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Van tim kém mach mau nhan tao KONECT RESILIA,

Hwéng dan sir dung
Chi duing theo chi dinh cta béac st

1.1 M4 ta thiét bi va phu kién

1.2 M6 ta thiét bj

Van tim kém mach mau nhan taoc KONECT RESILIA (AVC),
Model 110604, 1a mdt loai van dong mach chl ¢é khung
cdu tao gom ba 14 van dugc 13p rdp trude véi mdt tam
ghép polyester dét tdm gelatin (Hinh 1). Van bao gdm mé
mang ngoai tim bo RESILIA dugc gan trén mét khung linh
hoat. Ong ghép 13 8ng ghép gdc déng mach chd Terumo
Aortic Gelweave Valsalva. KONECT RESILIA AVC dugc bao
quan trong diéu kién déng goi khd (Bang 1). KONECT
RESILIA AVC c6 cac kich ¢ 19, 21, 23,

25, 27 va 29 mm, vdi chidu dai manh ghép tiéu chudn cé
thé sir dung 100 mm, 6 thé dugc cdt theo kich thudc tai
thoi diém cdy ghép (Bang 1).

M6 RESILIA

Mo RESILIA duwgce tao ra bing cdng nghé bao quan toan ven
Edwards. Céng nghé nay k&t hgp mdt quy trinh chdng canxi
hoéa khoéa két ndi, giip ngén chin vinh vién cdc nhém
aldehyde con sét lai dugce biét 1a lién két véi canxi. Cong
nghé nay ciing két hop b3o quan md bang glycerol, thay
thé céc gidi phdp bao quan dya trén chat [ong truyén théng
nhu glutaraldehyde. Phuwang phap bao quan gidp loai bd
su tiép xdc cha mo vdi cdc nhom aldehyde chura lién két
con sét lai thudrng thay trong céc dung dich luu trir
glutaraldehyde va duy tri su bao vé |4u dai cda collagen.
Tac ddng k&t hap cla cac tinh nang khéa két ndi va glycerol
hoéa cha cong nghé bao quan toan ven Edwards lam cho né
tr& thanh mat loai mé cao cdp, dd bén cao. & ciru chua
trudng thanh, cdc van cd mo RESILIA d3 ching minh mic
dd canxi hda l4 van gidm cd y nghia théng ké (p

= 0,002) va cdi thién déng ké hidu suat huyét déng (p =
0,03) so v&i van md mang ngoai tim c¢é ban trén thj truong
(Van hai [d mang ngoai tim Carpentier - Edwards
PERIMOUNT Plus, Model 6900P) [Tham khao 1 va 2].

CAau tric van

Van dugc dya trén thiét ké va hiéu sudt d3 dugc chirng
minh clia van tim sinh hoc mang ngoai tim bd Carpentier
- Edwards PERIMOUNT Magna Ease Model 3300TFX (con
dugc goi la van sinh hoc déng mach chi Magna Ease).

Edwards, Edwards Lifesciences, logo E céch diéu,
Carpentier-Edwards, COMMENCE, DualFit, KONECT,
KONECT RESILIA, Magna, Magna Ease, PERIMOUNT,

PERIMQUNT Magna, PERIMOUNT Plus va RESILIA la cdc
nhan hiéu cla Edwards Lifesciences Corporation. Tat ca
cdc nhan hidu khac |a tai san clia chl s& hitu tuang ing.

Edwards Lifesciences

Gon, TONG GIAM DOC

Khung dugc thlt ké& dé pht vcéa&va %}y

nhu cdc mép van. Sy phti hgp clia trg fuc mép 13 van
nham muc dich gidm sdc tai cdc mép 14 van va phan 14 van
ty do [Tai liéu tham khdo 3]. Sy phi hgp vdi 16 van nhdm
lam gidm lyc céng 1&n 13 van. Khai niém sy phi hop véi 16
van dugec dya trén sinh ly hoc va cdc co ché clia cac 14 van
ty nhién va kinh nghiém dugc bdo cdo vé viéc cdy ghép
cac manh ghép déng loai khdng cé khung [Tai liéu tham
khao 4 va 5].

Dang khung day nhe dugc lam bang hgp kim coban-crom
chdng 3n man, dugc lya chon vi dd dan hdi vurgt troi va
cdc dic tinh chéng 3n man, va dugc bao phl bdi vai
polyester dét.

