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Vong van Carpentier-Edwards Physio 11, ma 5200, 1a 1 vong van nhan tao duoc cdu tao tir vong cobalt-
chromium duge phén tach bdi cac dai mang polyester va c6 vong khau gdm 1 16p cao su silicone duge phi
bang vai dét polyester. Céc vach chi mau ngang thé hién mép trude, mép sau va mép giira ciia phin sau vong
van (Hinh [).

Vong van the hién dic diém cua tinh linh hoat chon lgc va dé cimg & phan trudce dé diéu chinh va linh hoat &
phan sau d€ bao ton chuyén dong cla tim. Mt phing ctia vong 6 hinh yén ngwa dé 4p gdc dong mach chu.

Thiét ké ciia vong nhdm cung cap hé trg sau phau thuét dinh hinh vong van. Vong duy tri mét kich thude
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vong co dinh toi da d¢ ngén ngira sy bién dang qua mitc ciia vong van ti nhién trong khi thich g véi
chuyén dong chirc ning ctia vong van hai [ trong su6t chu ky tim.

Vong van dugc cung cip trén mot gia do dé tao didu kién cho viée cdy ghép. Tay cdm, ma 1150 va 1151, ¢6
thé duoc sir dung v&i gi4 do dé tiép tuc tao diéu kién hon cho viée cy ghép. Cac tay cim dugc déng gbi
riéng (Hinh 2).



2.0 An toan khu vwe chup cfng hwong tir

MR Conditional

Thir nghiém phi 1dm sang da chitng minh rdng vong van nhan tao Carpentier-Edwards Physio II, ma 5200,
c6 diéu kién cong hudng tir. Bénh nhéan ¢6 vong van nay, ¢é thé dugc quét 1 cach an toan, tire thoi sau khi
cay ghép voi nhiing dicu kién sau:

Cong huéng tir ¢6 diéu kién

e Tir truong tinh 3 tesla hoiic thip hon

e Tir trudng gradient khong gian tdi da 1a 720 gauss/cm.

e Hg théng MR tdi da dugc bio cdo, ti 1& hap thu riéng trung binh co thé (SAR) 14 3.0 W / kg cho
viéc quét trong 15 phiit (vi du: cho mdi chudi xung dién)

Trong thir nghiém phi 14m sang, vong van lam tang nhiét d¢ trong co thé & mire dudi hoiic bing 1.8°C tai ti
18 hép thu riéng trung binh co thé (SAR) véi mirc t6i da 1a 3.0W/kg duge danh gia bing do nhiét lugng trong
15 phat chup céng hudng tir bang hé théng chup cong hudng tir 3 tesla (Excite, General Electric Healthcare,
Phéin mém G3.0 — 052B).

Chat lrong hinh anh cdng hudng tir c6 thé bj anh hudng néu vi tri can chup nam tai vi tri hofic gan véi vi tri
thict bi. Khuyén khich toi wu héa cac thong so hinh anh Cdng hudng tir.

3.0 Ky thuit tai tao van 2 14

Muyc tiéu ctia viéc ti tao van hai 14 Ia dé bao toan hodc khéi phuc chuyén dong thong thudng ciia 14 van, dé
tao be mit ap 1a van Ién va dé 6n dinh toan bo vong bang phuong phap phau thudt tao hinh vong van (tham
khao 2).

D¢ bict cac k¥ thudt cu the veé tai tao van hai 14, xem tai liéu lam sang dugc tham khao trong tai li¢u nay
(Tham khao 1-14).

Chi nhitng béc sT phiu thuét da duge dao tao phii hop vé sira van nén sir dung thiét bi nay. Chi nhiimg bac si
phau thuét duge dao tao day du dé xac dinh xem nhiing van 2 1a bi ho ¢6 thé dugc sira hay khéng, hodc néu
chi dinh thay the, nén str dung thiét bi nay.

4.0 Chi dinh

Vong Carpentier-Edwards Physio IT, mau 5200, dugc ding dé diéu chinh suy van hai 13, hoic hdn hop giita
suy va hep van hai la, ma viéc diéu tri khdng can thict phai thay van hai la ty nhién.

Quyét dinh tién hanh ph&u thuat tao hinh vong van dugc dua ra sau khi phan tich truc quan vé tdn thuong.
Céc dicu kién thich hop nhat cho phau thudt tao hinh vong van bang cach sir dung 1 vong van nhén tao 1a su
két hop ctia vong van tu nhién bi kéo ciing véi cac 14 van mém va gan tim binh thuong,

K§ thuat tao hinh vong van véi vong Carpentier-Edwards Physio IT ¢6 thé dugc sir dung trong tit ca trudng

hop bi suy van 2 1a theo thoi gian hodc bam sinh véi vong van xo hoa bi bién dang va nd ra, ma khong cé su
xuat hién ctia di dang bdm sinh (vi du dng tdm nhi thit hoiic giam san mép van). Xem “Chéng chi dinh” dé
¢0 thém théng tin.

5.0 Chdng chi dinh

1. Thwong tén co quan nghiém trong véi gan tim b rat lai
2. Bién dang bam sinh v&i mé van bj thiéu

3. Van bj canxi héa rdng

4. Lién quan t6i viém ndi tdm mac
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6.0 Canh bao

6.1 Chi sir dung cho 1 bénh nhén

Thiét bi nay duge thiét ké, chi dinh va phan phdi cho 1 lan sir dung. Khong tai sir dung san pham.
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Khéng c6 dir li¢u dam bao vé vo tring, khong tda nhiét va chirc ning cua thi€t bi sau khi tai sir dung
va tai xi ly.

Quyét dinh sir dung vong van dinh hinh nhén tao cuoi ciing phai dugc bac s dua ra trén co sd ting
¢4 nhén sau khi danh gia can than cac i ro va loi ich ngan han va dai han d6i v&i bénh nhéan so véi
cac phwong phap diéu tri thay the.

Gidng nhu bét ki thiét bj cdy ghép nio, s& c6 kha niang gay phan (g mién dich.

Chi nhitng bac si phau thudt di duge dao tao thich hgp vé sira van, bao gom ky thuét cay ghép va do
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kich thude vong van, nén sir dung thict bi nay.

Chi nhitng bac si phiu thudt dugce dio tao ddy di dé xac dinh xem mdt van hep c6 kha ning duoc
sira théng qua phwong phéap phau thudt tao hinh vong van, hay néu can phai thay van, nén sir dung
thiét bi nay.

Chi nhitng bac sT phau thuat dugc dio tao day di dé xac dinh xem bénh vé van ¢6 kha ning dugc
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stra hay khong, néu chi dinh thay thé, nén sir dung thiét bi nay.

Pé tranh nguy co huyét khéi hodic thuyén téc huyét khbi, bat ky chi khiu hodc doan chi nao bi long
phai dugc loai bo.

Béc si phiu thuat sir dung vong van nén biét vé tit ca lidu phap chdng dong hién tai. Xuat huyét do
thudce khéng dong la mot nguy co tiém an.

Huyét tan do trao ngugc [a mot nguy co tiém an. Huyeét tan ¢6 thé xdy ra ngay ca véi su trao nguge
nhe.

Chén tim va ton thwong dong mach vanh 13 nhitng rii ro tiém an.

Bénh nhén c6 vong/ dai van dang trai qua thu thuat diéu tri nha khoa hodc cac thi thuat khac c6 kha
ning giy nhiém tring huyét nén dugc cin nhic liéu phap khang sinh dy phong

Khéng cb ging lam bién dang hodic thay ddi cdu tric clia vong dé phui hop véi giai phiu ciia van cu
thé, vi diéu nay c6 thé lam hong vong van. Néu vong van khong ¢ kich thude phu hop, nén chon
vong 16n hon hodic nhé hon. P& biét thém thong tin, tham khao phén 10.1 “Po va lira chon vong
van thich hgp”.

