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PHAN 1 HUONG DAN SU* DUNG

PHAN 1.1 MO TA

Gelsoft™, Gelsoft™ Plus & Gelseal™ 14 mach mau nhan tao polyester dan soi tdm gelatin, duoc thiét ké dé
stra chira hé théng mach mau

Gelweave™ |3 mach mau nhan tao polyester dét soi tAm gelatin, dwoc thiét ké dé stva chiva hé théng mach
mau
Loai mach mau Gelseal™ va Gelweave™ c6 nhanh giup tai cAu tric cac mach mau xuét phat tir cung dong

mach chil va cho phép gén véi thiét bj may tim phdi nhan tao. Cac diém danh dau can quang (chi déi véi mach
mau Gelweave ™) gilp quan sat in vivo.

PHAN 1.2 CHi BINH SU’ DUNG

Mach mau nhan tao dét soi

CHi PINH SU’ DUNG
(Pa dwoc CE phé duyét)

Gelseal™ Stra chiva hé théng mach mau, nhw thay thé hoac bac cau
doéng mach bj phinh, tac.

Gelseal™ Ante-Flo™ Ante-Flo™ duoc chi dinh @& thay dong mach chi nguc bi phinh
va/ hoac bi xo vira.

Gelseal™ Extra Anatomical Stra chiva hé théng mach mau, chi yéu la bac cau dui-dui/nach-dui va
tai cdu tric dui-khoeo dui.

Gelseal™ ¢6 nhanh Sira chiva hé théng mach mau, nhw thay thé hoac bac cau
déng mach bj phinh, tac.

Gelsoft™ Stra chiva hé théng mach méau, nhw thay thé hoac bac cau
doéng mach bj phinh, tac.

Gelsoft™ Extra Anatomical Stra chiva hg thédng mach mau, chi yéu 1a bic cau dui-dui/nach-dui va
tai cau truc dui-khoeo dui.

Gelsoft™ Plus Siva chiva hé théng mach mau, nhw thay thé hoac bac cau
dong mach bj phinh, tac.

Gelsoft™ Plus Extra Sira chiva hé théng mach mau, chi yéu la béc ciu dui-dui/nach-dui va
Anatomical tai cAu tric dui-khoeo dui.




Mach mau nhan tao dét soi

CHIi PINH SU’ DUNG
(Pa dwoc CE phé duyét )

Sira chiva hé théng mach mau, nhw thay thé hoéc bac cau

Gelweave™ Straight (dang ddng mach b phinh, tac

théng)

Sira chiva hé théng mach méau, nhw thay thé ho&c bac cau

Gelweave™ Ante-Flo™ (dang dong mach bj phinh, tac.

khong ¢6 nhanh I&n néo) Ante-Flo™ dwoc chi dinh dé thay ddng mach chi nguc bi

phinh va/ hodc bj xo vira.

Stra chiva hé théng mach mau, nhw thay thé hodc bac cau

Gelweave™ Bifurcate déng maCh bl ph‘lnh, téC.

(dang chir Y)

Sira chira hé théng mach mau, nhw thay thé hodc bac cau déng

Gelweave™ branched (dang mach bi phinh, tac.

phan nhanh, cé hoac khoéng

¢6 didm danh dau can quang) Mach mau Plexus con dwoc chi dinh dé thay quai ddng mach chi

va cac nhanh chinh ctia déng mach cha, nhw than dong mach canh
tay dau, ddéng mach canh chung va déng mach dwéi don.

Stra chiva hé théng mach mau, nhw thay thé hoéc bac cau dong

Gelweave™ Collared Ante- mach bj phinh, tac.

Flo™& Plexus (c6 va

khéng cé diém danh dau Mach méu c6 cb néi Collared/Siena con dwoc chi dinh st dung &
can quang) giai doan 1 clia phau thuat md hé dé stra chiva phinh quai déng

mach chl bang ky thuat voi voi.

Stva chiva hé théng mach mau, nhu thay thé hoac bac cau déng mach
Gelweave™ Valsalva bi phinh, tac.
Gelweave™ Valsalva dwoc chi dinh dé stra chiva hodc thay dong mach
chi nguwe bi hdng hodc bi bénh do phinh, I6¢ tach hoac xo viva.

