HUONG DAN SU DUNG
Chi phdu thugt siza van hai la
Chord-X Pre-Measured Loops for Mitral Chordal Replacement va
Chord-X Suture System for Mitral Chordal Replacement
Chi phau thuat stra van tim hai 14 Chord-X Pre-Measured Loops for Mitral Chordal Replacement
Dé thay thé day chang van hai la
Chi khau sgi don khong hap thu bang ePTFE, USP véi gac PTFE

8

Chi phau thuat stra van tim hai 14 Chord-X Suture System for Mitral Chordal Replacement
Dé thay thé day chang van hai la
Chi khau sgi don khong hap thu bing ePTFE, USP véi gac PTFE

o

1.MO TA SAN PHAM

Chi phau thuat sira van tim hai 14 Chord-X Pre-Measured Loops for Mitral Chordal Replacement va Chi
phiu thuat sira van tim hai 14 Chord-X Suture System for Mitral Chordal Replacement dé thay thé day
chang van hai 14 12 mot bo phan nhan tao thay thé day chang van nhan tao duoc cau tao tir chi khau don soi
khong tiéu, dwoc san xuét tir polytetrafluoroethylene gidn nd (ePTFE). Chi khau ePTFE da dwgc mé rong
dé tao ra cau tric vi md xdp chtra khoang 50% khong khi theo thé tich. Céc chi khau khong bi nhuém mau
va khong chira phu gia. Cac Chi phau thuat sira van tim hai la Chord-X Pre-Measured Loops for Mitral
Chordal Replacement va Chi phau thuat sira van tim hai 1a Chord-X Suture System for Mitral Chordal
Replacement dé thay thé day chang van hai 14 ¢6 nhiéu cau hinh san pham khéc nhau gdém duong kinh chi,
chiéu dai vong chi va cu hinh kim.

(Xem céch thikc cung cap)

Chi phau thuat stra van tim hai |4 Chord-X Pre-Measured Loops for Mitral Chordal Replacement va Chi
phau thuat stra van tim hai 14 Chord-X Suture System for Mitral Chordal Replacement dugc cung cap: (1)
dugc ciu hinh véi cac vong chi ePTFE duogc do trude, thit nat truée (Xem Hinh 1) va (2) duge dinh cu
hinh bang cac soi chi ePTFE khong c6 nit thit sén cho phép bac si phiu thuat diéu chinh va tao cac vong
nhén tao c6 d¢ dai tuy chinh. (Xem Hinh 2)

Chi phau thuat stra van tim hai 14 Chord-X Pre-Measured Loops for Mitral Chordal Replacement va Chi
phau thuat stra van tim hai 14 Chord-X Suture System for Mitral Chordal Replacement dugc trang bi kém
céc kim dau nhon hai tay. MGi bo phan nhan tao c6 2 miéng dém PTFE dé gan nhd. B phan nhan tao Chi
phau thuat sira van tim hai 14 Chord-X Pre-Measured Loops for Mitral Chordal Replacement ¢ 3 vong chi
day ching van cho I van, hoan thién vai kim va nat thit sdn, va 1 cap chi ¢6 gin gac cho co nhu. Chi phau
thuat stra van tim hai la Chord-X Suture System for Mitral Chordal Replacement cé 3 cdp day chi cho l&
van va 1 cap day chi véi mot gac di kém cho co nha. Mdi bo phan dwoc dit trén mot loat tim dé dé kiém
Soat cac soi chi. Cac tAm dé bao vé chi khau khong bi xoén, cong hoic cac hu hai khac. Néu can it chi thay
day ching van tim hon, c6 thé bo cac doan thira ma khéng gay ton hai cho phan con lai cua soi chi.

2.CHI PINH
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Chi phau thuat stra van tim hai |4 Chord-X Pre-Measured Loops for Mitral Chordal Replacement va Chi
phau thuat sira van tim hai l4 Chord-X Suture System for Mitral Chordal Replacement duoc chi dinh dé sira
chira hoic thay thé day ching van tim.

3.CHONG CHIi PINH
Thiét bi nay duoc chdng chi dinh st dung trong phau thuat nhan khoa, vi phau va mé than kinh ngoai bién.