7.0 Cén trong

Trude khi 4p dung 1am sang, cac bac si phau thuat nén lam quen véi ki thuat phau thuét va cac bién thé cua
p aung £ I d p

phau thuat van bang viéc dao tao thich hgp. Ngoai cac théng tin dugc cung cap & ddy, can xem xét tai liéu

tham khéo dugc liét ké.

Thé s6 seri duge gan vao vong van bang chi khau. Khong thio thé nay khéi vong van cho téi thoi diém thuc
hién viéc cay ghép. Can than trong dé tranh cat hodc 1am rach 16p vai trong khi thdo thé ma so.

Dé tranh lam hong 16p vai bao vong, khéng st dung kep kim loai hozic kim khau bén khi dua vong vio.

Pé tranh nguy co huyét khdi hoic thuyén tic huyét khéi, bit ky chi khau hodc chi long phai duge loai bo
khoi vong.



Chi phai dugc khau qua vong Carpentier-Edwards Physio II nhu duge minh hoa trong Hinh 8. Khéng khu
chi trong mé ctia tam nhi, vi c6 thé xay ra tdn hai dfn truyén tim. Khéng khau chi trong dong mach mii hoiic
trong dong mach vanh phai. Xem “Ky thuit khau chi” dé biét thém thong tin.

Pé dam bao tinh vé trung va tinh toan ven clia vong van, vong nén dugc luu trir trong hp cho dén thoi diém
sir dung. Yéu cdu xir Iy nhe nhang tét ca cac thiét bi cAy ghép. Kiém tra bao bi, dm bao ring né khong bi
md hode hu héng. Khéng nén sir dung cac vong di dugc thao ra khéi khay doi va bj roi, bj bin hodc nghi
ngo bj hong.

Do kich thuée vong van ding cach 1a rat can thiét. Chi sir dung cac bd do kich thuée thich hop, ma 1152

hogic 1252, do Edwards Lifesciences cung cdp dé do kich thude vong van. Khéng ¢é sir dung gi4 do vong
van nhw dyung cu do kich thuée. Pé biét thém thong tin, tham khao phan 10.1 “Po va lya chon vong van
thich hgp”.

LAy vong van ra khoi gi4 d& trude khi cdy ghép. Cy ghép gia d c6 thé gay tén thuong cho bénh nhén hoic
tir vong. Trong trudng hop gia dF can duoc dit trong phau trudng, thi tia x-ray ¢6 thé do duge pin can quang
bén trong gia da.

8.0 Cac bien chirng
Cén giai thich diy du vé loi ich va nguy co cho méi bénh nhan trude khi phiu thuét.

Céc bién chimg nghiém trong, d6i khi dan dén tir vong, ¢6 lién quan dén viéc sir dung vong van nhan tao.
Thém vao dé, cac bién chimg dua vao phan {ing ctia tir bénh nhan véi thiét bi duge cdy ghép hodc véi nhiing
thay ddi vat ly hay héa hoc trong céc thanh phén, ¢6 thé can thiét phai phau thuat lai va thay thé thiét bj nhan
tao (doi khi trong vai tuin hodc vai thang).

A ot A A A v gt A . X - . £ oA . ~ , A A
Can theo dbi y t€ can than va lién tuc dé cac bién chimg lién quan den thiét bi nhan tao ¢é thé duoc chan
doan va xir tri ding cach dé giam thiéu nguy hiém cho bénh nhan.

Hep van hai 1a chwa dugc diéu chinh hojic téi phat 12 mdt bién chimg tidm 4n lién quan dén phau thuit tao
hinh vong van.

Nhiing bién chimg lién quan dén vong van nhén tao dugc gom lai tir céc tai liéu va bao cdo thu thip tir hé
théng xr Iy cdc khidu nai theo quy dinh duge thiét 1ap cho thuc hanh san xuét 5t ciia Hoa Ky, phan 21 CFR
820.198 bao gdm:

Bién chimg lién quan t&i quy trinh: hé van 2 14 tai dién hogc vAn con; hep van; huyét khéi; thuyén tic huyét
khéi; huyét tan; chen tim; cung luong tim thép; suy tim phai; bé phan vong van tu nhién ctia bénh nhéan bi
suy giam hodic thoai hoa do tién trinh phat trién cta bénh, viém ndi tdm mac, hodc viéc sita van va hé théng
duéi van chira @0/ chura hoan thanh; chi khau lam tdn thuong mach vanh; bién chimg vi kéo dai viéc bic cau,
kep dong mach chu va co tim chua dugce bao vé dé‘ly du; I6p vai phii ngoai bi rach do sir dung kim khéu bén;
chi khau bi dirt sau khi khau chi vao vong van khong diing; xuit huyét tang do sir dung phuong phép khang
dong; nhiém tring cuc bd va/hodc hé théng,

Bién chitng dbi v&i san phdm: hé van 2 14 14 tai dién hoidic van con; hep van; huyét khéi; thuyén tic huyét
khdi; huyét tan; vong van bi dich chuyén 1 phén tir vi tri ldp dat (vong bi tach); 16i chirc nang ctia vong do bj
bién dang khi ciy ghép hogic hu hong vt Iy hodic héa hoc ctia céc thanh phan van; cac thanh van bi dit gay;
son chi khau; van dong t6i trude clia van 2 14 & ky tam thu (S.A.M), hodc dong chay thét trii bi tic nghén
(L.V.O.T.O) bat ké khi ndo I4 van sau 1&n; viém ndi tAm mac.

9.0 Can nhic sau phiu thujt

Nén can nhéc lidu phap didu tri khéng dong sau phiu thuit dé gitip chira lanh va kha ning tiép nhan vong
van ciia mo6 bénh nhén, bé qua nhip tim (Tham khao 14).



Bénh nhén cé vong/ dai van dang trai qua thi thuét diéu trj nha khoa hogc cac thu thuat khac c6 kha ning
gay nhiém tring huyét nén dugc can nhic lidu phap khang sinh dy phong

10.0 Huéng din sit dung
10.1 Po va Ira chon vong van thich hgp

Lua chon vong dua trén cac phép do khoang cach giita mép trong va chiéu cao va/hoic bé mit 14
van phia trude béng cach sir dung dung cu dinh ¢& van hai 14 Edwards ma 1152 hodc 1252. Hinh 3
minh hoa 1 cach do khoang céch giita cdc mép van hai l4 bing dung do. Hinh 4 minh hoa 1 cach do
chiéu cao 14 van trude va dién tich bé mit sau khi 14 van phia truéce duge trai ra (Tham khao 8-9).

Nén thir cac kich ¢ khac nhau dé chon kich ¢& t6i wu nhat cho vong Carpentier-Edwards Physio I1.
Nén lya chon kich ¢& tuong tmg véi khoang cach giira cdc mép (giira hai rdnh trén thude do) va
chiéu cao ciia l4 van trude. Bo tu do cua 14 van trude khong duge kéo dai qua 1 mm vuot qua mép
dudi cia dung cu do (Tham khao 1).

O nhiing bénh nhan bj hd van hai 14 co ndng, c¢an can nhic phuong phéap giam kich thude. Céc
huéng dan vé tim mach gf“m day cho théy diéu nay co thé mang lai lgi ich cho bénh nhén bi rdi loan
chirc ning van tuyp nay (Tham khao 10 .11). C4c trung tAm phiu thudt d cong bd két qua sir dung
phwong phap giam kich thude vong van tao hinh & bénh nhén bi hé van hai la co niang (Tham khao
12 .13).