Mach mau Gelweave™ cd nt}énh, ké ca mach mau Siena con coé thé

duoc st dung dé chuyén ndi mach nudi ndo (debranching) nhuw tai tao dong
Gelweave™ branched (dang mach chu va trong k¥ thuat Hybrid. Hybrid la phwong phap diéu tri phé{i hop
phan nhanh) ké ca Siena chuyén ndi mach nudi ndo bang md hé va stra chiva dong mach chl béng
phwong phap ndi mach. Phuong phap Hybrid va chuyén ndi mach nudi nao
(debranching) chi dwoc chi dinh thwe hién theo quy dinh phé duyét cla dia
phwong

Chu y: San phadm dwoc cap theo phé duyét ctia co’ quan quan ly tai dia phwong.
PHAN 1.3 CHONG CHi BINH

Mach mau nhan tao Gelsoft™, Gelsoft™ Plus, Gelseal™ & Gelweave™hdng dwoc cdy ghép cho bénh nhan
dang bi nhi&m tring ho&c man cam véi polyester, tantalum (chi déi véi mach mau Gelweave™) hoic cac vat liéu ¢
nguédn gbc tr bo.

Mach mau nhan tao Gelsoft™, Gelsoft™ Plus, Gelseal™ & Gelweave Bhéng chi dinh dé stra chira mach vanh,
rd théng néi dan mau (vi du nhw, thdm tach mau) va dat shunt phéi.
Mach mau nhan tao Gelsoft™ & Gelsoft™ Plus chéng chi dinh st dung cho nguec.

Mach mau nhén tao Gelsoft™, Gelsoft™ Plus, Gelseal™ & Gelweave™ chéng chi dinh s& dung ngoai giai
phau (TR mach mau dui-dui/nach-dui Gelsoft™/Gelsoft Plus™/Gelseal™*), vi tri phdi, s dung trong dat shunt
phdi hoéc va tim.

*Mach mau dui-dti/nach-dui Gelsoft™, Gelsoft™ Plus, Gelseal™ dwoc cip theo phé duyét clia co quan quan ly
tai dia phwong.



PHAN 1.4 CANH BAO VA THAN TRONG

1. Vat liéu mach mau nhan tao Gelweave™ c6 cAu truc dét soi do d6 phal duoc cét bang dao cét dét dé tranh bi son
mach mau. LPU Y: NGAM MACH MAU TRONG NU'O'C MUOI VO TRUNG NGAY TRU'O'C KHI SU’ DUNG SE
NGAN LAM CHAY MACH MAU, BIEU CO THE XAY RA TRONG QUA TRINH CAT BOT. BUOC NAY KHONG
CAN NEU MACH MAU DA BU'Q'C RUA BANG RIFAMPICIN VA/HOAC HEPARIN. Mach mau phai dwgc ngam
trong nwéc mudi vé tring trong 5 phit. Néu ngam qua 5 phit ¢é thé 1am mach mau dé bi ro ri khi ciy ghép.
Vascutek khuyén céo khdng ngam thiét bi qua 5 phut vi ¢é thé lam thly phan gelatin, anh hudng dén két qua
|am sang. Khdng dé mach mau bi kho sau khi ngam.

2. THAN TRONG BO SUNG VOl TAT CA MACH MAU DAN SO'. S’ DUNG DAO BPOT CHO MOQI LOAI MACH
MAU POLYESTER PU'QC TAM GELATIN CO THE GAY CHAY. NGAM MACH MAU TRONG NU'G'C MUOI
VO TRUNG, RIFAMPICIN VA/HOAC HEPARIN BE CHONG CHAY. Mach mau phai dwgc ngam trong nwéc
mudi vé triing trong 5 phut. Néu ngam qua 5 phut co thé lam mach mau dé bi ro ri khi ciy ghép. Vascutek
khuyén cao khéng ngam thiét bi qua 5 phut vi ¢ thé 1am thiy phan gelatin, anh hwdng dén két qua lam sang.
Khéng dé mach mau bi kho sau khi ngam.

3. KHONG CAN TRANG BE MAT. DBay la nhitng mach mau da duoc tAm gelatin va khdng phai trang bé mat.

4. KHONG SU’ DUNG SAU NGAY HET HAN. Sau ngay hét han, sy ngam tdm gelatin cé thé khong con dap
(rng céc thong sb thiét ké do phan &ng thay phan.

5. KHONG TAI TIET TRUNG. CHi SU’ DUNG MOT LAN. Khong st dung lai, tai ché lai hay tiét tring lai. Viéc

tai stv dung, tai ché hay tiét triing lai c6 thé pha vé& cAu trdc cha thiét bi, va/hodc Iam hdng thiét bi, theo d6, co
thé dan dén tdn hai strc khde hodc 1am bénh nhan to vong. Viéc tai st dung, tai ché hay tiét trung lai cling co
thé dan dén nguy co nhiém ban thiét bi va/hoac lam bénh nhan bj lay nhi&m, lay nhiém chéo, bao gém nhuwng
khéng gi¢i han lay bénh truyén nhi&m tir bénh nhan nay sang bénh nhan khac. Thiét bj nhiém ban c6 thé khién
bénh nhan bj thwong tat, &m yéu hoac t& vong.

