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Canh béao: Luat lién bang Hoa Ky nghiém cam thiét bi nay dugc ban hay dat hang néu khong c6 chi dinh bai bac M.IET NAM o aereeo s
1. MO TA THIET BI:

Van Tim nhén tao On-X® (Hinhl) 1a van tim co hoc hai la, gém mot 16 van va hai 14. Phan dién tich dong chay qua van duoc thiét ké
nham muc dich 1am giam nhiéu dong dong chay, va phan bién cua dong chay c6 cac phan bao vé 14 van khi chung dang ¢ vi tri dong.
Hai la xoay xung quanh diém tua trong phan chu vi bén trong cta vong van. Khi van vi tri dong, binh thuong moi 1a van tao mét goc 40
d6 so v6i mat phang cua 16 van. Khi van vi tri mg, binh thuong mdi 14 tao mot goc 90 do so voi mit phang cua 16 van. Hai 14 ¢6 vong
cung di chuyén 50 d6 dén vi tri dong.

L van dugc cau thanh béi carbon phu boi 16p Carbon On-X®, mot thé carbon nhiét phan nguyén chat. Hai 14 chtra carbon On-X ling
trén than chi, duoc tron voi von-fram trong 10% c6 can quang trudc.

Vong khau dugc cau thanh tir polytetrafluoroethylene (PTFE) gan trén 16 van st dung titanium gitt cac vong va 5-0 vat liéu khau. Hinh
dang vong khau gin voi 16 van cho phép vong khau xoay trong qua trinh lam thu thuat thay van. Nhimg diém danh dau dinh hudng
tham chiéu duoc cung cip trén vong khau dé dinh hudng van.

Van tim nhan tao On-X® ¢6 hai dang vong khau & van 14 hay dong mach chu. C4 hai dang van dong mach chu déu co cac kich ¢& 19,
21,23,25va 27/29 mm. Vong van hai l& chuan c6 céc kich ¢& 23, 25, 27/29 va 31/33mm, trong khi vong dong mach chii Conform- X®
chi c6 kich c¢& 25/33.

Céc van dong mach chu kich ¢& tir 19 dén 25 mm duoc thiét ké cho vi tri vong khau hinh khuyén 16i trong khi d6 van kich ¢& 27/29mm
dugc thiét ké cho vi tri vong khau hinh khuyén 16m. Cac kich ¢& van hai 14 duoc thiét ké cho vi tri vong khau hinh khuyén 16i.
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2. CHI PINH SU DUNG: , ‘ ,
Van tim nhan tao On-X dugc chi dinh trong thay van do bénh, ton thuong hay rdi loan chirc nang tu nhién, bao gom thay thé cho cac
van tim nhan tao ¢ vi tri van hai 1a va dong mach chu.

3. CHONG CHI PINH , ,
Van tim nhan tao khong dugc dung doi véi bénh khong dung nap liéu phap chong dong mau.

4. CANH BAO VA PE PHONG
4.1 Canh bao:
Chi sir dung 1 lan.
Khéng str dung Van On-X néu:
e Trong moi trudng hop bi roi, hu hong, hodc thiét bi da bi hong do thao tac sai.
¢ Quad han st dung.
e Dau niém phong khong con nguyén ven.
e Sb seri trén san pham khong tring véi s6 seri thé hién trén hop dung san pham.
Khong dugc dua 6ng thong, dung cu phau thuat, hoic day dan nhip qua van vi c6 thé gdy suy van, hong 14 van, bat 14 van ra, va/ hoac 6ng
thong/ dung cu/ day dan bi mac ket.
Khong tiét trung lai van tim nhan tao On-X.
4.2 Dé phong:
Chi tién hanh thao tac van tim nhan tao voi cac dung cu do On-X Life Technologies, Inc. (On-XLTI) On-X cung cap Chi nén dung thudc do
van tim On-X ctia On-XLTI trong viéc chon kich ¢& van; viéc dung thudc do kich thudc van tim cta hing khac c6 thé dan dén viéc chon kich
thuge van tim khong thich hop.
Tranh tiép xtic bé mat carbon cua van vi cac ngén tay deo gang, cac dung cu bang kim loai hodc c6 bé mat nham vi ¢6 thé gay hur hai bé mat
van khong nhin thiy bang mat thuong, dan den mot loat réi loan cdu tric van, sut 14 van, 12 nguyén nhan hinh thanh cyc mau dong.
Tranh gay ton thuong van trong qua trinh cay ghép do viée dung lyc qua muc dbi véi 16 van hay 14 van:
5. Cac tac dung phu tiém tang:
Cac tac dung phu lién quan dén viéc sir dung van tim nhan tao (dugc xép theo ky tu chir cai), nhung khong gii han bao gom:

e Pau thit nguec. e Xuét huyét. e R0 quanh 14 van nhan tao.