Néu bac st phéu thudt dang quyét dinh giira hai kich thudc & bénh nhan bi bénh thodi hoa van, thi
viéc lya chon kich thudc 16n hon dugce khuyén nghi trong hau hét cac trudng hop. O bénh Barlow,
kich thugc dién hinh ciia vong 14 tir 36 mm dén 40 mm. Lyra chon vong qua nho lam ting nguy co
chuyén dong vé phia trudc trong ky tdm thu (SAM) sau phiu thuét sira chita (Tham khéo 2).

CAN TRONG: Kiém tra dung cu do c6 cac dau hiéu hu mon, vi du nhu ctin, ran, nirt. Thay thé
dung cu do/ tay cam néu c6 bat cir dau hiéu xuong cap nao.

CANH BAO: Khong thé dinh vj duge cac manh cia dung cu do/ tay cim béng thiét bi hinh anh bén
ngoai.

10.2 Sir dung gi4 d& va tay cAm

Viéc dua vong Carpentier-Edwards Physio IT véo duge thue hién bing cach sir dung gia do va tay
cAm tity chon (ma 1150 hodc 1151, duge déng goi riéng). Gia d& trén vong duoc thiét ké véi céc clra
s6 cho phép nhin thay van hai l4 trong qué trinh tha vong van. Ngoai ra, gid d& vong van duge thiét
ké nghiéng vé phia trude ciia vong dé hé trg tim nhin.

Gin tay cam thy chon vao gia d& véi 1 bude chuyén dong bang cich 4n tay cdm vao phan dinh trén
gi4 d& (Hinh 5). D& udn cong tay cAm, nim phan diu va nhe nhang ép luc xubng dé udn cong truc
thép khong gi. Cac gbc quay phai duge gidi han & 45° theo huéng 1én xudng trong téi da 30 1an
trong sudt thoi gian sir dyng thiét bi. Sau khi gia d& dwgc thio ra khoi vong van, tay cam c6 thé
duoc théo khoi gia d bang cach giir chit gia do tai diém két ndi va kéo tay cdm ra. Xem hinh 6.
Loai b gia d&. Tay cim c6 thé tai sir dung. D& biét thém thong tin, tham khéo phan 12.4 “Hwéng
dan tiét trung”.

Tay cam nén duge kiém tra dau hiéu hu mon, cun, ran va nén thay theé dung cy do néu c¢é bat cir dau
hiéu xudng cap nao.

Phu kién nén dugc thay the thuong xuyén. Lién hé vai dai dién kinh doanh ctia Edwards
Lifesciences dé duge thay thé phii hop.



Vong van nhan tao phéi duge Iy ra khéi gia d& sau khi vong duge cdy ghép. Ciy ghép gia d&
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¢6 thé gay ra thwong tich cho bénh nhan hodc tir vong. Trong trudng hep cin giit gia Ao &

trong vi tri phAu thudt, pin cin quang trong gia d& c6 thé dwge hién thi dwéi x-ray.
10.3 Dwa vong van vao

Qué trinh phiu thudt ghép vong van dugc thyc hién bing khiu céc miii d¢ém ngang vong theo vong
van tir I dén 2 mm bén ngoai dudng giao nhau giita 14 van va tim nhi. Tao diéu kién khau chi bing
céch giir chit phan mé 14 van bang kep phau thuat (Tham khao 8-9).

10.4 Khéu chi vong van

Vong Carpentier-Edwards Physio 11 dugc thiét ké v6i vong khau dé dé dang dat chi khau. Thiét ké
vong khau duge moé ta trong Hinh 8.

Ngoai ra, vong khéu duge phan dinh bang duong vién tron mau xanh l4 cdy bén ngoai dé hd tro
khau chi. Chi khéu vong van dugc dit cach déu nhau trong khoang giira 2 mép van va doan tuong
{ing ctia vong. Trong phan con lai ciia vong van, khoang cich duge sip xép dé phi hop véi hinh
dang va kich thudc cua vong (Tham khao 8). Cén khoang 12 dén 16 miii khau. Tham khao hinh 7.

Dé dam bao dat chi khau ding céch vao vong va dé ngin va cham véi dai hop kim cobalt-chromium
cua vong, k¥ thuat sau day dugc sir dung:

1. Nén dit nhimg doan chi khau dirt quang nam ngang trong vong Carpentier-Edwards Physio Il nhu
dugce minh hoa trong Hinh 8.

2. Néu gip khang lyc khi kim khau di qua vong, kéo kim khau ra khoi vong va bat dau lai bang cach
dat chi khau qua vong khau nhu minh hoa trong Hinh 8.

10.5 Thao gia d& vong van

Vong van Carpentier-Edwards Physio IT dugc thiét ké véi mét lan cat chi dé théo roi gia da. 1
dudng chi khau & chinh giita phia sau vong. Cin trong khéng nén cat bat ky soi chi nao doc theo
phin trude cta vong. Cit nhitng soi nay s& lam 1ong chi véi tiém an thuyén thc huyét khi. Soi chi &
phr?m nhd 1én duge cit bang dao mé (Hinh 9). Viée nay tao diéu kién dé théo gia d ra khoi vong
nhanh chéng. Phan chi con lai sé dinh v&i gia d& mai mai va sau khi gia d& duoc l4y ra, tat ca chi
khau con lai déu duge loai bo. Bé gia dd sau khi dugc théo ra khdi vong.

Hinh 10 mé ta hinh dang vong van dugc cay ghép chinh xac.
10.6 Panh gia hiéu qua ciia viée sira van

Chét lugng ctia phau thut sira van trudc tién nén duge danh gia sau khi buge chi khau vao vong.
Nude mudi sinh ly duoc tiém véo tim thit théng qua van hai 1a dé kiém tra duong ap 14 van. Cén c¢6
mét duong dbi ximg song song véi phan sau ciia vong véi ti 18 % dén % ti 1€ cta 14 van trudce so voi
14 van sau trong 15 van. Néu dudng ap 14 van khong dbi ximg, diéu nay cho van con sa 1a van hoic
chuyén dong ciia 1a van bi han ché. Ngoai ra, néu 14 van phia sau chiém hon mét nira hoic nhiu hon
dién tich 15 vong van, thi nén riit ngén lai dé giam thiéu nguy co chuyén déng vé trude trong ky tim
thu (SAM) (Tham khao 8).

Chat lugng cua stra van duge danh gia bang siéu am tim qua thyc quan (TEE) sau khi hoan thanh hé
tl}611g tudn hoan ngoai co thé. Viéc kiém tra nay s€ loai trir su hién dién ciia SAM sau tao hinh vong
van ¢ bénh nhin c6 mé la van day (Tham khao 2).

Néu da sir dung cin than vong van cho k¥ thudt tao hinh vong van va vin khéng mang lai két qua
chinh stra tinh trang suy van nhu mong muodn, dugce xdc dinh bang quan sat hinh anh hoéc lam kiém



tra trong khi phiu thuat, bac s7 phAu thuét phai chuén bi dé théo vong va thay thé bing mét van tim
nhén tao trong cling mdt quy trinh phau thut.