6. Mach mau nhan tao phai dwoc cly ghép trong vong mét thang sau khi lay khéi tdi nhém. Xem phan 2.3 Béng
goi.

7. St dung kep co6 thé lam hdng mach mau nhan tao. C6 thé st dung loai kep khong gay chan thuong, Iy twéng
la str dung loai kep c6 ham kep mém va thwe hién voi lwc nhé nhat. Tranh s dung lwc qua manh vi co thé lam
hdng soi polyester va 1am anh hwdng dén sy ngam tdm gelatin.

8. Tranh kéo cang mach mau nhan tao.

9. Nén st dung kim dau thudn, than tron khi ciy ghép mach mau dé giam thiéu nguy co’ lam héng sgi Vai.

10.  Néu can dudi khi thi phai st dung c& kim nhd. Kim 19G la da. Kim tiém cé mét cat vat co thé gay ro riva
can phai stra chiva bang céch khau lai.

1. Can hét strc can than khi thwe hién tha thuat voi voi. Mac du tha thuat nay c6 hiéu qua, nhwng van cé mét vai bao
cdo vé hién twong chay méau 6 at tir mach mau da cly ghép trong khi phau thuat giai doan hai. Kha nang lién thwong clia
tivng bénh nhan co thé 1a mot yéu td can xem xét.

12.  Than trong b sung cho mach mau Gelweave™ Valsalva. D6i véi ki thuat Iap van, can dam bao dau
mép ndi dwoc khau véi diém ndi xoang - dng dong mach chii mai (ndi than mach mau cay ghép vao than duéi).
13. Than trong bd sung cho mach mau cé cé néi Gelweave Siena™. Sy tai hap thu chat tAm mach mau
sé& hoan thién trong 14 ngay ké tir giai doan md hé dau tién. Néu cn md hé giai doan hai, thao tac va kep can than doan
xa clia mach mau cay ghép quai dong mach chl dé gidm chay mau qua phan nay cla thanh mach

cay ghép.

14. Than trong bd sung cho ky thuat Hybrid. Vascutek Ltd. chi khuyén cdo s dung nhanh bén 8mm va
10mm khi thwc hién chuyén néi mach nudi ndo va k¥ thuat hybrid lién quan. Bam bao nhanh bén cda mach mau
céy ghép cé dwdng kinh trong phu hop véi mach mau céy ghép can thiép ndéi mach, vi du 6ng théng 20F hoac
22F nén dwoc st dung véi nhanh bén 8mm va éng théng 20F, 22F, 24F ho&c 26F dwoc st dung véi nhanh bén 10mm. **
15. Qua trinh san xuat mach mau nhan tao tAm Gelatin cé st dung tac nhan lién két chéo formaldehyde dé
dat dwoc hiéu qua cly ghép. Moi mach mau nhan tao tAm Gelatin déu dwoc rira béng nwéc RO dé giam
formaldehyde ton duw, tuy nhién Iwgng tén dw nay c6 thé van con trong mach mau da hoan tat. Formaldehyde
con duoc tim thAdy mot cach tw nhién & mirc thap trong co thé, mot trong s6 d6 ¢ ngudn gbc tir thuc pham.
Formaldehyde duwoc biét dén nhw mutagenic va carcinogenic. Rui ro clia nhirng tac hai tiém an tir san pham
chwa dwoc cong bé trén phwong dién lam sang.

16. Méc du nhitng mach mau nhan tao nay dwoc tm gelatin, nhwng déi khi van cé thé nhin thay nhiing ro

ri ndi phdu & dwdng may nhanh.

*“*Hybrid va chuyén ndi nhanh nuéi ndo dwoc chi dinh theo phé duyét clia co' quan quan ly tai dia phuong.



PHAN 1.5 TU VAN BENH NHAN VA S CO BAT LQI

TU VAN BENH NHAN

Bac si nén néi rd moi rdi ro va loi ich lién quan khi tw v&n bénh nhan st dung mach mau nhan tao va cac

quy trinh tién hanh lién quan.

Vascutek Ltd. khuyén céo bac si théng tin cho ngwdi bénh moi rii ro va loi ich lién quan bang van ban, bao

gdm nhwng khdng giéi han:

. do tudi va tudi tho
. rdi ro va lgi ich khi thyc hién quy trinh
. rdii ro lién quan dén diéu tri khong can thiép hodc quan ly y khoa

. yéu cau theo ddi lau dai

Chi tiét céc rai ro xay ra trong hodc sau khi cdy ghép mach mau nhan tao dwgc néi rd trong phan sy cb bat loi

tiém an.