4.CANH BAO

Viéc thay thé day chang doi hoi phai xac dinh kich thudc chinh xac dé dam bao hoat dong tét cia co cau
van sau khi sira chita hoic thay thé. Dy ching van duoc thay thé vai chi khau qué dai hoc qua ngin co thé
khién van tim mat kha ning hoat dong. Vui 1ong xem phan Céc k§ thuat duoc khuyén cao dé xac dinh chiéu
dai chinh xac.

Than trong va can nhic phiu thuat la can thiét khi xem xét cac sir dung san pham nay trong cac
truong hop nhiém khuin ndi tAm mac. Cac bac si phiu thuit phai biét riang vat ligu nhan tao co thé
bi nhiém khuan khi cé c6 tinh trang nhiém khuan ndi tam mac. Sir dung san pham khi c6 tinh trang
nhiém khuin ndi thm mac c6 thé din dén thay thé van tim that bai.

Bo phan nhan tao da dwoc khir triing bang ethylene oxit. Khéng khir tring lai.

Kha ning phat trién md vao trong cua Chi phau thuat sira van tim hai 14 Chord-X Pre-Measured Loops for
Mitral Chordal Replacement hoic Chi phau thuat sira van tim hai Ia Chord-X Suture System for Mitral
Chordal Replacement dé thay thé day ching van hai 1a dugc lam tir Chi khau sgi don khong tiéu bang
ePTFE va/hoic cac miéng dém lam bang ni PTFE c6 thé khién chi khau dinh vao md ma né xuyén qua.
Tinh trang dinh nhu vy c6 thé khién viéc go bo Chi phau thuat sira van tim hai 14 Chord-X Pre-Measured
Loops for Mitral Chordal Replacement hozc Chi phau thuat sira van tim hai 14 Chord-X Suture System for
Mitral Chordal Replacement gap khé khan.

5. THAN TRONG
Thanh cong sir dung cua cai nay thiét bi doi hoi dao tao pha hop va kinh nghiém trong cac k¥ thuét phau
thuat tim bao gom stra chita van hai la.

Khéng thay ddi cach sir dung théng thwong trwéc, trong hoic sau phiu thuit cia thudc chéng dong
mau, vi c6 thé 1am ting cac nguy co xay ra cac tac dung phu lién quan dén cac thudc nay.

Viéc sir dung sai chi khau nay, gidng nhu bat ky chi khau nao khac, c¢é thé dan dén hau qua nghiém trong.
thuong tich hoic tir vong cho bénh nhan. Giéng nhu bat ky chi khau nao, can can than tranh hu hong khi xir
ly. Tranh 1am nét hoac gip mép chi bang dung cu phau thuat hodc dé chi khau tiép xic voi cac canh sic
nhon, diéu ndy c6 thé anh huong xau dén d6 bén kéo caa chi khau. Tranh sir dung nat that dung cu day co
khiém khuyét nhu g hodc nhap nhéy c6 thé 1am hong chi khau. Tranh théo cac nit khau da budc san trén
mdi miii khau da do trude vong.

Can it nhat bay (7), luc cing bang nhau, ném hinh vuéng phing dé tao nit thit chic chin khi budc Chi phiu
thuat sitra van tim hai 14 Chord-X Pre-Measured Loops for Mitral Chordal Replacement hoic Chi phau thuat
sira van tim hai 14 Chord-X Suture System for Mitral Chordal Replacement dé thay thé day chang van hai la
dugc 1am bang chi ePTFE. C6 thé can phai ném thém tay thudc vao hoan canh phau thuat. Khi that nit bang
Chi phau thuat stra van tim hai 14 Chord-X Pre-Measured Loops for Mitral Chordal Replacement hoic Chi
phau thuat sira van tim hai 14 Chord-X Suture System for Mitral Chordal Replacement lam bang chi ePTFE,
d6 cing s& phai 1a &p dung qua dang kéo mdi sgi day cua cac khau TRONG dbi dién chi duong véi binh
dang luc lugng. BANG cac nit thit 1a cang thang, cac khdng khi TRONG céc khau 1a bi ép ngoai. Can can