Mt dai hgp kim coban - crom / mang polyeste bao quanh
dé clia khung day. Mot vong khau bang silicon dugce boc
bang vai polytetrafluoroethylen (PTFE) x8p dworc gin vao
khung day. Vang khau DualFit ¢ ba diém danh dau bang
chi lya mau den cach déu nhau & mdi mép van, dé hd trg
viéc dinh hudng va cin chinh hé théng sinh hoc dé gin lai
vdi mach vanh. Thiét k& vong khau DualFit linh hoat cho
phép béc si phiu thuit linh hoat Iya chon gitra vj tri cdy
ghép trén vong van tu nhién hodc trong vong van tu nhién
trong loai ph3u thuat s& dung san phdm nay (thd thuat
Bentall). Tha thudt Bentall 13 mot loai phiu thuat tim lién
quan dén viéc thay thé van déng mach chl va déng mach
cht l&n, véi viéc gan lai cadc dang mach vanh vao manh
ghép.
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Ong ghép

Phan ghép cla thiét bj duge lam bing polyester dét da
dugc ngdm tdm vdi gelatin. Myc dich cla viée ngdm tamla
mang lai mot bd phan gia mach bang polyester chéng
tham mau ma khong yéu cau phai ngdm tam trong mau
tao mang ludi fibrin-tiéu cdu. Gelatin 12 mot loai gelatin
clia ddng vat ¢d vi da dugc bién déi tao lién két chéo vdi
mot mirc do nhit dinh dé kiém soat tdc d6 loai bd cla né.
Né cé cong dung thay chd cho fibrin, bit kin giad mach
polyester trong sudt qua trinh ngdm tdm trong mau tao
mang ludi fibrin-tiéu cau thdng thuding. Manh ghép mé
phéng hinh dang clia xoang Valsalva nhu thé hién trong so
dd & Bang 1. Manh ghép cé mét cdi vay & dau gan cla né
cho phép tao ra ciu hinh giadi phdu trong tu nhur gdc dong
mach cha ty nhién. Phan éng ghép cling cé mot dudng
mau den duy nhat trén vay dé hé tro viéc gan lai mach
vanh va doc theo co thé dé tao diéu kién thuan lgi cho
viéc lién k&t manh ghép vdi ddng mach chu 1én.

Gia d&

Gia d& |a mét manh duy nhat dugc gdn két vat Iy vdi
KONECT RESILIA AVC bing chi khau. Gid d& cé mat tay
cam tich hgp va mét diém thao cdt duy nhat ndm phia
trén dau xa clia manh ghép, cho phép bac sT phau thuat
|4y gia d& ra (tham khao Hinh 11).



1.3 B do va khay

Viéc s& dung bd do tao didu kién thuan lgi cho viéc lyra
chon san pham cé kich c& chinh xdc dé cdy ghép. Cac bd
do Model 1190 trong mé& cho phép quan sat tryre tiép sy
phu hgp clia ching vdi vong van. Mdi bd do bao gdm mét
tay cam vdi kich thude khac nhau & mdi dau (Hinh 2). &
mdt bén cha tay cdm la mot dau hinh éng dugce st dung
dé do kich thudc vong van. & phia bén kia clia tay cam la
mot dau md phong van nhan tao, phan dnh hinh hoc vong
may sinh hac. Méi kich thuéc clia Model 11060A (19, 21,
23, 25, 27 va 29 mm) déu cé mdt bd do ¢é sdn. Bd do
hoan chinh dwoc ddt trong mot khay, Model TRAY1190,
6 thé dugce téi s& dung va tai khir khudn. Tham khao IFU
bé do va khay d& biét hwdng dan |am sach va tiét tring.

2.0 Muc dich str dung va chi dinh

KONECT RESILIA AVC, Model 110604, duoc thiét k& dé sir
dung thay thé cha van tim déng mach chd va déng mach
chi lén.

KONECT RESILIA AVC, Model 110604, dugc chi dinh cho
nhirng bénh nhan can thay van dong mach chi ty nhién
hodc van déng mach ch( gia, va stra chita hodc thay thé
ddng mach chu 1&n bj hw hdng hodc bj bénh.

3.0 Chéng chi dinh

Khéng c6 chdng chi dinh nao lién quan dén viée str dung
KONECT RESILIA AVC, Model 11060A.