Vui long hwéng dan ngwdi bénh cach chdm séc hau phau ding cach, k& ca viéc han ché van dong viing bi

anh hwéng trong thoi gian dwdng bénh.

CAC sU CcO BAT LOI TIEM AN

Su cb bét lgi co thé xay ra va/ hodc yéu cau can thiép , bao gdm nhung khong gi¢i han danh cho:

Huyét khéi dong mach hoac tinh mach

S tvviemtlich

Thong ro dong tinh mach

PhIn. ngd . ngv, ipolyester/ gelatin

Hoi chirng hep Pht,
Co that mach hoac tén thwong mach Suy La ting
Héng mach T vong

Nhi&m tring phinh mach

Tang sinh 1&p &o trong

T4c mach nhan tao

Gidn mach mau nhan tao

Tiét dich

Suy gan

Nhi&m tring mach nhan tao / vét md

Bién chirng bach huyét nhw rd mach bach huyét

Tén thwong déng mach nhuw thiing, I6¢c tach, chay
mau, v& va tlr vong

Bién chirng than, vi du réi loan chirc ndng than, tac
dong mach, that bai, nhdi mau

Chay méau, mét mau, tu mau, réi loan déng mau, mé
lai

Bién chirng rudt, nhw tac rudt, thing, thiéu mau
thoang qua, nhdi mau, hoai ttr

Mach phinh to, v&, t& vong

Bién chirng vét thwong, nhw nGit, nhidm trung, tu
mau, tiét dich, viém mo té bao, dau

Bién chirng bd phan sinh duc, nhu: Thiéu mau cuc
bd, bao mon, rd i, khdng tw cha, tiéu ra mau, nhiém
tring, mat kha nang.

Bién ching tim, nhw réi loan nhip tim, nhdi mau co
tim, suy tim sung huyét, ha huyét ap, tang huyét ap

Bién chirng hd hap, vi du viém phdi, suy ho hép, dat
noi khi quan kéo dai, pht phéi

Bié:n chirng than kinh tai chS hodc toan than, nhw
nham Ian, dét quy, con thiéu mau ndo thoang qua,
liét hai chi dwai, liét nhe hai chi dwéi, té hai chi duwoi.

Gia phinh mach

BAO CAC CAC SU CO BAT LO1 LIEN QUAN BDEN SAN PHAM
Bét cv sw cb bét loi ndo lién quan dén Gelsoft™, Gelsoft™ Plus, Gelseal™, hay Gelweave™ déu phai dwoc
b&o cdo ngay lap tirc vé Vascutek Ltd. qua dia chi email complaints@vascutek.com hodc qua nha phan phéi tai

dia phuong.

PHAN 1.6 CAC HUONG DAN BO SUNG

Mach mau nhan tao Gelsoft™, Gelsoft™ Plus, Gelseal™ & Gelweave™ nén dwgc ngam hoan toan trong
nwéc mubi vo tring khodng 5 phit. Khéng dwoc d& mach mau bi khd sau khi ngam.

Lwu y: Khdng yéu cau thue hién thao tac nay véi mach mau da rira Rifampicin va/ hodc Heparin.
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Hwéng dan bé sung cho mach mau nhan tao Plexus va Ante-Flo

Bat dau twéi mau xubi dong Ong théng bac cau phai dwoc dat & nhanh bén clia mach mau Ante-Flo va 4-
Branch Plexus, va dwgc gan chat.

Hoan thanh tw6i mau xuéi dong: Khi hoan tét viéc béc cau, nhanh bén dng théng ctia mach mau Ante-Flo va 4-
Branch Plexus phai dwoc cat bé va phan con lai dwoc khau néi vat bang ky thuat phau thuat tiéu chuan

Hwéng dan bé sung cho mach mau nhan tao Gelweave™ Valsalva

Déng mach vanh nén dwoc khau ndi vao doan than dwéi clia mach mau Gelweave™ Valsalva. C6 thé st dung
cb ndi doan gan dé& gén tim van nhan tao hodc dwoc cét bd/ldn ra ngoai trong tha thuat 1ap van tuiy theo lwa
chon clia bac sy phau thuat.

Mach mau Gelsoft™, Gelsoft™ Plus, Gelseal™ & Gelweave™ c6 thé si dung véi Heparin va/ hodc
Rifampicin khang sinh. Vui ldng tai hwéng dan cho cac quy trinh chon thém bén dwdi .***

*** Cha y: Quy trinh trang Rifampicin/Heparin phai dwoc co quan quan ly tai dia phwong phé duyét va
khoéng dwoc phé duyét tai My, Canada hay Singapore.?