than dé tranh sir dung chuyén dong giat c6 thé lam dat chi khau. Lyuc cing khong déu cua ndt thit hinh
vubng cé thé dan dén nat thit khdng an toan. Khi Chi phiu thuat sira van tim hai 14 Chord-X Pre-Measured
Loops for Mitral Chordal Replacement hozc Chi phau thuat sira van tim hai 14 Chord-X Suture System for
Mitral Chordal Replacement dé thay thé day chang hai 1a dwoc cing va dinh hinh ding cach, cac ky thuat
that nat phau thuat tiéu chuan sé tao ra mot day budc an toan. nat that.

Céac Chi phau thuat sira van tim hai 14 Chord-X Pre-Measured Loops for Mitral Chordal Replacement va Chi
phiu thuat stra van tim hai 14 Chord-X Suture System for Mitral Chordal Replacement duoc thiét ké chi dé
sir dung mét lan; khong st dung lai thiét bi. On-X Life Technologies, Inc. khong cé dit liéu v& viéc tai st
dung thiét bi nay.

Téi sir dung c6 thé gay ra thiét bi su that bai hozc thi tuc bién chimg bao gdm hu hong thiét bi, kha ning
tuong thich sinh hoc cua thiét bi bi xam pham va thiét bi sy 6 nhiém.

Viéc tai sir dung cd thé dan dén nhiém triung, thwong tich nghiém trong hoic bénh nhan tir vong.

6.CAC KY THUAT PUQC KHUYEN CAO

6.1. Xac dinh chiéu dai vong chi ¢ thé diéu chinh cia Chi phiu thuit sira van tim hai la Chord-X
Pre-Measured Loops for Mitral Chordal Replacement hosic Chi phiu thuat sira van tim hai |4 Chord-
X Suture System for Mitral Chordal Replacement.

Xac dinh chiéu dai vong chi co thé diéu chinh caa Chi phau thuat stra van tim hai 14 Chord-X Pre-Measured
Loops for Mitral Chordal Replacement nhan tao hoac Hé théng chi khau Chord-X théng qua ky thuat wa
thich cua bac si phau thuat, dé duy tri bé mat phu cua hai 14 van nam ngang nhau trong tam that.

6.2. Mé Chi phiu thuat sira van tim hai l& Chord-X Pre-Measured Loops for Mitral Chordal
Replacement hoic Chi phiu thuit sira van tim hai 14 Chord-X Suture System for Mitral Chordal
Replacement tir tam dé.

Sau khi xac dinh d6 dai vong chi day chang van nhan tao, hdy chon bo phan nhan tao Chord-X™ duoc do
trudc thich hop hoic Chi phau thuat sira van tim hai la Chord-X Suture System for Mitral Chordal
Replacement. Mé géi bang ky thuat vo trang. Mai bo phan nhan tao dugc dit trén mot loat tim dé dé quan ly
chi khau. Néu muén c6 it chi khau day chang van hon, co thé cit bo cac doan thira ma khéng gay ton hai cho
phan con lai caa bo phan nhan tao.