11. Vong van nhéan tao
11.1Théng sé k§ thuét

Vong van Carpentier-Edwards Physio IT ma 5200

Kich ¢&: 24mm, 26mm, 28mm, 30mm, 32mm,
34mm, 36mm, 38mm, 40mm

11.2 Cung cép thé nao

Vong van Carpentier-Edwards Physio II kém gi4 d& dugc cung cdp vo tring va khong téa nhiét
trong hop duge déng gbi véi khay nhyra doi dé dé cAm va van chuyén dén khu vuc vo tring trong
qué trinh phiu thuat. Sau khi m& khay ngoai, khay phia trong phai duge dit & khu vue vo tring. Néu
khay bi mé, nhung vong van khéng c¢é du hiéu qua sir dung, ban, roi hay hu héng, bd dung cu cé
thé duogc tai vo tring. (Xem T4i ti¢t trimg).

11.3 Bio quan

Pé giam thiéu lay nhiém chéo va dé bao vé téi da, vong van nhan tao (trong khay déi), Hudng dan sir
dung va The dir liéu cay ghép phai dugc lru trit bén trong mét ngoai ciia hop bia cing & chd khé rao,
sach s& cho dén khi can. Khéng dugc sir dung vong van nhan tao néu ngay in trén nhan da qua han.

11.4 Huéng din tai tigt tring

Vong van nhén tao ¢6 thé dugc tiét tring khong qua hai 1an truée khi qua han ghi trén bao bi néu
thiét bi chwra dugc sir dung, bin, roi hodic hw. Khéng tai tigt tring va sir dung vong van qua han ghi
trén bao bi. Khi du tinh tai tiét tring, mdi t& chirc nén thiét 1ap cac quy trinh khir tring ma bao gom
nhitng chi thi sinh hge dé xac dinh tinh hiéu qua cuia cac quy trinh éy.

Théo vong van ra khoi bao bi trude khi khir trimg. Gia d va tay cAm khéng duoc gén v6i nhau khi
tai tiét tring.

Khuyén nghi str dung mét 16p boc phit hop phii bén ngoai néu tinh dy trit.
Céc diéu kién sau dy duge khuyén nghi khi téi tiét tring vong van nhan tao:
11.5 Tiét tring biing Autoclave:

Hit chin khéng:

Co goi:
Nhiét dg: 132°C-135°C(270°F - 275°F)
Thoi gian hap: 10 - 15 phat

Khéng ¢6 gbi (flash):

Nhiét do: 132°C (270 °F)
Thoi gian hép: 3 phut

Trude khi hit chin khéng;:

Co goi:



Nhi¢t dg: 132°C-135°C(270°F-275°F)
Thoi gian hip: 3-4 phut

Khong ¢6 géi (flash):

Nhiét dg: 132 ° C (270 ° F)
Théi gian hdp: 3 phit

Nguoi sir dung chiu trach nhi¢m tham dinh bat cir sai léch nao tir phuong phap vé sinh hodc tiét tring theo
khuyén cdo.

Khéng bao git sir dung birc xa gamma va héa chét tiét tring dé khir tring Vong van nhén tao
Carpentier-Edwards Physio II vi né ¢6 thé din dén hw héng vong khéu.

12. Phu kién kém theo
12.1Théng k¥ thudt

B tay cam tiry chon ma 1150 vama 1151

Bo do kich c&

Thude do van 2 1a ma 1152 hodc 1252

Kich thuéde: 24-40

Tay cAm thude domé 1111, 1117 va 1126 (st dung 1 lan)

Thuée do/ khay tay cdm — van 2 14 ma TRAY 1152 hoic TRAY 1252
12.2 Cung cip thé nao

Phu ki¢n kém theo dwge déng géi riéng, dwge cung cAp khdng vo trimg va phai dwge vé sinh
va khir tring trude khi sic dung. Khong khir triing chiing trong bao bi trwée do.

12.3Huwéng din vé sinh

Tat ca céc thude do, tay cam, khay cac ma (ngoai trir tay cam 1126) duge cung cap khong vo trang
va phai duge vé sinh va khir trimg trude khi str dung. Tat ca cac thude do, cam tay, khay va nap phai
dugc v¢ sinh riéng bigt va khir tring trude khi sir dung.

Phu kién kém theo nén duoc thay thé thuong xuyén. Lién hé véi dai dién kinh doanh cia Edward
Lifesciences dé duoc thay thé phii hop.

D6i v6i TRAY 152, vé sinh khay, miéng 16t va nép riéng.
Huéng din vé sinh ti dong:
Rita trang (néu esin): Chat tay rira Klenzyme enzymatic anionic hodc tuong duong

V& sinh: V¢ sinh cac dung cu trong khay véi nap 1oi trude khi sir dung 1an ddu va sau mdi lan s
dung bing dung dich vé sinh tiy rita nonionic (vi dy Instru-Klenz) bing may rita co (vi du STERIS
AMSCO Reliance 444), giai doan rita t6i thiéu 2 phit.

Huéng din vé sinh bing tay:

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



Vé sinh: dit dung cu do, tay cdm, nép khay va miéng 16t khay (chi cho TRAY1152) vao bé chira
dung dich v¢ sinh nhu la Cidezyme, 1 chét tiy rita enzymatic, theo hudng dan thoi gian va nhiét do
ciia nha san xuét. Pam bao cac thiét bi duoc ngam hoan toan va khong cham vao nhau. Lam sach
cac phu kién bing ban chai nhya mém trong 5 phit; loai b bat ky tap chét bén ngoai nao bing ban
chai mém. Khéng sir dung ban chai kim loai hodc len thép 1én dung cu. Ludn ludn str dung dung
dich v¢ sinh sach mdi giira cac 14n vé sinh. Sau d6, rira cac dung cu 5 14n trong 1 phit véi nude
deion vo tring.

Khir khuan: ngdm céc thiét bi dd dugc vé sinh va kiém tra vao dung dich khir khuéan (vi du Cidex
OPA) theo huéng dan thdi gian va nhiét dd cua nha san xuat. Pam bao cac thiét bi dugc ngdm hoan
toan va khong cham vao nhau. Sau do, rira tirng dung cu 5 lan trong 1 phit véi nude deion v tring.

Khéng sir dung viée vé sinh bang séng am ddi véi tay cadm ma 1150 va 1151.

CAN TRONG: kiém tra dung cu do va tay ¢Am ¢6 diu hidu hao mon, vi dy nhur lut, nit hoiic gay.
Thay thé dung cu do/ tay cdm néu thiy c6 déu hiéu hur hai.

12.4 Huéng din vé tring

Dung cu do va tay cAm dung cu do (ma 1174, 1175, 1152, 1111 va 1117) phai dugc thao rdi trude
khi khir tring lai.

CAN TRONG: Khdng tiét trung cic phu kién trong dd dung nhan hang. Dung cu do va tay cim
phai dugc Jdy ra khoi bao bi nhwa trude khi tiét tring. Mi td chirc nén thiét 1ap cac quy trinh khir
triing ma bao gdm nhirng chi thi sinh hoc dé xac dinh tinh hiéu qua cia céc quy trinh dy.

CANH BAO: khéng chdng cac khay Ién nhau khi tiét tring.
Cac phu kién co thé dugc tiét tring bang cach sir dung phwong phép tiét tring autoclave nhur sau:
Hut chin khéng:
€6 goi:
Nhiét do: 132°C-135°C(270°F - 275°F)
Thoi gian hép: 10 - 15 phat

Khéng ¢6 g06i (flash):

Nhiét do: 132°C (270 ° F)
Thoi gian hdp: 3 phit
Truwde khi hat chian khong:

7 I

Co goi:
Nhiét dé: 132° C-135°C (270 ° F- 275 °F)
Thoi gian hap: 3-4 phut

Khéng ¢ gbi (flash):

Nhigt dg: 132°C (270 °F)

Thoi gian hap: 3 phit
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D6i voi phy kién ma 1252, xem hudng din sir dung tiét tring va giit gin phy kién vong van duge
cung cép vai cac phu kién 1252 dé biét hudng dan vé sinh va tiét tring.