4.0 Canh bdo va khuyén cdo

CHI SU* DUNG MOT LAN. S3n phim nay dugc thiét ké,
dw dinh va phan phdi chi d€ sir dung mét [an. Khéng tiét
trung lai hodc sir dung Iai thiét bj nay. Khéng ¢6 di¥ liu
nao dé chirng minh tinh v tring, tinh khdng gay sot
ho#c chire nding cla thiét bj sau khi tdi x{ ly vé tring.
KHONG DONG LANH HOAC DE AVC KONECT RESILIA TIEP
XUC VA1 NHIET DO QUA NONG. Viéc tiép xic véi nhiét
dd khac nghiét s& lam cho san pham khéng thich hop dé
str dung.

KHONG SU’ DUNG KONECT RESILIA AVC KHI:

o N&u biéu twong "OK" khéng rd rang trén chi bdo nhiét
do

e Néu tii gidy bac, khay kin hodc ndp bj mé& hoic bjhdng
o N&u c6 thé nhin thdy vét & trén ndp Tyvek, vi vét § cé
thé cho thay hang rao vé trung bi pha hly (Tham khao
Hinh 5)

¢ N&u da hét han dliing

e N&u né bi roi, hw hdng hodc xtr ly sai theo bat ky cach
nao; néu san pham sinh hgc bi héng trong qua trinh dua
vao, dirng cd slra chira

KHONG CHO AVC KONECT RESILIA TIEP XUC VO bt
ky dung dich, héa chat, khéng sinh, ... trir dung dich
nwéc mudi sinh Iy vo tring. Vi cé thé dan dén thiét
hai khong thé sira chita dwge d&i véi mé |14 van, ma
c6 thé khéng thay rd khi kiém tra bing mat. Tac déng
cla viéc tiép xtc trire ti€p md véi céc loai dung dich
nay chwa dwgc danh gia.

Thiét bi khéng dwoc ngdm trong nwéc mudi lau hon
ndm phit dé bao toan tinh chat cdm mau cta dng ghép
pht gelatin. Ong ghép sau khi ngadm nwéc khang dugc
dé khé.

Quy trinh san xuit 6ng ghép mach gin bdng gelatin st
dung chat lién két ngang formaldehyde dé dat dwoc
hiéu qua ghép. Tat ca cac manh ghép gin bang gelatin
déu dweec riva ki bing nwéc RO dé gidm lwgng
formaldehyde con sét lai, tuy nhién cé thé con sét lai
mét lwgng duw trong manh ghép da hoan thién.
Formaldehyde ciing dwgc tim thay & mirc do thap tw
nhién trong co’ th&, mot sd cé ngudn gdc tir thuc phdm.
Formaldehyde dwoc biét 1a chat gdy dot bién va gy
ung thuw. Céc rli ro vé& nhivng tic hai tidm tang nay tir
san pham chwa duwgc xdc dinh trén lam sang.

Viéc khong giir &m cho van c6 thé |am cho cdc 13 van bj
khd, cé thé anh hwéng dén chirc ndng clia van.

Né&n lam dm cdc 13 van bing nwdc mudi mdi mot dén
hai phat.

St dung dao ddt cho bat ky manh ghép polyester dan
nao cd thé gay chdy. Piéu nay cd thé dwgc ngin chin
bing cach lam wé't thiét bj bing nwdc mudi tai vi tri
dét.

KHONG NGAM TAM TRONG MAU. Manh ghép duwgc bit
kin va khéng dwgc ngam tam trong mau; viéc ngdm tam
trong mdu cé thé lam ting nguy co’ mic cac do't huyét
khdi tac mach.

KHONG BU'QIC KEP md |a van bing dung cu hodic gdy ra
bat ky hu hai nao cho KONECT RESILIA AVC. Ngay ca
nhitng 16 thing mo6 nhé nhat cla 14 van cling ¢6 thé m&
rong theo thevi gian dé gay ra sw suy gidm ddng ké chirc
nang van sinh hoc.

Nhw véi bat ky thiét bi y t& cdy ghép nao, sdn pham cé
thé gay ra phan rng mién dich ctia bénh nhan. Cac thanh
phan clia KONECT RESILIA AVC, Model 11060A, bao gém
hop kim kim loai ¢é chira coban, crom, niken, molypden,
mangan, cacbon, berili va sit. Cac 14 van dwgc lam bang
mo mang ngoai tim bo. Phian ghép cd chira gelatin bo va
polyester. Can thin trong & nhitng bénh nhin qua man
cam vé&i cac chat nay.

Thiét bi nay dwgc san xudt khdng ¢ cao su, nhung cd
thé dwo'c san xuit trong méi trwdng cd chira cao su.