e Loan nhip tim. ¢ Nhoi mau co tim. e Su trao nguogc 14 van nhan tao.

e Viém ndi tdm mac. e Ket 1a van nhan tao. o Su rdi loai chuc nang dinh dang 14 van nhéan tao.
e Suy tim. ¢ Ri loan chirc nang van nhan tao eTao huyét khdi tai 14 van nhan tao.

e Tan huyét. e Su rdi loan chtc ning vat ghép ¢ Dot quy.

e Thiéu mau tan huyét. khong dinh dang. o Huyét tic.



e Hinh thanh soi to huyét trén vat ghép.

Cac bién chung nay c6 thé dan dén:

e Phau thuat lai. e Loai la van nhan tao e Thuong tat vinh vién. e Chét

Van tim co hoc tao ra 4m thanh twong tu nhu van tu nhién trong qué trinh hoat déng cua nd. Mot vai trudng hop, cac 4m thanh nay c6 thé
nhan biét.

6. C4 nhan héa diéu tri

Chong dong mau — can dugc chi dinh liéu phap chéng dong hoac phdi hop chong dong/chdng két tap tiéu cau thich hop. Viéc Iya chon loai
thude chong d6ng hodc phac dd phdi hop phu thudc vao nhu cau lam sang cu thé cua ting bénh nhan.

Dbi v6i bénh nhan sir dung van co hoc On-X tai vi tri van dong mach chu, can duy tri diéu tri chong dong bang warfarin lau dai, v6i muc tiéu
INR tir 2,0 — 3,0 trong 3 thang dau sau phau thuat thay van, sau d6 giam xuéng murc 1,5 — 2,0. D6i véi bénh nhan st dung van co hoc On-X tai
vi tri van hai 14 hodc nhiéu vi tri van, can duy tri mc INR 2,5 — 3,5 lién tyc sau phiu thuat thay van.

Ngoai ra, khuyén céo bo sung aspirin lidu 75-100 mg/ngay cho tat ca bénh nhan st dung van On-X & bat ky vi tri nao, trir trudng hop c6 chng
chi dinh véi aspirin.

Céc nghién cuu 1am sang cho théy viéc duy tri INR 6n dinh gilp cai thién két qua diéu tri. Vi vay, bénh nhan can dugc theo ddi INR dinh ky.
Khuyén nghi sir dung hé thong tu theo di INR tai nha dé tang tinh 6n dinh va hiéu qua diéu tri lau dai.

6.1 Nhém bénh nhan dac biét:

Tinh an toan va hi¢u qua ctia van tim nhan tao On-X chua dugc xac lap ddi véi cac nhom bénh nhan dic biét sau, do chua cd nghién ctru lam
dugc tién hanh trén nhoém bénh nhan nay:

Bénh nhan dang mang thai

Phu nir dang cho con bu

Bénh nhan viém ndi tam mac man tinh

Bénh nhén céan thay van dong mach phdi hodc van ba la

7. Huéng din bénh nhan:

Khang sinh phai dugc cung cép cho tt ca cac bénh nhan ¢ van tim nhan tao khi lam thu thuét nha khoa hodc céc thu thuét khac co nguy co

nhiém khuan.

Bénh nhén can phai dung liéu phap chong dong, hay chong dong / chdng ngung tap tiéu cau.

Bénh nhan nén duoc khuyén khich dién thé thong tin bénh nhan cing véi chi tiét van va mang chiing sudt thoi gian.