1. Théo céc tam dé xdp ra khoi hop.

2. Théo chi khau nhi c6 kém theo gac tir tim dé.

3. Théao céc khop ndi day chang nhan tao 1, 2 va 3 ra khoi tim dé twong tng.
4. Lay thém céc gac PTFE khoi hop néu muén.

6.3. Cat bé céac vong chi thira.
Chi phau thuat stra van tim hai |4 Chord-X Pre-Measured Loops for Mitral Chordal Replacement hoic Chi
phau thuat stra van tim hai 1a Chord-X Suture System for Mitral Chordal Replacement ¢6 1 cip miii khau
cho co nha va 3 vong chi day ching van duoc do trude doc 1ap hodc 3 soi chi (vi cac 14 van) hoan thién véi
kim khau. Néu mudn sé lugng chi khau day chang van tim hoic soi chi it hon, ¢6 thé d& dang cét bo cac
doan thira ma khong gay ton hai cho cac doan con lai caa bo phan nhan tao.
1. Cit bé cac vong chi thira tir Chi phiu thuit sira van tim hai 14 Chord-X Pre-Measured Loops for
Mitral Chordal Replacement:
Cit bo cac vong chi khdng mong mudn bing cach cit mot soi chi duy nhat gitra nat tht va soi chi nhi va
cit bo. (Xem Hinh 3)
Chii y: Lwu y néu cit 2 sei sé ¢6 sgi day néi tw do can phai lay lai.
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2. Cit bé céc sei chi thira khéi Chi phiu thuat sira van tim hai 14 Chord-X Suture System for Mitral
Chordal Replacement Phién ban bé phan nhan tao c6 thé diéu chinh:
Cit bo soi chi khdng mong muédn bang cach cit mot soi chi day chang van don va cit bo. (Xem Hinh 4)
Than trong: Luu ¥ néu cét 2 soi, s& ¢ mot doan chi noi tu do can duoc 13y lai.

6.4. Vi tri khau nhu:

Chi phau thuat stra van tim hai |4 Chord-X Pre-Measured Loops for Mitral Chordal Replacement hozc chi
khau nhi bo phan nhan tao cua Chi phau thuat sira van tim hai 14 Chord-X Suture System for Mitral
Chordal Replacement bang kim kém theo xuyén qua co nht, véi mot miéng gac dugc dat & mdi bén cua co.
Mbt ban gac duoc gan trudc vao bo phan nhan tao. Ban gac tht hai duoc cung cap trong vu an. Sau do, chi
khau nhu dugc budc bang cach st dung it nhat bay (7) 1an ném hinh vudng phang. C6 thé can phai ném
thém tdy thudc vao hoan canh phau thuat. (Xem Hinh 5)

6.5. Vi tri vong chi van:

1.Vi tri va nGt that phién ban bé phan nhan tao cia Chord-X™ Vong chi do trwéc budc:

Sau khi chi khiu da duoc ¢b dinh vao co nhu, hiy ludn ting vong chi duoc do trude day chang van can
thiét qua mép tu do cua la van bi sa ra, cha y khong vudng vao céc day chiang ty nhién vi cac Chi phau
thuat sua van tim hai 14 Chord-X Pre-Measured Loops for Mitral Chordal Replacement dugc dinh vi riéng
Ié va bi rang buoc.

Hai soi chi cua mdi Vong chi chiang van Chord-X™ duogc chay qua mép tu do cua 14 van, sau d6 budc lai.

Buoc cac Day chang van do truéc Chord-X™ Vong két thic st dung Tai it nhat bay (7) phang ném vuong.
Tiép tuc dit cac Chi phiu thuat sira van tim hai 14 Chord-X Pre-Measured Loops for Mitral Chordal
Replacement con lai néu can dé hoan thanh viéc thay thé day chang van nhan tao, bugc timg vong nhu mo
ta. (Xem hinh 6)

2.Vong chi khau nhan tao Chord-X™ c6 thé diéu chinh nat thit:

Sau khi chi khau da duoc ¢ dinh vao co nhu, hiy ludn cac soi chi khau day chang van can thiét qua mép tu
do cua l4 van sa ra, cha ¥ khong vuéng vao cac day chang binh thudng vi cac vong Chord-X™ dugc dinh
vi va budc riéng lé. Thiét lap do dai caa mdi day cung khau thay thé gan théng qua phwong phap ua thich
clia bac si phau thuat. Khau dugc thiét 1ap dé duy tri bé mat bao boc cua hai l4 van ¢ ciing muc trong tam
that. (Xem hinh 7)

Bac si phau thuat c6 thé sir dung nhiéu xét nghiém trong phau thuat dé danh gia day chang chiéu dai trudc
khi dong tAm nhi trai. Trong mot thir nghiém nhu vay, tdm that chira day chat long duéi ap luc bang céch
bom nudc mudi vao no, gy liét co tim thuan hoic thuc hién ca hai thao tac. Véi thir nghiém nhu vay, néu
xéac dinh duoc cac tia trao nguoc con s6t lai, bac si phiu thuat cé thé didu chinh d6 dai cua chi khau Chi
phau thuat sira van tim hai 14 Chord-X Suture System for Mitral Chordal Replacement soi.