5.1 Cac bién cd bat lgi

5.2 CAc bién cé bt lg'i quan sat dwgc — Cdc van
sinh hoc

Nhu vdi tat ca cac loai van tim sinh hoc, cdc bién co bat lgi
nghiém trong, déi khi din dén tir vong, c6 thé lién quan
dén viéc slr dung cac thiét bj nay. Ngoai ra, cic bién ¢d bat
lgi do phan (rng chia tirng bénh nhan vdi thiét bi duoc cay
ghép hodc cic thay ddi vat ly hodc hda hoc ddi vdi céc
thanh phan, dic biét 13 cic thanh phan c6 ngudn gdc sinh
hoc, c6 thé xay ra trong céc khoang thdi gian khac nhau
(gi¢r hodc ngay), cin phai ma lai va thay thé thiét bj.

Phan van cla KONECT RESILIA AVC, Model 11060A, ¢6 thiét
ké trong ty nhu van dong mach cha sinh hoc mang ngoai
tim bo Carpentier - Edwards PERIMOUNT Magna Ease Model
3300TFX két hgp véi mo RESILIA. Cac bién cd bat |gi lién
quan dén viéc str dung van sinh hoc Carpentier - Edwards



PERIMOUNT duoc tdng hop tir cac tai liéu va tir céc bdo
cdo nhan dugc théng qua hé théng gidm sat san phdm bao
gém hep, trao ngugc qua van khang dd nang Iy, ro ri
quanh 8, viém ndi tdm mac, tan mau, huyét khéi tac mach,
tac nghén huyét khdi, chdy mdu ty lién quan dén viéc st
dung liéu phédp chéng ddng mdu, truc trac cia van do sy
bién dang khi cdy ghép, gdy dang day, va sy xudng cdp vat
ly hodc héa hge cha cac thanh phan van. Céc loai hu hdng
mé bao gdm nhiém tring, vdi héa, day 1&n, thung, thodi
héa, mai mon vét khau, chan thuong dung cy va bong to
rai tir cac tru van van. Cac bién ching nay cd thé biéu hién
trén 1am sang nhu tiéng thdi bat thudng & tim, kho tha, tap
thé duc khéng dung nap, khé thé, chinh hinh, thiéu mau,
sat, loan nhip tim, xuat huyét, can thiéu mau cuc b thoang
qua, dat quy, té liét, cung luwgng tim thap, phu phai, suy tim
sung huyét, suy tim, va nhdi mau co tim.
5.3 Cac hién cd bat lgi tiém tang — Phan dng ghép
polyester
Céc bién ¢d bat lgi co thé xay ra lién quan dén viéc slr
dung manh ghép mach polyester bao gdm xudt huyét,
huyét khai, nhiém tring manh ghép, tdc mach, ching
phinh ddng mach, gia phinh mach, huyét thanh, tic mach
(t3ng san ndi mac ndi tiép nhau), phan ng mién dich vai
collagen (dugc cho 13 chat sinh mién dich yéu; khong
thudng xuyén, nhe, khu trd va ty gidi han), hinh thanh lép
vo ndi mac, va gian ong dan.
C6 thé nhirng bién ching nay co thé dan dén:
e M3 lai
* Thao ghép
e Tan tat vinh vién
* T(r vong
5.4 Cac hién co bat lgi tidm tang - KONECT RESILIA
AVC
Cac bién c8 bat loi co thé xay ra khi sir dung KONECT
RESILIA AVC va quy trinh phiu thuat bao gém:
* Dj trng
¢ Phinh mach
* Dau thdt nguce
» Vong van (hu hdng, cat phai, réch)
* BAc tach dong mach
* Dong mach cht (tén thurong, béc tach, rach)
» T6n thuong ré dong mach chi
e Khong tdm thu va / hodc nglrng tim
e Chay mau / xuat huyét
Trwére hodc sau phau thuat
Thudc chéng dong mdu lién quan
Chén ép mang ngoai tim
Tu mau
Mach mau ndo
* Mau: Réi loan déng ma / déng mdu ndi mach lan toa
(DIC)
e Mau: Tan mdu/ thi€u méu tan mau
¢ Mau: Thidu mdu
e Thay d&i huyét 4p (ha huyét dp, tang huyét ap)
* R&i loan nhijp tim / r&i loan dan truyén
* Suy tim
* SActim
« Tac dang mach vanh (16 vao mach vanh)
* Gidn 8ng ghép
» Huyét khdi tinh mach sau (DVT)
e Thuyén tac mach
* Viégm ndi tdm mac