8. Cach cung cép:

8.1 Kiéu va kich thuée:

Van tim nhan tao On-X c6 hai loai hinh dang: dong mach chu va 2 van hai 14 c6 vong khau vong bit. Ca hai hinh dang dong mach chu c6 céc
3



kich ¢& 19, 21, 23, 25 va 27/29mm. Cac van hai 14 tiéu chuin c6 sin cac kich ¢& 23, 25, 27/29 va 31/33 mm, trong khi Comform-X vong
van hai 14 chi co san trong kich thuéc 25/33.

Van dong mach chu, kich thudc 19 mm dén 25 mm, ¢6 dang hinh khuyén 161 trong vi¢c khau dinh vi vong bit, trong khi kich ¢& van 27/29 mm
duoc thiét ké dang hinh khuyén 16m trong viéc dinh vi vong bit. Tt ca céc kich thude van hai 14 duoc thiét ké dang hinh khuyén 16i trong vi¢c
khau dinh vi vong bit.

Tét ca cac van On- -X déu c6 san vong gilr n6i rong hay tiéu chuén (hinh 2)

Dic tinh k¥ thuat vé kich thudc va kiéu cho tat ca cac kich ¢6 hién c6 cta van tim nhén tao On-X duogc thé hién & bang 1 va hinh 1. Biéu tuong
SZ mm trén vo, nhin hop dung va thé ding ky cdy ghép dung dé chi duong kinh vong mé cia van bang mm.

Vong giir noi rong Vong giir chuén

o/

QL
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8.2 Pong Goi

Van co hoc nhan tao On-x dugc cung cp tiét triung, c6 gan trén vong giit, bo vao trong hop nhwa han kin. Mot bo bao gdm cac phan sau:

e Hop ngoai

e Th¢ hd so bénh nhan
e Hop dung van bang nhua.

Thé dang ky ciy ghép
Vong kep van nhya
Nhén ma sb van
Huéng dan sir dung

Nhiing dung cu dé thay van co hoc nhan tao On-x dugc cung cép riéng 1€, khong tiét trung va phai dugc lam sach va tiét trung trudce khi st
dung nhu hinh v€ & phan 8.5

Bang 1: Dac tinh ky thuit van On-x (mm)

Pudng kinh Puong kinh Puong kinh vong|  Chidu cao . Chiél} cao dién tich hiru
Chiing loai Kich co/loai vong mo trong 106 van khéu ngoai tong thé tong thé (M¢6) |dung cia lo trong
(A) (D) (S) (Pong) (h) (H) (mm?)
ONXAE-19* 19 BPMC 19 17.4 23.6 10.8 13.3 228
ONXAE-21* 21 bMC 21 19.4 26.0 11.9 14.7 284
ONXAE-23* 23 bMC 23 21.4 28.4 13.1 16.1 344
ONXAE-25% 25 bMC 25 234 314 14.2 17.8 411
ONXAE-27/29% 27/29 bMC 27-29 234 314 14.2 17.8 411
ONXACE-19+ | 19 Conform-X DMC 19 17.4 27.0 10.8 133 228
ONXACE-21* 21Conform-X PMC 21 19.4 29.8 11.9 14.7 284
ONXACE-23* 23 Conform-X DMC 23 214 32.5 13.1 16.1 344
N&x

ONXACE-25 25 Conform-X DMC 25 234 36.0 14.2 17.8 411
ONXACE-27/29* 27/29 Conform-X BPMC 27-29 234 36.0 14.2 17.8 411




-10% ;
ONXANE-19 19 Anatomic BPMC 19 17.4 27 10.8 133 278
- %k
ONXANE-21 21 Anatomic BPMC 21 19.4 30 11.9 14.7 284
D3 ;
ONXANE-23 23 Anatomic BPMC 73 214 33 131 16.1 344
- %k
ONXANE-25 25 Anatomic PMC 25 234 34 14.2 17.8 411
ONXANE-27/29* 27/29 Anatomic DPMC 27/29 23.4 36 14.2 17.8 411
ONXM-23%* 23Van2la 23 21.4 31.0 13.1 16.1 344
ONXM-25 25Van?2la 25 23.4 33.0 14.2 17.8 411
ONXM-27/29 27/29 Van 2 1a 27-29 23.4 34.0 14.2 17.8 411
ONXM-31/33 31/33 Van21a 31-33 234 36.0 14.2 17.8 411
ONXMC- 25/33 25/33Conform-X Van2 1a 25-33 234 39.0 14.2 17.8 411

Tham khao hinh 1 dé xé4c dinh vi tri do kich thudc. Gié tri thong thudng nam trong diy dung sai.
* Khong c6 san ¢ tat ca cac thi truong **Khong c6 sin tai thi truong Hoa Ky

Dung cu cdy ghép van tim nhan tao On-X duogc cung cép riéng biét, & dang KHONG TIET TRUNG, va phai duoc 1am sach va tiét trung trude
khi str dung theo hudng dan tai muc 8.5.