That nat chi khau cia Chi phiu thuat sira van tim hai 14 Chord-X Suture System for Mitral Chordal
Replacement két thic bang céch st dung it nhat bay (7) phang quang trudng ném. Tiép tuc vi tri ciia cac con
lai Day chang van-X™ Hé thong chi khau chi khau sgi BANG can thiét DPEN hoan thanh nhan tao day chang
van thay thé, buoc mdi cai nhu mo ta.

Viéc rat ngan day chang nhan tao trong khi that nlt c6 thé dan dén viéc chinh sira qua muc 14 van bj sa va
han ché chuyén dong cua 4 van.



6.6. Thao tac cudi cung:
Str dung phuong phap hoac hinh anh wa thich cta bac si phau thuat dé xac nhan chiéu dai vong chi thich hop
va thich hop su gén két cua 14 van Va thanh cong van Stra chita. Sau d6 cac bénh nhan khong con phuong
phap bac cau tim phoi, nén thuc hién siéu &m tim qua thuc quan da sir dung DEN xac nhan cac két qua cua
cac thuy dong luc hoc thir nghiém Va danh gia van Stra chira.
Thay thé day chang van da hoan tat. (Xem Hinh 8)

6.7. Tai ligu tham khao:
David, TE, Day chang van nhan tao. Seminar vé Phau thuat Long nguc va Tim mach, Tap 16, S6 2 (Mua
hé), 2004: trang 161-168.
Frater, RWM, Gabbay, S, Shore, D, va nhiing ngudi khéc. C6 thé thay thé cac day ching van hai 14 bi kéo
dai hoac bi dat. Phau thuat Ann Thorac, 1983; 35; 14-28.
Gillinov, M, Banbury, M, Bién phap truéc Nhan tao day chang van vi hai 14 Sira chita van. Phau thuat
Ann Thorac, 2007; 84:2127-9.
Zussa, Claudio, Day chang nhan tao trong phau thuat van hai 14. Austin: Céng ty RG Lades, 1994: 159.

Zussa, Claudio, Khéac biét Cac ung dung cua ePTFE Van Day ching van: K¥ thuat phau thuat. Bénh van
tim J, 1996; 5: 356-361.

7.PHAN UNG BAT LOQI
Céc tac dung phu tiém 4n lién quan dén viéc st dung bét ky loai chi khau nao bao gém: 1am vét thuong

nat ra, nhiém tring va phan tng viém tam thoi cuc bo caa mo.

Chi khéu 2-0*

Chi phau thuat stra van tim hai |4 Chord-X Pre-Measured Loops for Mitral Chordal
Replacement va Chi phau thuat stra van tim hai 14 Chord-X Suture System for Mitral
Chordal Replacement Kich thuéc chi USP 2-0 la san pham tuong tu nhu Gore-Tex ®
Suture CV-4. Gore-Tex ® la nhén hiéu da dang ky cua WL Gore & Associates, Inc.,
Flagstaff, AZ 86004.

Kim dau nhon 22mm

Kim dau nhon 18mm

Do dai vong chi

3/8 vong tron

1/2 vong tron

3/8 vong tron

1/2 vong tron

c6 thé diéu chinh

CXL-20-2238-0

CXL-20-2212-0

CXL-20-1838-0

CXL-20-1812-0

12mm

CXL-20-2238-12

CXL-20-2212-12

CXL-20-1838-12

CXL-20-1812-12

16mm

CXL-20-2238-16

CXL-20-2212-16

CXL-20-1838-16

CXL-20-1812-16

20 mm

CXL-20-2238-20

CXL-20-2212-20

CXL-20-1838-20

CXL-20-1812-20

24mm

CXL-20-2238-24

CXL-20-2212-24

CXL-20-1838-24

CXL-20-1812-24

Chi khau 3-0*
Chi phau thuat stra van tim hai |4 Chord-X Pre-Measured Loops for Mitral Chordal
Replacement va Chi phau thuat sira van tim hai la Chord-X Suture System for
Mitral Chordal Replacement Kich thuéc chi USP 3-0 la san pham tuong ty nhu chi
kh&u Gore-Tex ® CV-5. Gore-Tex ® la nhén hiéu da dang ky cia WL Gore &
Associates, Inc., Flagstaff, AZ 86004.

