scalpel
{Fiqure 7). This facilitates rapid removal of the ring from the holder.

WARNING: Do not cut any threads along the anterior portion
of the ring. Cutting these threads can create loose threads with
the potential for thromboembolism or hemolysis.

2 | Pull the holder. The retaining suture is permanently connected
to the holder and upon withdrawal of the holder the retaining
suture is removed (Figure 7).

WARNING: Remove the annuloplasty ring from the holder
after the ring is implanted. Implantation of the holder can
cause patient injury or death. Ifa holder is lost within the
surgical site, a radiopaque pin within the holder can be
detected under x-ray.

Step | Procedure

1 Once you have selected the ring, place a series of horizontal
mattress sutures at equidistant points around the tricuspid annulus.

WARNING: Avoid placing sutures in the atrial tissue or through
the area of the Bundle of His, as this may impair cardiac
conduction. Avoid placing sutures through the right

coronary artery.

CAUTION: A serial number tag is attached to the ring by a
suture. Do not detach this tag until implant is certain. During
removal of the tag, avoid cutting or tearing the cloth.

CAUTION: To avoid damaging the fabric covering thering,
do not use metal forceps or suture needles with cutting
edges during insertion.

2 The transverse colored thread markings on the ring help
orientate the ring to the anteroposterior and the posteraseptal
commissures (see Figure 1), Pass the sutures through the green
outflow marks in the sewing cuff (Figure 6) of the selected ring.

3 | Remove the serial number tag and parachute the ring.

3 Remove the handle from the holder by gripping the holder at
the connection point and pulling the handle off. Discard the
holder. The handle is reusable. For more information refer to
Section 10.0 cleaning and sterilization Instructions.

4 Fiqure 8 illustrates a properly implanted annuloplasty ring.

7.6  Evaluating Repair Competency

Assess the quality of the repair by transesophageal echocardiography (TEE)
after completion of cardiopulmonary bypass, Care in the measurement of
the orifice, annuloplasty ring selection, and insertion technique are essential
in achieving a good result. However, assaciated subvalvular lesions may
necessitate additional procedures.

If careful application of the annulaplasty ring fails to produce adequate repair of
valvular insufficiency as determined by echocardiography, visual inspection, or
intraoperative testing, be prepared to remove the ring and replace the diseased
valve with a prosthetic valve during the same procedure.

CAUTION: Careful and continuous medical follow-up is required so that
prosthesis-related complications can be diagnosed and properly managed
to minimize risk to the patient.
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8.0 Safetyin the Magnetic Resonance
(MR) Environment

MR Conditional

Non-clinical testing demonstrated that the Carpentier-Edwards Physio
Tricuspid annuloplasty ring, model 6200, is MR conditional. A patient with
this ring can be safely scanned immediately after placement of this implant,
under the following conditions: -

«  Staticmagnetic field of 3 tesla or less
«  Maximum spatial gradient field of 2500 gauss/cm

Maximum MR system reported, whole-body-averaged specific
absorption rate (SAR) of 3.0 W/kg for 15 minutes of scanning
(i.e. per pulse sequence).

Innon-clinical testing, the ring produced a temperature rise of less than or
equal to 2.4°Cat a maximum whole-body-averaged specific absorption rate
(SAR) of 3.0 W/kg for 15 minutes of MR scanning in a 3 tesla MR system
(Signa HDX, General Electric Healthcare, Software T4\LX\MR).

MR image quality may be compromised if the area of interest is in the
same area or relatively close to the position of the device. Optimization
of MR imaging parameters is recommended.

9.0 Annuloplasty Ring

9.1 Specifications

The Carpentier-Edwards Physio Tricuspid ring is offered in the following
sizes: 24 mm, 26 mm, 28 mm, 30 mm, 32 mm, 34 mm, and 36 mm.

9.2 How Supplied

The Carpentier-Edwards Physio Tricuspid ring with attached holder is
provided sterile and nonpyregenicin a box containing double plastic trays
to facilitate handling and transfer to the sterile field at the time of surgery.
After opening the outer tray, the inner tray may be placed directly into the
sterile field.

93  Storage

To minimize contamination and to provide maximum protection, store the
annuloplasty ring (in double trays), Instructions for Use, and Implantation Data
(ard contained inside the outer cardboard box in a clean, dry area until needed.

CAUTION: Do not use the annuloplasty device after the expiration date on
the label.

CAUTION: Gentle handling is required for all implantable devices. Inspect
the packaging, ensuring that it has not been apened or damaged.

CAUTION: Do not use rings that have heen removed from the double
trays and dropped, soiled, or possibly damaged.