* Rach/ v& thyc quan
* Nhidm trung manh ghép
¢ Ha oxy mau
» Nhi&m trung: vét thuwong tai chd hodc hé théng
¢ Hinh thanh vé ndi mac
¢ Nhdi mdu co' tim
e Thing co tim
e Suy da ca quan (MOF)
¢ Cac bién ¢& than kinh
Dot quy (CVA)
Con thidu mau cuc bd thodng qua (TIA)
* TAc mach (tdng sdn ndi mac ndi tiép)
¢ Tran dich mang tim
« Phii phdi
e Vidm phdi
* Rai loan chire nang khéng ciu tric cla 6ng ghép
H& canh van
Sy hw hai ld van
Tdn thuong mé 14 van (do dung cy/ chi khau)
Viém md hat san xuat

San pham ghép khong khdp vdi bénh nhan (PPM) do dinh

c&d khdng phu hgp

o Bién dang khi cdy ghép

* H&/ suy/ hep van

* R4i loan chirc nang/ thodi hda van

o Huyét khdi van

» Day khung/ khung bj gdy hodc bién dang

* Gia phinh mach

* Giam kha ning chju dyung khi tap thé dyc

e Suy than cdp tinh

* Suy than

¢ Suy hd hdp

s Ty dich

 Giam tiéu cau, gay ra do khéng phai heparin
* Gidm tidu ciu, do heparin gy ra (HIT)

» Huy&t khdi tic mach

¢ DOng mach, tinh mach, ngoai vi, trung tdm
* RO ri van hodc qua van

» Thao van/ van khdng 6n dinh/ di chuyén/ thuyén tic. C6
thé nhitng bién chirng nay cé thé dan dén:

o M8 lai

* Thdora

e Tan tat vinh vién

e Tl vong

6.1 Clinical Studies

Tinh an toan va hiéu qua |1am sang cla phan van cla
KONECT RESILIA AVC d3 dugc thiét lap dya trén két qua
clia thir nghiém COMMENCE, danh gid Co ché sinh hoc van
ddng mach chii Edwards, Model 11000A. Model 11000A
d3 dugce phé duyét dé phan phéi thuong mai vao ngay 29
thdng 6 ndm 2017 (PMA 150048). Co ché sinh hoc van
ddng mach chi Edwards, Model 11000A va phan van cla
KONECT RESILIA AVC, Model 110604, c6 thiét k& rat gidng
nhau. Két qua an toan va hidu qua cla thir nghiém
COMMENCE c6 thé dp dung cho KONECT RESILIA AVC,
Model 11060A.

Thér nghiém COMMENCE 13 thir nghiém nhin mé, tién ciru,
khéng ngdu nhién, da trung tdm khéng ¢é cdc ddi chirng
ddng thdi hodc phu hop. Sau khi dénh gid trudc khi phau
thuat, cac d&i tugng dugc theo ddi trong mot ndm dé dénh
gi4 tinh an toan va hiéu qua chl yéu. Céc déi tugng dugc
theo ddi hang nam sau dé trong th&i gian t6i thidu ndm ndm
kinh nghiém sau phau thuat. Nhu mot didu kién dé duoc
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PMA chdp thuan, mdt nhém nhd bénh nhan déng v sé
duoc theo ddi trong 10 ndm sau khi cdy ghép dé tiép tuc
theo doi lau dai.

Muc tiéu clia thi* nghiém COMMENCE I3 dé xdc nhan
rang qua trinh x& ly md, khir tring van va déng géi cho
van sinh hoc déng mach cht mang ngoai tim Edwards vdi
md RESILIA khong @&t ra cdc cau hdi mdi vé tinh an toan
va hidu qua & nhirng déi trgng can thay van ddng mach
chd ty nhién hodc van déng mach chid nhan tao.

Khoang thdi gian bdo cdo cho nhanh thl nghiém
COMMENCE ddng mach chd I3 tir thang 1 ndm 2013 dén
thang 2 ndm 2016. Tai thoi diém khda co sé diF lidu, sdu
tram chin muoi bén (694) déi twgng da dugc ghi danh
tai hai muwoi bay (27) dia diém diéu tra & Hoa Ky va Chau
Au. Trong sd dan s& dang ky, sau trdm tam muai chin
(689) dai tugng da duec cdy ghép thanh cong vdi Model
11000A va r&i khdi phong phdu thuat vai van thir
nghiém.