Kim dau nhon 22mm

Kim dau nhon 18mm

Do dai vong chi

3/8 vong tron

1/2 vong tron

3/8 vong tron

1/2 vong tron
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CXL-30-2212-0

CXL-30-1838-0

CXL-30-1812-0

CXL-30-2212-12

CXL-30-1838-12

CXL-30-1812-12

CXL-30-2212-16

CXL-30-1838-16

CXL-30-1812-16

CXL-30-2212-20

CXL-30-1838-20

CXL-30-1812-20

c6 thé diéu chinh CXL-30-2238-0
12mm CXL-30-2238-12
16mm CXL-30-2238-16
20 mm CXL-30-2238-20
24mm CXL-30-2238-24

CXL-30-2212-24

CXL-30-1838-24

CXL-30-1812-24

1 hop =5 hop dong goi don vo tring

7.CACH THUC CUNG CAP

Tat ca cac cau hinh déu dugc cung cip ciing (2) miéng gac kich thude 0,118 X 0,276 X 0,073 inch (3 X 7 X
1,85 mm). T4t ca cac soi chi dugc sir dung dé ché tao bo phan nhan tao déu co chiéu dai 32 inch.

Chi phau thuat stra van tim hai la Chord-X Pre-Measured Loops for Mitral Chordal Replacement va Chi
phiu thuat sira van tim hai 14 Chord-X Suture System for Mitral Chordal Replacement dé thay thé day
chang van hai 14 dugc cung cap v tring trir khi tinh toan ven cua g6i hang bi xam pham. Khéng sir dung
thiét bi néu goi da bi xam pham. Thiét bi nay chi danh cho st dung mot lan.

8.GIAI NGHIA CAC BIEU TUQNG

Tham khao Huéng dan st dung

® Khong dugc tai st dung

S6 catalogue

Str dung trudc ngay

LOT| S6 16
| ec [rRer|  Dai dién uy quyén tai cong ddng Chau Au

& Than trong
@ Khéng sir dung néu bao bi bi hu hai

HINH MINH HQOA
Hinh 1:
1. Vong chi nhén tao do trugc Chord-X™,

E Tiét tring biang Ethylene Oxide

BCEROS

S6 luong

Kim dau nhon

Chu so hitu san pham

Ngay san xut

Chi hai tay

Khong khir trung lai

2. Hinh minh hoa can canh Vong chi do truéc nhan tao Chord-X™ c6 dinh kém gac va cé cac vong chi
duoc duge do trudc va duoc buoc san vong chi.

Hinh 2:
1. Hé thdng chi nhan tao Chord-X™.




2. Hinh minh hoa c4n canh Hé théng chi nhan tao Chord-X™ c¢ dinh kém gac va c6 cac soi chi khong
buoc

Hinh 3:
1. Cit bo vong chi khdng mong mudn khoi Vong chi nhan tao do truéc Chord-X™: Cét bo cac vong chi
nhan tao khdng mong muén bang cach cit mét soi chi ¢ gitta n(t that va soi nha.

Hinh 4:
1. Cit bo cac soi chi khdng mong muébn khoi Hé thong chi khau nhan tao Chord-X™ c¢6 thé diéu chinh:
Cit bo céc soi chi khdng mong mudn bang cach cat mot soi chi khau day chang van tim.

2. Catbo soi chi khdng mong mudn bang céch cat bo toan bo soi chi.

Than treng: Can biét ring néu cit 2 sei, sé c6 mdt doan chi noi tw do can dwgc lay lai.
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Hinh 5: Vi tri khau nhd.

Hinh 6: Cach dt 14 van va thit nat caa Chi phau thuat sira van tim hai 14 Chord-X Pre-Measured Loops for
Mitral Chordal Replacement.

Hinh 8: Thay thé day chang van cudi cing.
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