8.3 Bio Quan

Han st dung ctia van tim nhan tao On-X dugc ghi trén nhin ctia bao godi ngoai. Can thyuc hién kiém soat ton kho thich hop dé dam bao cac bo
van c6 han st dung sém hon dugc uu tién st dung trudc, tranh tinh trang hét han.

Dé bao vé van, can bao quan trong hop ngoai cho dén khi sir dung. Mai truong bao quan phai sach, mat va kho rao.
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8.4 Phu kién

Van tim nhan tao On-X duoc thiét ké sir dung véi bo phu kién On-XLTIL Phy kién nay dugc cung cAp riéng biét, thanh timg bd, bao gdm dung
cu do dé chon ¢& van, dung cu xoay van, mot tay cAm va mot que thim do 14 van. Nhimg phu kién nay c6 thé sir dung lai.

Canh bao:

Mot sO phan cua cac dung cu liy kich ¢ va cac tay cdm duogc lam bang kim loai c6 thé uon cong dugc. Nhing phan nay c6 thé yéu va dé gay
néu bi udn cong nhiéu lan. Bé tranh giy trong qua trinh str dung nén kiém tra xem c6 xuét hién cac vét nit trén bé mit trudce va sau mdi 1an ubn
cong. Néu dung cu lay kich ¢& va/ hodc thao tac d6 can duoc thay thé. Lién hé dich vu khach hang ctia On-XLTI dé dit bo dung cu thay thé.
Canh bao:

Mic du cac que tham do 14 van va dung cu xoay van déo nhung khong nén ubn dén trang thai bién dang vinh vién.

B¢ dinh c6:

B6 dinh c& dung dé danh gia dudng kinh vong mé sau khi vong duoc chudn bi cho viéc cdy. Dung cu nay c¢6 mot 6ng udn cong duge & mdi
dau. Dung cu do c6 hinh try twong tmg cac van tir 19 mm dén 25 mm va hinh nén cho ¢& van 27/29 mm va 31/33 mm (Hinh 3a va 3b). Bé
thudn tién cho vié¢c chon van, xin moi xem bang 2.

B0 dinh c& Replica

B0 dinh c& dong mach chu Replica str dung cho tat ca céc size cia van dong mach chu. Pay dinh hinh chuin profile ciia van dong mach chu
On-X. Chiing dugc str dung sau khi dinh ¢& Confirm X va Anatomic sewing ring c6 thong sé chuan sao cho dam bao khép voi van dong mach
chu ma khong gy tac nghén dong mach vanh. Tu kich c& 19 dén 25, b dinh c& replica dugc chi dinh dé mo phong vi tri trong trén vong
khuyén. Kich thudc 27/29, bd dinh ¢d replica dugce chi dinh dé mo phong vi tri trong vong khuyén.

Figur- 3a: Sizer and Replica Sizer
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Bang 2: Bo dinh c& - Aortic Holder Type

Luwa chon kich thuée Vi tri vong khéau
Kich thuée Dang van Dang dinh c& : Dinh dang Replica
19 Aortic Hinh tru ' CcO Trong trén vong khuyén
21 Aortic Hinh tru I CcO Trong trén vong khuyén
23 Aortic Hinh tru i CO Trong trén vong khuyén
25 Aortic Hinh tru : CO Trong trén vong khuyén
27/29 Aortic Hinh nén I cO Trong vong khuyén
19% Aortic Conform-X Hinh tru H CO Trong trén vong khuyén
21%* Aortic Conform-X Hinh tru i CO Trong trén vong khuyén
23% Aortic Conform-X Hinh tru CO Trong trén vong khuyén
25% Aortic Conform-X Hinh tru CO Trong trén vong khuyén
27/29* Aortic Conform-X Hinh non 1 CO Trong vong khuyén
19% Aortic Anatomic Hinh tru I CO Trong trén vong khuyén
21% Aortic Anatomic Hinh tru I CO Trong trén vong khuyén
23% Aortic Anatomic Hinh tru : CO Trong trén vong khuyén
25% Aortic Anatomic Hinh tru I CO Trong trén vong khuyén
27/29* Aortic Anatomic Hinh non H CO Trong vong khuyén
23% Mitral Hinh try I KHONG Trén vong khuyén
25 Mitral Hinh try I KHONG Trén vong khuyén
27/29 Mitral Hinh nén H KHONG Trén vong khuyén
31/33 Mitral Hinh non ! KHONG Trén vong khuyén
25/33 Mitral Conform-X Hinh tru hoac hinh nén I KHONG Trén vong khuyén