Vui ldng can nhéc viéc can ap dung liéu phap chdng déng cho bénh nhan trong va sau phau thuat.
Trang Rifampicin (Quy trinh tay chon)
Trong sudt qua trinh thwe hién quy trinh, can phai tuan thi thuc hanh phong phau thuat tiéu chudn dé dam bao
mach mau ludn vo trung va cac vat dung lién quan khong bi anh huéng

Buéc 1 Bwéc 3

Bwéc 4

Sau 5 pht, lay
mach mau ra —

Bom hén hop nuwéc
mu0|/r|famp|cm/hepann

Lay, 40ml4. Tr@n SQO_mg . Léy 10ml dung dich qua nap tyvek clia vi dé rao trwdc khi
nwoe muol Rifampicin véi  Rifampicin ti budc chtra mach mau. Can chy ghép.
véo xi-lanh 10mi chdt pha  (2) vao xi-lanh 50ml than dé khong lam

héng mach mau, l&c vi
chtra dé dung dICh bao
pht toan b mach
mau.

dé tang dung tich

105
oang 1én du 50ml

Trang Heparin cho mach mau nhan tao tim Gelatin

Trong sudt qua trinh thuwe hién quy trinh, can phai tuan tha thuc hanh phong phau thuat tiéu chun dé
dam bao mach mau luén vo tring va cac vat dung lién quan khéng bi anh hwéng

Bwéc 1 Bwérc 2 Buwéc 3

! ¥

| =

Bworc 4

Sau 5 pht, lay

Rut 20.000 Lam day xi- Bom dung dich heparin

don vi lanh t&i mirc qua nap tyvek cua vi chtra mach mau ra —
Heparin vao 50ml bang mach mau. Can than dg rao trwde khi
xi-lanh 50ml NUGC Mudi khong lam hdng mach cy ghép.

mau, lac vi chiva dé dam
bao dung dich bao phu
toan bé mach mau.



PHAN 1.7 AN TOAN CONG HUONG TU (MRI)

Mach mau Gelsoft™, Gelsoft™ Plus, Gelseal™ & Gelweave™ khong c6 danh déu can quang nén khong
chiva bat ky thanh phan tir tinh hodc kim loai nao, do dé co thé hiéu la twong thich cong hwéng tir MRI. Bai
vay, khdng cé kiém nghiém chinh thirc nao dwoc tién hanh trén cac mach mau nhan tao nay.

Mach mau Gelweave™ c6 danh dau can quang, nén dwoc xac dinh la MR c6 diéu kién. Cac kiém nghiém phi
1am sang xac dinh mach mau nhan tao cé danh d4u can quang thudc nhém MR c¢é didu kién. Bénh nhan da cay
ghép mach mau nhan tao cé thé dwoc chup cong hudng tir mét cach an toan, ngay lap tic sau khi cdy ghép
dwoi cac didu kién sau:

Tir treong tinh
- T trwdng tinh 3 Tesla tré xuéng
- Tw trwdng bién thién khong gian téi da 720 Gauss/cm tré xubng

CONG HUONG TU LIEN QUAN DEN NHIET

Trong xét nghiém phi 1am sang, cac doan mach c6 danh dau can quang lam nhiét do tang trong khi chup MRI
trong 15 phut (mdi chudi xung) béng hé thédng MR 1.5 Tesla/64 MHz (Magnetom, Siemens Medical Solutions,
Malvern PA. Phan mém Numaris/4, May quét tir trudng ngang phién ban Syngo MR 2002B DHHS Active-
shielded) va Hé théng MR 3 Tesla (3 Tesla/128 MHz, Excite, HDx, Software 14X.M5, General Electric
Healthcare, Milwaukee, WI):

1.5 Tesla 3 Tesla
Hé théng MR béo céo, SAR trung binh 2.9 W/kg 2.9 W/kg
toan co thé
Gia tri do lwong calo, SAR trung binh toan 2.1 Wikg 2.7 Wikg
co thé
Thay d6i nhiét d6 cao nhét +1.7°C +2.0°C

Mrc nhiét d6 thay d6i nay sé khéng gay nguy hiém cho con ngudi theo cac didu kién néu trén.

Théng tin mé hinh

Chét Iwgng hinh anh MR c6 thé bj anh huéng néu viing muén chup ndm trong ciing mét viing hodc gan véi vi
tri cac diém danh dau can quang. Do do, cé thé can phai tdi wu héa cac thong sb chup MR dé bu lai cho sw
xuét hién cla thiét bi nay. Kich thué'c mé hinh téi da (c6 thé quan sat théy trén chudi xung echo bién thién) kéo
dai x&p xi 10 mm twong &ng véi kich thuwéc va hinh dang cua thiét bj cay ghép nay.