924 Resterilization Instructions

The device may be resterilized no more than two times before the expiration
date on the package if the device is not used, soiled, dropped or damaged.
Do not resterilize and use the annuloplasty device after the expiration date
on the package. When resterilization is contemplated, each institution
should establish sterilization procedures that indude biological indicators

to establish the efficacy of their procedures.

Remove the ring from its packaging before sterilization. The holder and
handle must not be connected when resterilizing the ring.

If storing the ring, use a sitable outer wrap.
We recommend the following conditions for resterilization of the
annuloplasty ring:

9.5 Autoclave Sterilization:
Gravity Displacement:

Wrapped:
Temperature; 132°C-135°C(270°F-275°F)
Exposure Time: 10-15 minutes
Unwrapped (“flash”);
Temperature: 132°C(270°F)
Exposure Time: 3 minutes
Prevacuum:
Wrapped:
Temperature: 132°C-135°C(270°F-275°F)
Exposure Time: 3-4 minutes
Unwrapped (“flash™):
Temperature: 132°C(270°F)
Exposure Time: 3 minutes

CAUTION: Never use gamma radiation or chemical sterilization to sterilize
the Carpentier-Edwards Physio Tricuspid ring as this may deteriorate the
sewing cuff.

The user is responsible for the qualification of any deviations from the
recommended method of sterilization.

10.0 Accessories

Sizers: Tricuspid Sizers model 1262, Sizes: 24-36

Sizer/Handle Tray: Tricuspid model TRAY1262

Optional Holder Handles: model 1150 and model 1151

10.1  How Supplied

Accessories are packaged separately, provided non-sterile and must be
cleaned and sterilized before each use. Do not sterilize accessories in their
original packaging.

Replace accessories on a routine basis. Contact your Edwards Lifesciences
sales representative to obtain appropriate replacements.

IR

9776001

Printed(2018-06-01)

Confidential

2018-0:

(

b=

Date Status Assigned

tus(Released)

L

St

Rev(A)

b)
/

(ART-149778001



10.2  Cleaning Instructions

All sizers, handles, trays and lids must be cleaned separately and sterilized
prior to each use. Accessories should be replaced on a routine basis.

Contact your Edwards Lifesciences sales representative to obtain
appropriate replacements.

CAUTION: Examine accessories for signs of wear, such as dullness,
cracking or crazing. Replace sizer if any deterioration is observed,

WARNING: Fragments of the sizers and handles cannot be located by
means of an external imaging device.

Instructions for Automated Cleaning:

Pre-rinse (as needed): Klenzyme enzymatic anionic detergent
or equivalent,

Cleaning: Clean sizers and handles within tray and with lid detached prior
toinitial use and after each use with a nonionic detergent cleaning solution
(example Instru-Klenz) in a mechanical washer {example STERIS AMSCO
Reliance 444), minimum 2 minute wash phase.

Instructions for Manual Cleaning:
Pre-rinse (as needed): Per Hospital procedure.

(feaning: Place the sizer, handle, tray base, and tray lid in a cleaning solution
bath, such as Gidezyme, an enzymatic detergent, for the time and temperature
specified by its manufacturer. Ensure that the instruments are covered and do
not touch each other. Clean the accessories thoroughly with a soft plastic brush
for 5 minutes; remove any superficial impurities with the soft brush. Never use
metal brushes or steel wool on the instruments, Always use fresh cleaning
solution between cleanings. Afterwards, rinse each accessory thoroughly

5 times for 1 minute with sterile, deionized water.

Disinfection: Place the cleaned and inspected instruments in disinfection
solution {example Cidex OPA) for the time and temperature spedified by the
manufacturer. Ensure that the instruments are covered and do not touch
each other. Afterwards, rinse each instrument thoroughly 5 times for

1 minute with sterile, deionized water.

10.3  Sterilization Instructions

Sizers must be disassembled from any threaded handles
before resterilization.

CAUTION: Do not sterilize any of the accessories in their shipping containers,
Accessories must be removed from their plastic pouches prior to sterilization.
Eachinstitution should use procedures that include biological indicators to
determine the effectiveness of the sterilization procedure.

CAUTION: Do not stack frays during sterilization.

All accessory models can be sterilized using the following
recommended autoclave sterilization methods:

Gravity Displacement:

Wrapped:
Temperature; 132°C-137°C(270°F-279°)
Exposure Time: 10-18 minutes
Unwrapped (“flash”):
Temperature: 132°C-137°C (270°F-279°F)
Exposure Time: 3-18 minutes

Prevacuum:
Wrapped:
Temperature: 132°C-137°C (270°F-279°F)
Exposure Time: 3-18 minutes
Unwrapped (“flash™):
Temperature: 132°C-137°C(270°F-279°F)
Exposure Time: 3-18 minutes

The user is responsible for the qualification of any deviations from the
recommended method of sterilization.