Ngudi str dung chiu trach nhiém tham dinh bét cir sai léch nao tir phwong phap vé sinh hoic tiét
- A -
tring theo khuyén cdo.

Lich sir ca bénh
13.1 Ding ky bénh nhéin ciy ghép

Khi sir dung san phém vong van nhén tao cua Edward, dién cin than Thé Di liéu cdy ghép duoc
ddéng goi chung véi thiét bj. Tra lai phén trude dia chi cia thé vé lai bd phén ding ky bénh nhéan céy
ghép cia chiing t6i. Phin con lai ctia thé dugc giir lai trong ghi chép cua bénh vién va bac si phau
thuat. Khi nhan duogc the dir liéu, bo phan dang ky bénh nhan cfiy ghép s& san xuét 1 thé nhan dang
¢ kich thudce cua vi cho bénh nhan. Thé nay cho phép bénh nhan thong bao cho dich vu cham séc
sirc khoe loai cAy ghép ho da ¢6 khi can duge chim séc. Khi vong van dugc thao bo hoge nhitng san
pham truée d6 ciia Edwards bi thay thé, sir dung thé dit liéu cay ghép dé bao céo thong tin nay cho
b6 phéin ding ky.

13.2 Phuc héi cﬁy ghép lam sang

Edwards Lifesciences Corp ludn quan tdm dén viéc gom lai céc trudng hop mau 1am sang vong van
nhén tao Carpentier-Edwards Physio II dugc thu lai cho viée phén tich. Chiing tdi s& cung cép bao
céo tom tit nhimg phat hién ctia chiing t6i khi hoan thanh danh gia theo yéu cAu. Vui long lién hé
dai dién cong ty tai dia phuong dé tra lai cac vong van thu hdi. D3t cdc vong van trong dung dich cb
dinh mé nhur 10% formalin hojic 2% glutaraldehyde. Khong cn bao quan lanh.

Gi4 va mi hang ¢6 thé thay dbi ma khong cin théng béo trude.

San phém nay duoc san xudt va ban theo 1 hoiic nhidu bing sang ché Hoa Ky: 5,104,407.
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T6i, Vii Thi Tinh, CMND s6: 017253279 c4p ngay 18/01/2011 tai Cong An Thanh Phé Ha Ni; cam doan

dich chinh xac gidy to/ vin ban nay tir tiéng Anh sang tiéng Viét.

Ngudi dich

iva

Vii Thi Tinh

LOI CHUNG CUA CONG CHUNG VIEN

Ho6m nay, ngay 11 thang 10 ndm 2021 (Ngay muoi mét thang mudi , mudi ndm hai nghin khong tram hai
muoi mét).
Tai Vin phong Cong chimg Nguyén Hug, dia chi tai sb 165 Giang V6, phudng Cét Linh, quan Déng Da,
thanh phd Ha Nbi.
T6i, NGUYEN THI THUY - Cong chirng vién,trong pham vi trach nhiém ctia minh theo quy dinh cua
phép luat.

CHUNG NHAN
- Ban dich nay do ba Vii Thi Tinh, CMND s6: 017253279 cip ngay 18/01/2011 tai Cong An Thanh Phé
Ha Noi, la cong tac vién phién dich ciia Vin phong Cong chimg Nguy&n Hué, thanh phé Ha Noi, da dich
tir tiéng Anh sang tiéng Vit .

- Chir ky trong ban dich diing 14 chit ky ctia ba Vii Thi Tinh;
- Noi dung ctia ban dich chinh xéc, khéng vi pham phap luat, khong trai véi dao dire x& hoi;

- Vin ban cong ching nay dugc 1ap thanh 2 ban chinh, mdi ban gém 16 to, 16 trang, luu mot (1) ban tai
Vin phong Cong chimg Nguyén Hué, thanh phd Ha Ni.

S6 cong ching: 3644  Quyén sb: 01 /2021 TP/CC-SCC/BD

CONG CHUNG VIEN
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1.0  Product Description

The Carpentier-Edwards Physio I1 ring, model 5200, is an annulaplasty ring
constructed of cobalt-chromium bands separated by polyester film strips
and has a sewing cuff that consists of a layer of silicone rubber covered with
a woven polyester cloth. Transverse colored threads indicate the anterior
and posterior commissures and the center of the posterior portion of the
ring (Figure 1).

The ring exhibits characteristics of selective flexibility with rigidity in

the anterior portion for remodeling and flexibility in the posterior portion
for preservation of cardiac motion. The annular plane of the ring is
saddle-shaped for apposition to the aortic root.

The design of the ring is intended to provide support after annuloplasty
surgery. The ring maintains a fixed maximum annular dimension to prevent
excessive distension of the natural valve annulus while adapting to the
dynamic motion of the mitral annulus throughout the cardiac cydle,

The ring is provided on a holder to facilitate implantation. The handle,
models 1150 and 1151, may be used with the holder to further facilitate
implantation. The handles are packaged separately {Figure 2),



2,0 Safetyin the Magnetic Resonance
(MR) Environment

MR Conditional

Non-clinical testing has demonstrated that the Carpentier-Edwards
Physio IT ring, model 5200, is MR conditional. A patient with this ring
can be scanned safely, immediately after placement of this implant under
the following conditions:

+  Staticmagnetic field of 3 Tesla or less
+  Maximum spatial magnetic gradient field of 720 gauss/am

+  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)

In non-clinical testing, the ring produced a temperature rise of less than

or equal to 1.8°C at a maximum MR system whole-body-averaged specific
absorption rate (SAR) of 3.0 W/kg as assessed by calorimetry for 15 minutes
of MR scanning in a 3 Tesla MR system (Excite, General Electric Healthcare,
Software G3.0-0528B).

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

3.0  Mitral Valve Reconstruction Techniques

The goal of mitral valve reconstruction is to preserve or restore normal
leaflet motion, to create a large surface of coaptation, and to stabilize
the entire annulus with a remodeling annuloplasty (Ref. 2).

For specific techniques on mitral valve reconstruction, see the clinical
literature referenced in this document (Refs.1-14).

Only surgeons wha have received appropriate training in valve repair, should
use this device. Only surgeons who have adequate training to determine
whether incompetent heart valves are capable of being repaired, or if
replacement is indicated, should use this device,

4.0 Indications

The Carpentier-Edwards Physio IT ring, model 5200, is intended for the
correction of mitral valve insufficiency, or mixed mitral insufficiency and
stenosis, where treatment does not necessitate a replacement of the
natural mitral valve.

The decision to undertake annuloplasty can be made only after visual analysis
of the lesion present. The most favorable conditions for annuloplasty using

a prostheticring are a combination of the distended natural valve ring
associated with supple valve cusps and normal chordae tendineae.

The remodeling annuloplasty technique with a Carpentier-Edwards Physio 11
ring may be used in all acquired or congenital mitral insufficiencies with
dilatation and deformation of the fibrous mitral annulus, with the exception
of severe congenital malformations (e.g., AV canal or hypoplastic
commissures), See “Contraindications” for more information.

5.0 Contraindications
1. Severe organic lesions with retracted chordae.

2. Congenital malformations with fack of valvular tissue.
3. Large valvular calcifications.
4. Evolving bacterial endocarditis.

6.0 Warnings

6.1 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.