*Khong c6 mat tai mot s6 nudc

Tay cam

Tay cam (hinh 4) gitip giir van hodc dung cu xoay van trong sudt thu thuat. Tay cAm nay bao gdm mot chudi cam, than cé thé udn cong va

mot dau tip.
Dung cu xoay van

Dung cu xoay van (hinh 5) dung dé dinh hudng vi tri van va co thé dung dé xac dinh chuyén dong cua 1a van. Dung cu xoay van bao gdom mot
dau nhya v6i mot dau tham do 14 van va mot tay cam dinh kém.

Dung cu xoay van c6 thé dinh kém tay cam hodc khong. Dé gin dung cu xoay van vao tay cam, chén dau tay cam truc tiép vao khe & cudi
dung cu xoay van. Sau khi day nhe, dung cu xoay van khdp vo vi tri ngay.

Dung cu tham do 1a van

Dung cu thim do 14 van (hinh 6) 1 dung cu linh hoat ¢6 hai ddu. Dung cu nay dung dé nhe nhang di chuyén 14 van nham kiém tra van dong
mo binh thuong.
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9. HUONG DAN SU DUNG

CANH BAO: KHONG diing On-X Prosthetic Heart Valve néu:
e San pham bi roi, héng hoic khong thé sir dung dwoc;

Hét han sir dung;

Seal niém phong bi rach;

S6 serial number trén tag khong khép véi so trén bao bi

9.1 Huén luyén chuyén vién
Khong c6 yéu cau phai c6 khoa huan luyén dac biét vé Phuong phap dat Van tim On-X Prosthetic . Ky thuét dat van nay tuong tu nhu ky thuét
dat bat ky van tim nhan tao khac.

9.2 V6 trung va tai khir trung

Van tim OnX Prosthetic Heart Valve 1a v6 trung. Néu hét han st dung hoac trong luc léy van ra khéi bao bi, lg chtra van bi hong, hodc bao vo
trung bi rach thi khong duoc st dung van d6. Goi ngay dich vu chdm soc khach hang cia On-XLTI va guri tra van cling nhu tién hanh nhan
hang thay thé.

CANH BAO: Néu trong thii thuit, van da liy ra khéi lo dung ma chwa sir dung thi khong dwoc déng goi lai hoic tai khir tring. Trong
truong hop nay, van phai duogc tra vé On-XLTI, lién hé dich vu chiam séc khach hang dé c6 thém thong tin trude khi tién hanh g tra.

CANH BAO: Khéng tii vd tring san pham van tim On-X Prosthetic.

9.3 Thao tac chuén bi



LUU Y: Chi thao tic dit van On-X v6i bd dung cu cia OnXLTL. Chi ¢6 b¢ dinh ¢& cia OnXLTI méi dwge dung dé chon ¢& van thich
hop; nhitng by dinh ¢ khac cé thé chon khong ding van thich hop.

LUU Y: Tranh cham vao bé mit carbon trén van bang ngon tay co deo gang hoac bat ky dung cu kim loai hay in mon vi ¢6é thé 1am
héng dén vé bé mat van (khong nhin thay bang mit thuwong) Kkhién réi loan chirc niang, cau tric van, 1a van, hodc gay ra huyet khoi.

LUU Y: Tranh 1am héng van nhén tao khi tic dong lwe qua manh Ién van hay 14 van.