11.0 Case History

11,1 Implant Patient Registry

When using an Edwards annulaplasty ring, carefully complete the
Implantation Data Card that is packaged with each device. Return the
preaddressed portion of the card to the Implant Patient Registry, and keep
the remaining portions for hospital and surgeon records. Upon receipt of
the Implantation Data Card, the Implant Patient Registry will produce a
wallet-sized identification card for the patient. The card allows patients

to inform healthcare providers what type of implant they have when they
seek care. When a ting is discarded or a previous Edwards device is replaced,
use the Implantation Data Card to report this information to our Registry.

112 Recovered Clinical Implants

Edwards Lifesciences LLC, is extremely interested in obtaining recovered
dinical specimens of Carpentier-Edwards Physio Tricuspid rings for analysis.
We will provide a written report summarizing our findings at the
completion of our evaluation upan request. Please contact your local
company representative for return of recovered rings. Place rings in a
suitable histological fixative such as 10% formalin or 2% glutaraldehyde.
Refrigeration is not necessary.

Prices and mode! availability are subject to change without notice.

This product is manufactured and sold under one or more of the following
United States patents: 6,749,630; 6,908,482; and 7,367,991, Additional
patents pending.
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10.1  Leveringsvilkar

Tilbehoret er pakket separat, leveres ikke-sterilt og skal rengares og steriliseres
for hver gang, det bruges. Tilbeharet mé ikke resteriliseres i originalpakningen.

Udskift tilbehor rutinemzssigt. Kontakt din salgsreprasentant fra
Edwards Lifesciences for at fa de relevante udskiftninger.

10.2  Rengeringsinstruktioner

Alle sterrelsesmalere, handtag, bakker og 13g skal rengores separat og
steriliseres for hver gang, de bruges. Tilbeher skal udskiftes rutinemzessiat,

Kontakt din salgsreprasentant fra Edwards Lifesciences for at f3 de
relevante udskiftninger.

FORSIGTIG: Undersag tilbehor for tegn pa slid, sasom slavhed, revner eller
krakelering. Udskift storrelsesmaler, hvis der observeres tegn pé slitage.

ADVARSEL: Fragmenter af storrelsesmaleme/héndtagene kan ikke
lokaliseres ved hjlp af et eksternt imagingapparat.

Vejledning til automatiseret rengering:

Forskylning (efter behov): Klenzyme enzymatisk anionisk
rengoringsmiddel eller tilsvarende,

Rengering: Rengor storrelsesmalere og handtag i bakken og med faget
taget af inden de bruges forste gang ag efter hver gang, de bruges, med
en ikke ioniseret rensende rengaringsvasske (f.eks. Instru-Klenz) i en
mekanisk vaskemaskine (f.eks. STERIS AMSCO Reliance 444) med mindst
2 minutters vaskefase.

Vejledning til manuel rengaring:
Forskylning (efter behov): I henhold til hospitalets procedure.

Rengeoring: Anbring sterrelsesmaler, handtag, bakkebund og bakkeldg i
et vasskebad med rengeringsmiddel som f.eks. Cidezyme, et enzymatisk
rengaringsmiddel, i det tidsrum og ved den temperatur, som producenten
angiver. Sarg for, at instrumenterne er dakket og ikke berarer hinanden.
Rens tilbeharet grundigt med en bled plastbarste i 5 minutter, og fiern
overfladiske urenheder med den blode barste. Metalbarster eller staluld
ma aldrig anvendes pé instrumenterne, Der skal altid anvendes frisk
rengpringsmiddel mellem rengaringerne. Efterfalgende skylles hver
tilbehersdel grundigt 5 gange i 1 minut med sterilt deioniseret vand.

Desinfektion: Anbring de rengjorte og inspicerede instrumenter i
desinfektionsvaske (f.eks. Cidex OPA) i det tidsrum og ved den temperatur,
som producenten angiver. Sarg for, at instrumenterne er dazkket og ikke
berarer hinanden. Efterfolgende skylles hvert instrument grundigt 5 gange
i1 minut med sterilt deioniseret vand,

10.3

Starrelsesmalerne skal adskilles fra eventuelle handtag med gevind
for resterilisering,

FORSIGTIG: Tilbehoret ma ikke steriliseres i forsendelsesbeholderen.
Tilbehor skal fjernes fra deres plasticposer forud for sterilisering. Alle
centre skal anvende procedurer, der omfatter biologiske indikatorer
til at bestemmelse virkningen af steriliseringsproceduren,

FORSIGTIG: Bakkerne md ikke stables under sterilisering.