Chubi xung T1-SE T1-SE GRE GRE
Kich thwéc khoang tin hi¢u | 15 828mm? 1,424mm? 19,077mm? 2,012mm?
Dinh huong mét phéng Song song Vudng goc Song song Vubéng goéc

Théng tin nay dua trén théng tin tr Co quan Quén ly Thwe phdm va Dugc pham va Hiép hoi Thir nghiém va
Vat liéu Hoa Ky (ASTM) Quéc té, Ky hiéu: F2503-08. Quy pham thuc hanh chun vé Thiét b Y t& danh déu va
céc thiét bi khac dam bao An toan trong Méi triéng cong hwéng tir.

PHAN 2 THONG TIN BO SUNG

PHAN 2.2 NGUON GOC GELATIN

Vascutek st dung gelatin san xuét tw dong vat ban dia va duwgc nudi doc quyén tai My. My dwoc phan loai la
qudc gia cé nguy co 1ay nhiém bénh bo dién BSE khéng dang ké theo tiéu chi phan loai OIE (duoc Lién Minh
Chau Au théng qua theo Quy dinh (EC) N°722/2007). Gelatin sé thly phan trong khoang 14 ngay va duoc thay
thé bang lién k&t mo thwong.

PHAN 2.2 TIET TRUNG

Mach mau nhan tao duoc tiét tring béng ethylene oxide, dwoc cung cdp dudi dang vé trung. Niém phong
Tyvek® & ca khay gitra va khay trong phai con nguyén. Néu khay bi hw héng thi mach mau nhan tao khong con
vo triing. Lwu y: Trong trwéng hop rach hdng bao bi chinh, khéng dwoc phép st dung san phadm ma ngay lap
tire gli tré lai cho nha cung cép.

THAN TRONG: KHONG DU'Q'C TIET TRUNG LAl MACH MAU.

1
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PHAN 2.3 PONG GOI

Cac khay dwoc dong goi kin trong tui nhdm, nhw mdt mang bao chéng thdm nwéc va bao quan téi wu dac tinh
clia mach nhan tao. Ngoai ra con cé géi hit &m kém trong tdi dé thwc hién muc dich nay. Lwu y: Tui nhém va
khay ngoai khong vé triing. Chi cé thé dwa khay trong cting vao khu virc vé tring.

PHAN 2.4 BIEU KIEN BAO QUAN
Bao quan & noi sach s€&, kho thoang, nhiét dé phong.

PHAN 2.5 NHAN PHY
Nhan phu dwoc dan vao hd so' y ba clia bénh nhan dé theo doi thiét bi.

PHAN 2.6 GUI TRA THIET BI

T4t ca cac mach mau da thao can tra lai cho Vascutek dé phan tich cang som cang tét. Trong trwdng hop phai
tra lai mach mau da cay ghep cho Vascutek, can phai dong phan mach mau va cac thiét bl khac st dung trong
quy trinh vao hop dung thiét bi clia Bd phan Bam bao Chét lwong clia Vascutek. Né&u can, cé thé yéu cau bod
dung cu thao cdy ghép tai complaints@vascutek.com hoéc théng qua nha phan phéi khu vire, dé thu héi va bao
quan mach mau da thao hodc cac bo phan khac dé chuyén dén Vascutek.

PHAN 2.7 THAI BO THIET Bl ‘ .
Dam bao cac yéu clu clia qubc té va khu vire vé thai bd rac thai 1am sang truyén nhiém

PHAN 3 TAI LIEU LAM SANG THAM KHAO

Cac san pham mach mau polyester tdm gelatin clia Vascutek da dwoc st dung 1am sang trén 30 nam 3

Mach mau tAm gelatin doc dao ctia Vascutek cho phép trang Rifampicin khang sinh, dé giam tiém an nhiém
trang cay ghép sau phau thuat. 4

Thiét ké da dang v&i nhigu hinh thai mach mau phi hop véi stra chiva hé théng mach mau, vi du: gbc dong
mach chi, quai ddng mach chd, ddng mach chi ngwe-bung, bac cau déng mach nach- dui, ddng mach chu
bung’ ngoai bién_1,5,6,7‘8,9,10‘11,12,13‘14

Mach mau Gelweave™ Valsalva da dwoc st dung 1am sang dé stra chiva gbc dong mach chi.5¢

Thiét két da dang ctia mach mau cé nhanh Gelweave™ nhw Ante-Flo™, Plexus, Siena, Lupiae va Coselli dap
(rng cho mét loat cac thu tuc cy ghép quai ddng mach chii va ngwe-bung.17:89.10.11

KINH NGHIEM LAM SANG

Gelsoft™

Stra chira dong mach chu bung

Mot thir nghiém Iam sang da dwoc thuc hién dé danh gia sw an toan va hiéu qua ctia viéc cdy ghép mach mau
Gelsoft ™ trong diéu tri phinh va tic dong mach, bang cach thay hodc stra chiva dong mach chd bung. Nghién
clru lam sang co s tham gia ctia 65 bénh nhan tai hai trung tam & Hoa Ky va 100 bénh nhan dwoc ciy ghép
tai Bénh xa Hoang gia Glasgow & Scotland, Vwong quéc Anh. Béi tweng nghién ctru cé do tudi tir 35 dén 83 va
ty 1& ni:nam 1a 1: 4 la dién hinh clia nhi¥ng bénh nhan trai qua loai phau thuat nay.