Y ta chuén bi dung cu
1. Kiém tra han st dung trén bao bi
CANH BAO: KHONG dung van tim OnX Prosthetic néu hét han sir dung. Néu van chua sir dung, bao nhya con nguyén ven, va di hét
han sur dung, van d6 phai dugc tra lai On-XLTIL.
2. LAy lo dung van ra. Quan sat xem lo dung c6 bi hu hong khong.
CANH BAO: KHONG dung van tim OnX Prosthetic néu da bj roi, hu hong, khong thé sir dung duge. Néu tim thay bat ky hu 1ong gi, hay
dung van khéac va gui tra van hong vé trung tim cham soc khach hang On-XLTL

3. Dién phiéu dang ky ghép van theo yéu cau luat phap dia Phuong va gui cho On-XLTI cang nhanh cang t6t. Pidu nay co nghia nh@p liéu
bénh nhan vao kho dir liéu, rat quan trong cho néu tuong lai bénh nhén co6 bat ky thu thuat nao lién quan dén van nita. Cung cip cho
bénh nhan thé luu trit hodc ddt vao hd so bénh an cua bénh nhan.

4. Mo lo dyngvan
Van mé nap: xoay nap nguoc chidu kim dong ho cho dén khi ngumg han, nhac nap ra khoi hop (hinh 7a)

Go mién dan Peel-off Tyvek trén nip: Nim mot goc miéng dan va g& nguoc vé phia trung tim hop (hinh 8a). Tiép tuc kéo cho dén
khi miéng dan g ra hoan toan.

5. Y taxu Iy thiét bi vo tring c6 thé 14y 16i vo tring & trong lo dung bang cach nhé nhang nhéc tab kéo trén nip lo dung (hinh 7b hoic 8b).
bit 161 bén trong lo dung 1én khay dung cu. Hoac 161 bén trong nay cé thé dic trén bé mat vo trung bang cach nhe nhang lat nguoc lo
chira bén ngoai trén bé mat vo tring (hinh 7¢ hodc 8c) va dé 15i bén trong truot nhé ra khoi vo.
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Thao nap

Hinh 7a. Van nap Hinh 7b. Kéo tab Hinh 7c. Hoac Iat1én bé mat vo trung

G& miéng dan

Hinh 8a. G& miéng dan Hinh 8b. G& bang cach nhic tab I1én Hinh 8c. ...hoac Iat 1én bé mat vo trung

11



Y ta xir Iy thiét bi vo tring/ bac si thii thuat

1. Kiém tra diu niém phong cua 13i bén trong vo dyung.
CANH BAO: KHONG sir dung tiép san pham néu déu niém phong bi rach. Néu rach, hiy dung van khac va tra lai van d6 cho phong chim soc
khach hang On-XLTL
2. Mo 161 bén trong bang cach vin nh& nip dé xé niém phong (hinh 9) va nhic nip ra khoi 16i.
3. Nhin dau tay cam vao khe trén lo dung van cho den khi n6 khdp chat vao vi tri (hinh 10). Nhe nhang nhic van ra va truot tim gitr ra.
Can than nam l4y vong khau véi tay c6 deo gang, nim vao phan chudi va nhe nhang vin tay cAm theo 1 hudng nhét dinh. Van s& xoay
d& dang bén trong vong khau. Nging xoay khi truc pivot khép voi ddu mili tén xac dinh dau ra.
CANH BAO: KHONG sir dung san pham néu van kho xoay. Dung van khéc va trd lai van d6 cho phong cham s6c khach hang On-XLTL
4. Kiém tra sb seri trén tag co khop voi so seri trén bao bi khong.
CANH BAO: KHONG sir dung san pham néu sé seri trén tag khong khép vai sb seri trén bao bi. Dung van khéc va tra lai van d6 cho phong
cham soc khach hang On-XLTI.

Hinh 9. MJ& 16i trong lo dwng

Hinh 10. Gan dung cu
tay cam

5. Thao tag seri bang cach cat chi gan trén van. Néu mudn, cac thé tag co thé dugc st dung dé kiém tra vo sinh bang k¥ thuat nudi ciy
chuan ngay sau khi n6 dugc 1y ra.
6. Van di san sang dé sir dung. ‘Gilp dé dang dinh vi trong sudt qua trinh dat van, dung cu tay cam c6 thé dugc van cong bang cach nim
chat chudi va than, sau d6 u6n cong. Tranh nam Vao van.
CANH BAO. KHONG ldy van 1am don bay dé udn tay cam, néu khong s& lam hong van va dan dén that bai trong thu thuat.
9.4 Dat thiet bi
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CANH BAO: Tit ca cac dung cu phu kién phai duogc lam sach va khir trung trude khi st dung theo hudng dan sir dung.