Steriliseringsinstruktioner

Alle modeller af tilbehar kan steriliseres ved brug af falgende
anbefalede steriliseringsmetoder ved autoklavering:

Tyngdeforskydning:

Indpakket:

Temperatur: 132°C-137°C (270°F-279°F)

Eksponeringstid: 10-18 minutter

Ikke indpakket (“flash"):

Temperatur: 132°C-137°C (270°F-279°F)

Eksponeringstid: 3-18 minutter
Pravakuum:

Indpakket:

Temperatur: 132°C-137°C (270°F-279°F)

Eksponeringstid: 3-18 minutter

Ikke indpakket ("flash™):

Temperatur: 132°C-137°C(270°F-279°F)

Eksponeringstid: 3-18 minutter

Brugeren er ansvarlig for kvalificering af eventuelle afvigelser fra den
anbefalede rengarings- eller steriliseringsmetode.

11.0 Sygehistorie

1.1

Nér en Edwards-annuloplastikring anvendes, skal implantationsdatakortet
(Implantation Data Card), som er vedlagt alle anordninger, omhyggeligt
udfyldes. Send den foradresserede del af kortet til registret over
implantationspatienter, og opbevar den resterende del i hospitalets og
kirurgens arkiver. Nar registret over implantationspatienter modtager
implantationsdatakortet, vil de fremstille et identifikationskort, som
patienten kan opbevare i sin tegnebag. Kortet giver patienter mulighed
for atinformere sundhedspersonale om, hvilken type implantat, de har
modtaget, nar de sager hehandling. Nar der kasseres en ring eller en
tidligere Edwards-anordning udskiftes, skal implantationsdatakortet
benyttes til at meddele dette til vores register.

Register over implantationspatienter

11.2

Edwards Lifesciences LLC er meget interesseret i at modtage brugte Kliniske
Carpentier-Edwards Physio Tricuspid ringe til analyse. Vi vil pa forespargsel
udfaerdige en skiiftlig rapport med en oversigt over vores resultater, ndrvi
er faerdige med vores evaluering. Kontakt venligst den lokale reprasentant
vedrarende tilbagelevering af brugte ringe. Placer ringene i et relevant
histologisk fikseringsmiddel, sasom 10% formalin eller 2% glutaraldehyd.
Nedkoling er ikke nodvendigt.

Brugte kliniske implantater

Priser og tilgengelighed af modeller kan andres uden forudgdende
meddelelse herom,

Dette produkt produceres og szlges i henhold til et eller flere af folgende
amerikanske patenter: 6,749,630, 6,908,482 og 7,367,991, Afventer
yderligere patenter,