The decision to use an annuloplasty ring must ultimately be made by the
physician on an individual basis after carefully evaluating the short- and
long-term risks and benefits to the patient as compared to alternative
methods of treatment.

As with any implanted device, there is potential for an immunological response.

Only surgeans who have received appropriate training in valve repair,
including ring implant and sizing techniques, should use this device.

Only surgeons who are adequately trained to determine whether a stenatic
valve is capable of being repaired via annuloplasty, or if valve replacement is
required, should use this device,

Only surgeons who have adequate training to determine whether incompetent
heart valves are capable of being repaired, or if replacement is indicated,
should use this device.

To avoid the risk of thrombosis or thromboembaolism, any loose sutures
or threads must be remaoved.

Surgeans who use annuloplasty rings should be current on all anticoagulation
reqimes. Bleeding due to anticoagulants is a potential risk.

Hemolysis due to regurgitation is a potential risk. Hemolysis may accur even
with mild regurgitation.

Heart block and damage to coronary arteries are potential risks.

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

Do not attempt to deform or otherwise alter the configuration of the ring to
conform to a specific annular anatomy, as this could damage the ring. If the
ring is not suitably sized for the annulus, a larger or smaller ring should be
chosen. For more information, refer to section 10.1“Measurement and
Selection of the Apprapriate Ring".

7.0 Precautions

Before clinical application, surgeons should become familiar with the surgical
technique and its variations by appropriate training. In addition to the
information provided herein, itis important that the references listed

be reviewed.



A serial number tag is attached to the ring by a suture. This tag should not be
detached from the ring until implant isimminent. Care should be exercised to
avoid cutting or tearing of the cloth during removal of the tag.

To avoid damage to the fabric covering the ring, suture needles with cutting
edges and metal forceps must not be used during insertion.

To avoid the risk of thrombosis or thromboembolism, any foose sutures
or threads must be removed from the ring.

Sutures should be placed through the Carpentier-Edwards Physio 1T ring
as demonstrated in Figure 8. Do not place sutures in the atrial tissue, as
impairment of cardiac conduction may occur. Do not place sutures in the
circumflex coranary artery or in the right coronary artery.

See "Suture Placement” for more information.

To ensure the sterility and integrity, the ring should be stored in the outer
cardboard box until use is imminent. Gentle handling is required for all
implantable devices. Inspect the packaging, ensuring that it has not been
opened or damaged. Rings that have been removed from the double trays
and dropped, soiled, or are suspected of being damaged should not be used.

Sizing the annulus properly is essential. Use anly the appropriate sizers,
model 1152 or 1252, provided by Edwards Lifesciences to size the annulus.
Do not attempt to use the ring holder as a sizer. For more information, refer
to section 10.1"Measurement and Selection of the Appropriate Ring”.

The ring must be removed from the holder prior toimplantation. Implantation
of the holder can cause patient injury or death. In the event that a holder
neads to be located within the surgical site, a radiopaque pin within the
holder can be detected under x-ray.

8.0 Complications

A full explanation of the benefits and risks must be given to each
prospective patient before surgery.

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 reoperation and replacement
(sometimes within weeks or months) of the prosthetic device,

Careful and continuous medical follow-up is required so that prosthesis-
related complications can be diagnosed and properly managed to minimize
danger to the patient.

Uncorrected or recurrent mitral requrgitation is a potential complication
associated with annuloplasty rings.

Complications associated with prosthetic ring valvuloplasty compiled from
the literature and from reports received through the complaint handling
system in accordance with the United States (Federal) regulations
establishing Good Manufacturing Practices, 21 CFR section 820.198, include:

Procedural complications: residual or recurrent mitral requrgitation;
stenosis; thrombosis; thromboembolism; hemalysis; heart block; low
cardiac output, right heart failure; 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;
suture injury to the coronary arteries; complications related to prolonged
bypass, aortic cross damping and inadequate myocardial protection; tearing
of the cloth covering with the use of cutting needles; suture breakage upon
incorrect placement of sutures into the ring; bleeding related to the use of
anticoagulation therapy; local and/or systemicinfection.

Product complications: residual or recurrent mitral requrgitation; stenosis;
thrombosis; thromboembolism; hemolysis; partial dislodgement of the ring
from its site of attachment (ring dehiscence); malfunction of the ring due to
distortion atimplant or physical or chemical deterioration of ring components;
fracture of the ring components; fraying of the suture material; systolic
anterior motion (SAM) and left ventricular outflow tract obstruction (LVOTO)
whenever a large posterior leaflet is present; endocarditis.

9.0 Postoperative Considerations

To allow for healing and incorporation of the annuloplasty ring by host
tissue, reqardless of cardiac rhythm, postoperative anticoagulation therapy
should be considered following surgery (Ref. 14).

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

10.0 Instructions for Use

10.1  Measurement and Selection of the Appropriate Ring

Ring selection is based on measurements of the inter-commissural distance
and the height and/or surface area of the anterior leaflet using the Edwards
madel 1152 or 1252 mitral sizers. Figure 3 demonstrates a measurement of
the inter-commissural distance of the mitral valve with the sizer. Figure 4
shows a measurement of the anterior leaflet height and surface area after
the anterior leaflet has been unfurled (Refs. 8-9).

Various sizers should be tried to select the optimal size of Carpentier-Edwards
Physio IL ring. The size that corresponds to the intercommissural distance
(between the two notches on the sizer) and the height of the anterior leaflet
is the one that should be selected, The free edge of the anterior leaflet must
not extend more than 1 mm beyond the inferior edge of the sizer (Ref. 1).

In patients with functional mitral requrgitation, a downsizing approach may
be considered. Recent cardiology guidelines suggest this may offer a benefit
to patients with this type of valvular dysfunction (Refs. 10-11). Surgical
centers have published results using a downsized remodeling annuloplasty
ring in patients with functional mitral requrgitation (Refs. 12-13).

If the surgeon is deciding between two sizes in patients with degenerative
valve disease, the selection of the greater size is recommended in most
instances. In Barlows disease, the typical size of the ring is between 36 mm
and 40 mm. The choice of too small a ring increases the risk of post-repair
systolic anterior motion (SAM) (Ref. 2).

CAUTION: Examine sizers and handles for signs of wear, such as dullness,
cracking or crazing. Replace sizer/handle if any deterioration is observed.

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

10.2  Use of Handle and Holder

Insertion of the Carpentier-Edwards Physio 11 ring may be accomplished
using the holder and optional handles (model 1150 or 1151, which are
packaged separately). The holder on the ring is designed with windows
which allows visualization of the mitral valve during parachuting. [n
addition, the holder is angled toward the anterior portion of the ring

to further assist with visualization.



Attach the optional handle to the holder in a one-step motion by snapping
the handle into the engaging component on the holder. See Figure 5.To
bend the handle, grip the ends and gently apply force to bend the stainless
steel shaft. Bent angles should be limited to 45°in an up and down
direction for a maximum of 30 times for the life of the device, After the
holder is removed from the ring, the handle can be removed from the holder
by gripping the holder at the connection point and pulling the handle off.
Sea Figure 6. Discard the holder, The handle is reusable. For more
information, refer to section 12.4 “Sterilization Instructions”.

Handles should be examined for signs of wear, such as dullness, cracking, or
crazing and should be replaced immediately if any deterioration is observed.

Accessories should be replaced on a routine basis. Contact your
Edvsards Lifesciences sales representative to obtain appropriate replacements.

The annuloplasty ring must be removed from the holder after the
ring is implanted. Implantation of the holder can cause patient
injury or death, In the event that a holder needs to be located
within the surgical site, a radiopaque pin within the holder can
be detected under x-ray.