Bénh nhan & Hoa Ky dwoc theo déi bang kiém tra thé chét, trong 12 thang sau phau thuat va bénh nhan &
Vuwong qudc Anh duoc theo déi 25 dén 59 thang sau khi cdy ghép. Cac diém chinh ctia chdy mau néi phau qua
doan cly ghép va sw thong thoang nguyén phat dwoc so sanh véi mach mau Gelseal™ da dwoc phé duyét cia
Vascutek.

Khoéng c6 bién cb bét loi xay ra do rdi loan chirc n&ng ctia mach mau cly ghép va khong co tir vong lién quan
dén mach mau cdy ghép. Tang dwong kinh mach mau cdy ghép sau phau thuat da dwoc quan sat thdy trong
thtr nghiém lam sang tai viing bung, tuy nhién hién twong nay, thwéng duoc biét 1a c6 lién quan dén mach mau
dan soi 1516 va khong cé y nghia lam sang. Cac bién cb béat loi chinh dwoc ghi nhan trong thér nghiém lam sang
tai viing bung la chay mau va thuyén tac doan xa. D@ liéu hiéu suat va an toan ctia Gelsoft ™ khi cay ghép tai
viing bung dwoc phan tich theo gidi tinh khong cho thdy sw khac biét vé tinh an toan va hiéu qua khi cdy ghép
mach mau Gelsoft ™ & nam va nir.

Stra chira mach mau ngoai vi

Mot thtr nghiém da dwoc thue hién dé so sanh sy thong thoang clia mach mau Gelsoft ™ va ePTFE cho
phwong phap bac cau khoeo dui. Nghién cru 1am sang lién quan dén 108 bénh nhan tai ba trung tam & Uc.
Thoéng néi doan xa duoc thwe hién phia trén dau géi & 75 bénh nhan va phia dwéi dau gbi & 33 bénh nhan.
Bénh nhan dwoc theo déi sau phau thuat bang cach kidm tra thé chét trong 1 dén 53 thang, véi trung binh la 19
thang va trung binh 1a 18 thang. Khéng c6 su khac biét gitra cac nhém diéu tri lién quan dén su théng thoang
nguyén phat va thi» phat ctia mach mau cay ghép.


complaints@vascutek.com

Gelseal™

D@ liéu an toan va hif}u qua lam sang duoc thu thap tL‘y 180 phau thuat & bung & bénh nhér] nghién ctru chin~h,
cho bénh phinh va tac mach & Hoa Ky va Vuwong quoc Anh. 53% bénh nhan khéng co bién chirng sau phau
thuét, trong khi 47% co6 it nhat mot bién ching.

Khéng cé bién chirng nao duoc cac nha diéu tra coi 1a co lién quan dén mach mau cly ghép (ké ca 61 truong
hop thiéu mau cuc bo doan xa téi mach mau cly ghép, duoc cho 1a két qua cla tién trién bénh, lwu lwong tim
yéu hodc thoi gian thiéu mau cuc bd dai trong qua trinh phau thuat). Mot sb bién chirng da dwoc phan loai 1a
"khéng ré nguyén nhan". Chung bao gém cac bién chirng nhu sét khéng ré ngudn géc, tiét dich, ban dd, nén
mira va tiéu chady ma khong c6 van dé vé dwong rudt, kho thé ma khong cé van dé vé phdi, dau khép, suy than
va chan tay khong cam giac.

C6 téng cong 15 trwong hop ti vong: khodng c6 trdng hop nao lién quan dén mach mau cay ghép. Ty & dinh
phi bdo hiém moét nam (khéng tinh cac bién chirng sau phau thuat) tor cac bénh nhan cay ghép mach mau
Gelseal ™ tai Hoa Ky, cho céc sw cb thdng thoang, tir vong, nhidm tring mach cay ghép va nghén mach huyét
khéi 1&n lwot 1a 100%, 93,4%, 98,5% va 97,9%. D6i véi bénh nhan tai Vwong qubc Anh, ty Ié twong Gng la
97,9%, 95,8%, 100% va 97,9%.