12.0 References/ Referenser / Referencer

1. Carpentier, A et al. Carpentier’s Reconstructive Valve Surgery.
Missouri: Saunders Elsvier, 2010.

2. Navia, et al. Surgical Management of Secondary Tricuspid Valve
Regurgitation: Annulus, Commissure, or Leaflet Procedure?
Journal of Thoracic and Cardiovascular Surgery. 2010; 1-10.
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English Svenska Dansk English Svenska Dansk
REF || Catalogue Number | Katalognummer Katalognummer GW Recommended Rekommenderad Anbefalet
Guidewire Size ledarstorlek ledetrddsstarrelse
(atalogue Number | Katalognummer Katalagnummer
RE F = 4 3 @ Size Storlek Starrelse
E Quantity Antal Antal
—t=t Guidewiire Ledar-kompatibilitet | Ledetrdds-
I Minimum Minsta HMin. sterrelse pd Compatibility kompatibilitet o
I I i i indforings-anordni =
ntraducer Size introducerstorlek indforings-anordning NP Noal Pressore | Hominelyek Nominelttyk =
F—cm—{| Usable Length Anvindbarlingd | Brugslangde I———l -
- - Rated Burst Angivet sprangtryck | Normeret L2
Single Use Endast for Engangsbrug RBP || pressure givel sprangiry sprengaingstyk 5
engangsbruk ; &5
Straight Ra Lige
é Attention, See 0BS! Se Bemark, se e 4
Instructions for Use | bruksanvisning brugsanvisningen Deflected Bajd Bojelig
Do not use if Anvdnd inte om Ma ikke anvendes, MR Conditional MR-saker MR-sikker o
ackaqe is opened | forpackningen hvis emballagen er m/forbehold =
package is ope p g g o
ordamaged har Gppnats dbnet eller o
eller skadats. beskadiget. (! REqumn‘;ended ; fie:o?]me;derad r';bifgldez i Sé
Donotuseif package| Anvind inte om Ma ikke anvendes, hvis S eaarlang ek ol
is damaged Srira%a;{i;ﬂmge" har | pakken er beskadiet Srean] () | Minimum Sheath | Minsta hylsstorlek | Min. hylsterstorrelseC™|
; L=
Rx onl Caution: Federal {USA) law restricts this device to sale by or on the She @
Y| orderofa physician. D’ Catheter Shaft Size | Kateter-skaftstorlek | Kateter-skaftstorrelses
%
Exterior Diameter | Yttre diameter Udvendig diameter Balloon Diameter | Ballongdiameter Ballondiameter é’f
%) <1 <
@ Inner Diameter Innerdiameter Indvendig diameter O Balloon Working Ballongens Ballonens @
- = = F— Length arbetslangd atbejdslengde {7
e it | Storeinacoal, Férvara produkten Skal opbevares keligt o
e | | dyplace svalt och torrt. og tort. 2s*c| Temperature Temperatur- Temperatur- ®
[STERILE] | sterile Steril Steril e Limitation begransningar begrnsning a
Sterilized Using Steriliserad med Steriliseret ved brug b o .
-STERlLE. ; : £ - For use with size Far anvindning Til brug med Edwrards
E Ethylene dide Slylenndd af athylenoula 23 - | 23mm Edwards med Edwards transkateterhjerteklap
ﬂ Sterilized Using Steriliserad med Steriliseret ved MM | onctheter kateterinfirda storrelse 23 mm
Iiradiation strdlning bestrdling heart valve hjartklaff, 23 mm
— Sterile Using Steam | Steriliserad med Steril ved brug af For use with siza For anvandning Til brug med Ed\-.vard?dg
or Dry Heat anga ellervarmluft | damp eller tor varme 26mm Edwards med Edwards trznskatetethjerteklaps
transcatheter kateterinfarda sterelse 26mm &)
LOT Lot Number Lotnummer Partinummer heart valve hjartklaff, 26 mm @
. For use with size Faranvandning Til brug med Edward[sg-:
g Use By Anvand fare Udiabsdato 3mm or size med Edwards !ranskatelezhjertekiag_u::
- - . 23mm 413,54 26mm Edwards kateterinfarda storelse 3mm - (@
SN Serial Humber Serienummer Serienummer e hjartklaff, 23 mm eller 26 mm b
“ Manufacturer Tillverkare Producent heart valve eller 26 mm
= : - For use with size Fér anvéndning Til brug med Edweards
Authorised Auktoriserad Autoriseret ;
" . . ; 29mm Edwards med Edwards transkatetehjerteklap
?gsﬁf;;:}aﬁeln Eeuegis;l;gmmom RS 20mm | Gncatheter kateterinfrda storrelse29mm
Community heart valve hjartklaff, 29 mm <
gemenskapen =
Contents sterileand | Innehillet drsterilt | Indholdet er sterilt og Contains phthafates | Innehdller ftalater | Indeholder phialater &
nonpyragenicif och icke-pyrogent ikke-pyrogent, hvis
package is om forpackningen dr | pakningen er uabnet P . o
W unopened and odppnad och o%(ubeskadfget. M3 Non-sterile Osteril Ikke-steril
K undafmag;d. Do not nskadadc.i Aknv'a'nd ik f anvendesé,gwis
use if package is inte produktenom | pakningen er dbnet ; i i
r"’,.!?/, opened or forpackningen ar eller beskadiget. Ma % Hongyogenic Icke-pyrogen Honpyrogent =
dama%ed. Do not Efpnad eller ikke resteriliseres. 8
resterilize. skadad. Note: Not all symbols may be induded in the labeling of this product. o<
Rtersteriliserainte. « Obs! Alla symboler inkluderas eventuelltinte | produktmirkningen. ~
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N
I._.
i
=
&)

15




REP|
Edwards Lifesciences Services GmbH

Edisonstr. 6
85716 Unterschleissheim, Germany

5

-L"
Ldwards

0123

q3

03/11

149776001 Rev. A

© Copyright 2011, Edwards Lifesciences LLC
All rights reserved

]

Edwards Lifesciences LLC
One Edwards Way
Irvine, CA 92614-5686 USA

16

A

49776001A

Printed(2018-06-01)

Confidential

018-03-21)

<
=
@
il

—

ID{(ART-149776001