10.3  Insertion of the Ring

The annuloplasty is performed by first placing horizontal mattress sutures
drcumferentially through the annulus 1to 2 mm outside the junction
between the leaflet and the atrium. Suture placement is facilitated by firmly
grasping the body of the leaflet tissue with tissue forceps (Refs. 8-9).

10.4  Suture Placement on the Ring

The Carpentier-Edwards Physio I1 ring s designed with a sewing cuff for
ease of suture placement, The cuff design is depicted in Figure 8.

In addition, the sewing cuff is delineated by a green dircular outflow mark to
further assist with suture placement. Annular sutures are spaced equally in
the area between the two commissures and the corresponding seqment of
the ring. In the remaining portion of the annulus, the spacing is set to
conform the annulus to the shape and size of the ring (Ref. 8).
Approximately 12—16 sutures are needed. Refer to Figure 7.

To ensure proper placement of the sutures on the ring and to prevent
contact with the cobalt-chremium bands of the ring, the following
technique is to be used:

1. Interupted horizontal sutures should be placed in the
Carpentier-Edwards Physio T ring as demonstrated in Figure 8.

2. Ifresistance is met when the suture needle is passed through the ring,
pull the suture needle out of the ring and begin again by placing the
suture through the sewing cuff as demonstrated in Figure 8.

10.5  Removal of the Ring Holder

The Carpentier-Edwards Physio IT ring is designed with a single-cut holder
release. A single suture well is located in the middle of the posterior section
of the ring. Caution should be taken nat to cut any threads along the
anterior portion of the ring. Cutting these threads can create loose threads
with the potential for thromboembolism. The thread in the raised area is cut
with a scalpel (Figure 9). This facilitates rapid removal of the ring from the
holder. The retaining suture is permanently connected to the holder and
upon withdrawal of the holder, all retaining sutures are removed. After the
holder is detached from the ring, the holder s to be discarded.

Figure 10 illustrates the appearance of the properly implanted annuloplasty ring.

10.6  Evaluating Repair Competency

The quality of the repair should first be evaluated after tying the sutures

to the ring, Saline is injected into the venticle through the mitral valve to
observe the line of coaptation. There should be a symmetrical line that is
parallel to the posterior portion of the ring with a % to % ratio of anterior
leaflet to posterior leaflet within the orifice. If the line of coaptation is
asymmetrical, this suggests a residual leaflet prolapse or restricted leaflet
motion; this should be comrected. Also, if the posterior leaflet occupies more
than half or more of the ring orifice area, it should be shortened to mitigate
the risk of systolic anterior motion (SAM) (Ref. 8).

The quality of the repair is assessed by transesophageal echocardiography
(TEE) after completion of cardiopulmanary bypass. This examination should
rule out the presence of postvalvuloplasty SAM in patients with excess
leafiet tissue (Ref. 2).

If careful application of the ring method of valvuloplasty fails to produce
adequate repair of valvular insufficiency as determined by visual inspection
or infraoperative testing, the surgeon must be prepared to remove the

ting and replace the diseased valve with a prosthetic valve during the
same procedure.

11.0 Annuloplasty Ring

11.1  Specifications
Carpentier-Edwards Physio LI Ring Model 5200

Sizes: 24 mm, 26 mm, 28 mm, 30 mm, 32 mm,
34 mm, 36 mm, 38 mm, 40 mm

11.2  How Supplied

The Carpentier-Edwards Physio T1 ring with attached holder is provided
sterile and nonpyrogenicin 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.1fa
tray is either opened or compromised, but the annuloplasty device is not
used, soiled, dropped or damaged, the system may be resterilized

(See Resterilization).

113  Storage

To minimize contamination and to provide maximum protection, the
annuloplasty ring (in double trays), the Instructions for Use, and the
Implantation Data Card should be stored inside the outer cardboard
box in a clean, dry area until needed. The annuloplasty device cannot
be used after the expiration date on the label.

11.4  Resterilization Instructions

The annuloplasty 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. The annuloplasty device cannot be resterilized and used after
the expiration date on the package. When resterilization is contemplated,
each institution should establish sterilization procedures thatincude
biological indicators to establish the efficacy of their procedures.

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

It is recommended that a suitable outer wrap be used if storage
is contemplated.



The following conditions are recommended for resterilization of the
annuloplasty ring:

11.5  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

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

Gamma radiation and chemical sterilization should never be used
for sterilization of the Carpentier-Edwards Physio IL ring as this
may result in deterioration of the sewing cuff,

12.0 Accessories

121 Spedifications
Optional Handles model 1150 and model 1151

Sizers

Mitral Sizers model 1152 or 1252

Sizes: 2440

Sizer Handle model 1111, 1117 and 1126 (single use)
Sizer/Handle Tray - Mitral model TRAY1152 or TRAY1252

12.2  How Supplied

The accessories are packaged separately, provided nonsterile and
must be cleaned and sterilized before each use, They cannot he
sterilized in their original packaging.

123  Cleaning Instructions

All sizer, handle, and tray models are supplied nonsterile (except for
handle 1126) and must be cleaned and sterilized before using. All
handles, sizers, 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.

For the TRAY1152, clean the tray, mat, and lid separately.

Instructions for Automated Cleaning:
Pre-rinse (as needed): Klenzyme enzymatic anionic detergent or equivalent.

Cleaning: Clean instruments within tray and with lid detached prior to
initial 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.

Cleaning: Place the sizer, handle, tray base, tray lid, or tray mat (for
TRAY1152 only) instruments in a dleaning solution bath, such as Cidezyme,
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 deaning
solution between deanings. 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 specified 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.

Ultrasonic cleaning should not be used for cleaning the
1150 and 1151 handles.

CAUTION: Examine sizers and handles for signs of wear, such as dullness,
cracking or crazing. Replace sizer / handle if any deterioration is observed.

12,4  Sterilization Instructions
Sizers and sizer handles (models 1174, 1175, 1152, 1111, and 1117) must
be disassembled before resterilization.

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

WARNING: Do not stack trays during sterilization.

The accessories can be sterilized using the following recommended
autoclave sterilization methods:

Gravity Displacement;
Wrapped:
Temperature: 132°C-137°C(270°F-279°F)
Exposure Time: 10—18 minutes
Unwrapped (“flash™):
Temperature: 132°C-137°C(270°F-279°F)
Exposure Time: 5-18 minutes

Prevacuum:
Wrapped:
Temperature: 132°C-137°C(270°F-279°F)
Exposure Time: 5-18 minutes
Unwrapped (“flash”):
Temperature: 132°C-137°C(270°F-279°F)
Exposure Time: 5-18 minutes

For model 1252 accessories, see the Annuloplasty Ring Accessories Care and
Sterilization Instructions provided with the 1252 accessories for cleaning
and sterilization instructions.

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



13.0 Case History

13.1  Implant Patient Registry

When using an Edwards annuloplasty 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. The
remaining portions of the card are provided for hospital and surgeon
records. Upon receipt, a wallet-sized identification card will be produced
for the patient. The card allows patients to inform healthcare providers
what type of implant they have when they seek care. When aring is
discarded or a previous Edwards device is replaced, the Implantation
Data Card should be used to report this information to our Registry.

13.2  Recovered Clinical Implants

Edwards Lifesciences LLC, is extremely interested in obtaining recovered
dlinical specimens of Carpentier-Edwards Physio 11 rings for analysis. A
written report summarizing our findings will be provided upon completion
of our evaluation. Please contact your local company representative for
return of recovered rings. The rings should be placed in a suitable
histological fixative such as 10% formalin or 2% glutaraldehyde.
Refrigeration is not necessary.