Dinh co:

Chi dugc dung dung cu dinh ¢& cua On-X Prosthesis heart valve khi dinh ¢& vong. Dinh ¢& gdm hinh try, hinh nén, va hinh mé phong
doan cudi dong mach chu replica. Tham khao bang tham chiéu sé 2.

Dinh ¢ hinh tru trong tng voi cac van kich thudc 19 mm dén 25 mm. Dinh ¢& hinh nén tuong ng véi kich thudc van 27/29 mm va
31/33 mm. Nhirng loai dinh c& nay cé thé duoc st dung cho ca hai van dong mach chu va van hai 1a.

Van thich hop 1a khi thoa tiéu chi thoai mai, khong qua chat, vira khép dinh ¢& bén trong vong. Khi thay vira khép thoai mai, kich thudc
van tuong Ung hié¢n thi trén bd dinh ¢d. On-X Mitral Conform-X Prosthetic Heart Valves c6 thé dugc chon trong khoang size 25 va 33.

Dinh ¢& sao chép hinh dang dong mach chu aortic replica dugc dung cho tat ca cac c& van dong mach chu. Tt van dong mach chu c6 size
19 mm dén 25 mm, Pinh ¢ sao chép hinh dang dong mach chu aortic replica ding dé xac minh rang cac van dong mach chi c¢6 thé duoc
dat diing trong vong ma cac dong mach vanh van khong bi can trd. Size 19mm dén 25mm van dong mach chu cua tiéu chuén, Conform- X,
va thong s6 vong khau Anatomic duoc thiét ké dé vira khép voi vong khi dat van (hinh 11)

CANH BAO: KHONG dinh c& vong khéu ciia cac kich thwéce 19 mm thong qua van dong mach chii 25mm dé phi hop trong vong
annulus.

Céc van dong mach chu ¢& 27/29 mm véi c4u hinh vong khau Standard, Conform-X va Anatomic dugc thiét ké dé dat & vi tri trong vong van
(intra-annular) va di kém véi dung cu do mo phong (replica sizer) nham téi tao chinh xac vi tri ddt nay. Tat ca cac van hai 14, bao gdm van
tim nhan tao On-X Mitral Conform-X, duoc thiét ké dé dat & vi tri trén vong van (supra-annular) (Hinh 12)

CANH BAO: Tranh chon van to qu4, din dén anh huéng chirc ning ciia van.

Hinh 11: Dinh c& Replica sizer xac dinh van déng mach chu

((
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9.5 Ky thuat khau

C6 nhiéu k¥ thuat khau khac nhau tuy theo s thich cua bac si phau thuat va tinh trang bénh nhan. Van dong mach chu dugc thiét ké c6 mo
hinh vong tiép giap véi orifice flare. Su dong thuan chung giita cic béac si phau thuat 1a khong 16n lam gidn doan ky thuat khau ném, co
hoac khong c6 gac, cung cap hinh dang tot nhat ctia annulus van voi bé mét ngoai cua flare.

Khi cay ghép van hai 14, k¥ thuat khau thuong dung 1a khau 1on c6 dém gac hodc khong dém gac, du cho st dung k¥ thuat khong 1on va chi
lién tuc cling duoc ap dung thanh cong.

LUU Y: khi ¢ dinh van, dam bao khong c6 chi hodc cac vat liéu phiu thuat khac can thiép dén chuyén dong cua 14 van. Kha ning quay
ctia van c6 thé hiru ich trong viéc tranh bénh 1y con bat thuong c6 thé anh huong dén chuyén dong td cta 14 van.

Figure 12. Vi tri van trén vong

Chi khau can dugc khau xuyén qua diém giira cia vong khau sewing ring. Diéu nay cho phép sewing ring van linh hoat va phu hop vai cac
annulus. N6 cling ngan chan cac kim khau cham vao cac vong titan nam trong vong khau sewing ring (Hinh 13). Cac dau dinh hudng vé
sewing ring c6 thé duoc su dung dé hd tro trong vi¢c dat chi khau.