Gelweave™

M, tth nghi mIom s ng L« L€ cth chi nLWL8&nhgi§s antonv ™ hi uqul cbly ghép mich m8u Gelweave

E twtSitdo I’ ng mich ch, ng c.Nghi°nc ul€ cth chi ntlibatrungtom” HoaK8v c- f ngc ng 69

b nh nhon (Gelweave E v'" L ich, ng). B nhnhon '€ c theo d»i trong m tnkm v I'&nh gi§ bung c&ch kiwm

tra thW chblt. " i t€ ng nghi°nc, u Gelweave E I"43%n_ v 57% nam v trongl, tu it 37 L/Jn83tu i. Vi c

thblt tho§t m&u qua mUch m&u chly gh®p trong qus trinh phxu thudt '€ ¢ b§o c§o I'" 5% (2 trong 40) mYch m&u

chly gh@p Gelweave, '€ ¢ so s§nh v, i 67% (14 trong 21) mich m8u L i ch ng khing tXm v'" 14% (2 trong 14)

much m8§u L ich ng c- tXm. Khing c- b§o c§o n"y vQ hi nt€ ng mblt m§u qua mtch m8u cbly gh®p L i v, i

m i lodi mUch m8u sau phxu thudt. Khingc- s, ¢ b nhiT (g m nhi m trsng mtch m&u cbly gh®p, tdc mich v

ph3nh mYch do chbin th€hng) li°n quan L/Jn mlch m8u Gelweave™ v'* khing c- t vong lién quan L/n mUch

m8u cbly gh®p. So s&nh c&c bi/jn ¢ b nh [T theo gi, i t2nh cho thbly ring Gelweave E an to”'n nh€ nhau’ nam

giiv'on gii

Tél LI U THAM KHAO

1. Hybrid three stage repair of mega aorta syndrome with the Lupiae technique. N Troisi et al. The
Journal of Thoracic and Cardiovascular Surgery, March 2013

2.  Rinsing of gelatin sealed prostheses with Rifampicin and Heparin. BSi ENQ# 10020927

3.  Experimental and Clinical Experience with a Gelatin Impregnated Dacron Prosthesis. J K Drury et al.
Annals of Vascular Surgery 1987; 5: 542-547

4.  Rifampin Bonded Graft European Trial: (RBGET) Meeting May 1995 O A. Goéau-Brissonniere et al.

5.  Long-term results of the valve reimplantation technique using a graft with sinuses. R De Paulis et al.
The Journal of Thoracic and Cardiovascular Surgery Volume 151, Number 1, January 2016

6. Modified Bentall Operation with Bioprosthetic Valved Conduit:Columbia University Experience. M
Tabata et al. Annals of Thoracic Surgery 2009; 87:1969-1970

7. The “Elephant Trunk” Technique Made Easier. Eugenio Neri et al. Annals of Thoracic Surgery 2004;
78:17-18

8.  Pan-aortic hybrid treatment of mega-aorta syndrome. AA. Shah et al. Journal of Vascular Surgery, May
2011

9. The Gelweave Polyester Arterial Prosthesis. P Ukpabi ef al. JCC 1995; 38 (4)

10. Usefulness of New Branched Sealed Graft for the Replacement of Aortic Arch. H Adachi et al.
Japanese Journal for Artificial Organs 1997; 26 (3): 624-628

11. Thoracoabdominal aortic aneurysm repair with a branched graft. Kim I. de la Cruz et al. Annals of
Cardiothoracic Surgery 2012; 1(3):381-393

12. European Prospective Randomised Multi-Centre Axillo-Bifemoral Trial. C H A. Wittens et al. European
Journal of Vascular Surgery 1992; 6: 115-123

13. Can Knitting Structure Affect Dilation of Polyester Bifurcated Prostheses? A Randomized Study with
the use of Helical Computed Tomography Scanning. O A. Goéau-Brissonniere et al. Journal of Vascular
Surgery 2000; 31:157-163

14. A Prospective Randomized Multi-Centre Comparison of Expanded Polytetrafluoroethylene and
Gelatin-Sealed Knitted Dacron Grafts for Femoropopliteal Bypass. B |. Robinson et al. Cardiovascular
Surgery 1999; 7 (2): 214-218

15. Post-Operative Dilation of Knitted Dacron Aortic Bifurcation Grafts. Nunn et al. Journal of Vascular
Surgery 1990; Volume 12 pp. 291-297

16. Long Term Dilatation of Polyester and Expanded Polytetrafluoroethylene Tub Grafts After Open
Repair of Infrarenal Abdominal Aortic Aneurysms. Stollwerck et al. Journal of Vascular Surgery 53, 2011
pp. 1506-1513
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GIAI THICH BIEU TUONG TREN NHAN SAN PHAM
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Sé seri

STERILE
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Tiét tring bang khi Ethylene Oxide
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