Prices and model availability are subject to change without notice.

This product is manufactured and sold under one or more of the following
United States patents: 5,104,407. Additional patents pending.



14.0 References/ Referenser / Referencer

1. Carpentier A, et al. The Physio Ring: An Advanced Concept in Mitral
Valve Annuloplasty. Ann Thorac Surg 1995;60:1177-1186.

2. FilsoufiF, Carpentier A. Principles of Reconstructive Surgery in
Degenerative Mitral Valve Repair.
Semin Thorac Cardiovasc Surg 2007;19:103-110.

3. Braunberger E, et al. Very Long-Term Results (More Than 20 Years) of
Valve Repair with Carpentier’s Techniques in Nontheumatic Mitral Valve
Insufficiency. Girculation 2001;104[suppl [):1-8--11.

4. Chauvaud S, et al. Long-Term (29 Years) Results of Reconstructive
Surgery in Rheumatic Mitral Valve Insufficiency.
Circulation 2001;104[supp! 1]:1-12-1-15.

5. AdamsDH, et al. Surgical Treatment of the Ischemic Mitral Valve,
JHeart Valv Dis 2002;11(Suppl.1):521-25.

6. Gillinov MA, et al. Is Repair Preferable to Replacement for Ischemic
Mitral Requrgitation? J Thorac Cardiovasc Surg 2001;122:1125-41.

7. Accola KD, et al. Midterm Outcomes Using the Physio Ring in Mitral
Valve Reconstruction: Experience in 492 Patients,
Ann Thorac Surg 2005;79:1276-83.

10.

1.

14.

Mitral Valve Repair at the Mount Sinai Hospital,
www.mitralvalverepair.org.

Carpentier A. Cardiac Valve Surgery: The French Correction.
J Thorac Cordiovasc Surg 1983;86:323-337.

Bonow et al. ACC/AHA Guidelines for the Management of Patients with
Valvular Heart Disease. / Am Coll Cardiol 2006;48(3):63-107.

Vahanian et al. European Sodiety of Cardiology Guidelines on the
Management of Valvular Heart Disease. Eur H Journal 2007;28:230-268.

. Braun et al. Restrictive Mitral Annuloplasty Cures Ischemic Mitral

Requrgitation and Heart Failure. Ann Thorac Surg 2008;85:430-7.

. Gazoni LM, et al. A Change in Perspective: Results for [schemic Mitral

Valve Repair Are Similar to Mitral Valve Repair for Degenerative
Disease. Ann Thorac Surg 2007,84:750-758.

Meurin P, et al. Thromboembolic Events Early after Mitral Valve Repair.
Int ] Cardiol 2008;126:45-52.

(P1066-28

-

Figure /Figur 1

(P1066-19

Figure /Figur2

(P1014-13

Figure / Figur 3

(P1014-14

Fiqure / Figur 4

17




(P1066-20

g=—""

Figure /Figur 5

(P1066-22

(P1066-21
Figure /Figur 6 Figure / Figur 7
(P1066-29 (P1066-24
INCORRECT /
INKORREKT /
FORKERT
Figure / Figur 9
(Pi066-30

KORREKT /
RIGTIGT

— &= =
AN~

Figure /Figur 8

18

Figure / Figur 10




Symbol Legend - Forklaring av symboler - Symholforklaring

English Svenska Dansk English Svenska Dansk
REF | (atalogue Number | Katalognummer Katalognummer GW Recommended Rekommenderad Anbefalet
Guidewire Size ledarstorlek ledetrddsstorrelse
Quantity Antal Antal
E @ Size Storlek Storrelse
I Minimum Minsta Min, storrelse pa -
Intraducer Size introducerstorlek indferings-anordning I_] Guidewire Ledar-kompatibilitet | Ledetrads-
GWC Compatibility kompatibilitet
cm Usable Length Anvandbar langd Brugslzngde
—om— i s 97ns -m Nominal Pressure Nominellt tryck Nominelt tryk
for Single Endast for Kun til engangsbrug
Use Only engangsbruk Rated Burst Angivet sprangtryck | Normeret
RBP Pressure sprangningstryk
Attention, See 0BS! Se Bemark, se
Instructions for Use | bruksanvisning brugsanvisningen Straight Rak Lige
Da not use if Anvand inte om Ma ikke anvendes, Defl ieli
[Ceriecten || Deflected Bdjd Bojelig
package isopened | forpackningen hwis emballagen er e
or damaged har dppnats dbnet eller MR Conditional MR-saker MR-sikker
eller skadats. beskadiget. A m/forbehold
Caution: Federal (USA) law restricts this device to sale by or on the . Recommended Rekommenderad Anbefalet
RX only | s1ger of a physician. " Guidewire Length | ledatlingd ledetradslzngde
Exterior Diameter | Yitre diameter Udvendig diameter Minimum Sheath | Minsta hyfsstorlek | Min. hylsterstoirelse

O

Inner Diameter

Innerdiameter

Indvendiq diameter

Size

[ca=] ﬁ Catheter Shaft Size | Kateter-skaftstorlek | Kateter-skaftsterrelse
,E‘i"' 4j'~ 3:3:;::: cocl, ;f;:;hp:gi'ftm i;a: G':tplbevms L OI Balloon Diameter Ballengdiameter Ballondiameter
g : : Balloon Working Ballongens Ballonens
s e A Q Length arbetslangd aibejdslzngde
E Ethylene Oxide Steriliserad med Steriliseret med = _ i
Steilized etylenoxid ethylenoxid jgf" €| Temperature Temperatur Temperatur
ibee Limitation begransningar begransning
H Irradiation Steviliserad med Steriliseret med — —
Sterilized stralning bestréling For use wiith size Far anvandning Til brug med Edwards
— — - 23 23mm Edwards med Edwards transkateterhjerteklap
T p Sterile Using Steam | Steriliserad med Steril ved brug af MM | anscatheter kateterinfarda starrelse 23 mm
of Dry Heat angaeller vaimluft | damp eller tor varme heart valve hjanklaff, 23 mm
| LOT]| | lothumber Lotnymmer Partinummer For use with size For anvdndning Til brug med Edwards
: 26mm Edwards med Edwards transkateterhjerteklap
g Use By Anvand fore Udlabsdato transaatheter kateterinforda starrelse 26 mm
heart valve hjartklaff, 26 mm
SN Serial Humber Sedenummer Serienummer — e ;
For use with size Foranvindning Til brug med Edwards
“ Manufacturer Tillverkare Producent 23mm or size med Edwards transkateterhjerteklap
Bmm gy | 26mm Edwards kateterinforda starrelse 23 mm
Furopean FU-auktoriserad Autoriseret ) transcatheter hjartklaff, 23 mm eller 26mm
Authorized representant representant heart valve eller 26 mm
Bepuestutative I Europa @ Contains phthalates | Innehdller fralater | Indeholder phtalater
Contents sterile Innehallet arsterilt | Indholdet er sterilt
and nonpyragenic | och icke-pyrogent 0q ikke-pyrogent, ‘ Hon-sterile Osteril Ikke-sterilt
if package is om farpackningen hvis emballagen
undamaged or ar oskadad och erudbent eller Nenpyrogenic Icke-pyrogen Nonpyrogent

:\‘Qﬁt\“\l\k\‘t\%
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Note: Hot all symbols may be indluded in the labeling of this product.
+ 0bs! Alla symboler inkluderas eventuellt inte i produktmarkningen.
« Bemaerk: Alle symbolerne er muligvis ikke inkluderet pd produktmaikaterne.
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