LUU Y: Déi v6i cac Anatomic sewing ring, chi khau ¢ chd 3 mép van phéi tuong tmg v6i ba diém mili tén dinh hudng trén sewing ring.
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Khi céc sgi chi khau vao vi tri, van bat dau tién vao annulus va chuan bi siét chi. Cho aortic van, dugc khuyén cdo nén that nut trude 3 nut
cach déu nhau va ¢ gitra khoang cach so véi cac mép van dé co dinh van trong 16 annulus. Lay holder ra khéi van bang cach can than cat
chi gitt holder nhu hinh 14, sau nhe ngang nhac van holder ra ma khong x¢& dich van.

Figure 13. Sewing ring cross-sections

Housing —— 3

(A) Titanium (8
Aocrtic / R;n; : | Mitral
T \ Laysred

Cioth

(<) —~——— Housing— )
Mitral Aortic
Conform-X \ Conform-X
Trtjin'-um and Aortic
Ring= Anatomic
N Layered/
Cloth

Hinh 14. Thao van holder
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CANH BAO: Khéng ¢ daiy van holder vao van mét khi dé thao van holder 7
LUU Y: Sau khi gt chi, can tranh cat chira chi qua nhiéu dé tranh anh hudng dén chuyén dong cua 14 van.

9.6 Panh gia chuyén dong la van va xoay van

Kiém tra chuyén dpng ld van

Mot khi da d3t van vao vi tri, can kiém tra xem 14 van c6 chuyén dong thodi mai khong. Pé kiém tra chuyén dong cua 14 van, st dung
dung cu thdm do 14 van hodc dung cu xoay van dé nhe nhang di chuyén 14 van dé xem chung c6 déng mé thoai mai khong.

CANH BAO: Kiém tra chuyén dong 14 van béng dung cu tham do 14 van ciia On-XLTI hodc dung cu tham do 14 van co dau xoay van.

Xoay rotation:
Néu cac 1a van khong thé chuyén dong thoai mai, nhe nhang xoay van theo hudng bat ky cho dén khi dén duogc vi tri ma 14 van khong con
bi can.
LUU Y: Khong ding Iyc c6 xoay van néu thay c6 khang luc khi xoay. Cac mo-men xoan can thiét dé xoay van tai chd nén dugc vé giong
nhu yéu cau khi kiém tra xoay truéc khi ghép. Néu van khong xoay, thao van ra.
Dung cu xoay van rotator cé thé ¢o dung cu tay cAm dinh kém hoac khong. Khi can, dinh kém dung cu tay cAm véi dung cu xoay van
bang cach an dau dung cy tay cam vao khi & cudi dung cu xoay van cho dén khi khép va dinh chit voi nhau.
CANH BAO: Chi sir dung dung cu xoay van On-XLTI dé xoay van va dung dung cu xoay van cé size thich hgp. Str dung khong diing
size ¢6 thé gdy hong van.
Vi dung cu tham do 14 van va cross-bar véi truc 14 van, can than chén rotator van vao van cho dén khi né vao dang vi tri (Hinh 15).

Hinh 15: Chén dung cu xoay van

LUU Y: Khi chén dung cu xoay van, thao tac dung la khi khong gip bat ky khang luc ndo. Néu gip khang luc, ngimg thao tac, thao va
di€u chinh lai rotator trudc khi thur thao tac lai. ) i q

Kiém tra lai chuyén dong cua l& van trude khi xoay. Néu 14 van khong thé chuyén dong, thdo van ra.

9.7 Hwong van

Dong mach chi
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Dua trén cac nghién ctru 1am sang, khong c6 dinh huéng wu tién cho cac Aortic On-X Prosthetic Heart valves voi cac tiéu chuén,
Conform-X, hodc thong s6 Anatomic sewing ring.

LUU Y: Mét khi da dat van, truc quan quan sat dé khéng dinh ostia vanh khong bi tdc dong/ anh huong.

Hai la

Ly thuyét cho rang truc xoay ctia van hai 14 can duoc dinh vi chdng giai phiu. Xem hinh 16.

Hinh 16. Pivot axis of the mitral valve positioned anti- anatomically

Tiéu chuan van hai 14 va Conform-X
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