Bang 2 cung cdp nhan khiu hoc thir nghiém, phan loai

NYHA va diém rii ro; Bang 3 liét k& cic ty 18 tac dung phy

quan sat dugc trong qud trinh nghién cru; Bang 4 cung

cdp dit liéu phan loai NYHA tai thdi diém ban ddu va mot

nam theo ddi; va Bang 5 liét k& cdc thdng sé huyét dong

tai mot nam.

6.2 Quan thé bénh nhan cy thé trong thir
nghiém COMMENCE

Tinh an toan va hiéu qua cla Van sinh hoc déng mach chi

mang ngoai tim Edwards v&i md RESILIA dugc nghién clru

trong thir nghiém COMMENCE chua dugc nghién ciu &

nhi*ng quan thé nay & vi tri ddng mach chi:

¢ Bénh nhan dang mang thai

¢ Cdc ba me cho con bu

* B&nh nhan dugc chdn dodn cé chuyén hda canxi bt

thudng va curérng can giadp

e Bénh nhan can phiu thuat thay thé géc déng mach chd

* Tré em, thanh thiéu nién va thanh nién dudi 18 tudi

e Bénh nhan qua man cdm vdi cac hgp kim kim loai ¢6

chtra coban, crom, niken, molypden, mangan, cachon,

berili va st

* Bénh nhan qua man vdi latex

7.1 Ca nhan héa diéu tri

Nhirng nguoi nhan van tim sinh hoc nén duoc duy tri
diéu trj chéng ddng mau, trir tredng hop cé chang chi
dinh, trong giai doan dau sau khi cdy ghép theo quyét
dinh clia béc sTtrén co s& ¢d nhan hda. Lidu phap
chéng déng mau dai han va/ hodc liéu phap chdng két
tap tiéu cau nén dugcduge can nhic cho nhitng bénh
nhan cé yéu t& nguy co thuyén tic huyét khai.

Quyét dinh cudi ciing lién quan dén viéc chdm sdéc mat
bénh nhan cu thé phai do ngudi cung cdp dich vu y t&€
va bénh nhan dua ra dya trén tinh trang hién tai cua
bé&nh nhan cdc treong hgp ma bénh nhan dé trinh bay
[Tai lidu tham khao 7].

7.2 Théng tin tw van cho bénh nhan

Nén theo d&i y t& ¢in than v lién tuc (it nhat 13 tham
kham bdc si hang ndm) dé cac bién ching lién quan
dén thiét bi, ddc biét |a nhirng bién chirng lién quan
dén héng héc vat lidu, ¢é thé dugc chan dodn va xdr tri
thich hgp. B&nh nhan ¢é van ¢é nguy co bi nhiém
khudn huyét (vi du, dang trai qua cdc thd thuat nha

khoa) va can dugc tu vdn vé liéu phdp khang sinh du
phong. Bénh nhan nén dugc khuyén khich mang theo thé
cdy ghép clia ho moi lic va théng bdo cho nha cung cip
dich vy chdm séc strc khde clia ho ring ho cé cdy ghép khi
tim ki€m dich vy cham séc.

8.1 Cung cap thé nao

8.2 Bdng goi

KONECT RESILIA AVC, Model 11060A, dugc cung cdp vd
triing va khadng gy sat, trong déng goi khay ngan dai. Géi
khay déi dugc dyng trong mét tii gidy bac, trong mét
thing carton.

Méi san pham KONECT RESILIA AVC dugc dirng trong mat
thung carton v&i chi bdo nhiét d6 dugc hién thi qua mot
clra sO trén bang diéu khién bén canh. Chi bdo nhiét do
nhim xac dinh cdc san pham tiép xtc vdi nhiét 4 qua
cao. Khi nhdn dugc ché€ pham sinh hoc, ngay 13p tirc kiém
tra chdt chi thj va tham khdo nhan thing carton dé xac
nhan diéu kién "OK". Néu didu kién "OK" khéng rd rang,
khdng sl dung KONECT RESILIA AVC va lién hé vai nha
cung cap dia phuong hodc dai dién clia Edwards
Lifesciences dé sap x&p cho phép tra lai va thay thé.

CANH BAO: Kiém tra cin than KONECT RESILIA AVC truée
khi ciy dé tim bang chirng vé viéc tiép xtic vdi nhiét do
qua cao hodc cdc hw hdng khic. Viéc KONECT RESILIA AVC
tiép xtic v&i nhiét dd khac nghiét sé khién thiét bj khong
thich hop dé sir dung.

8.3 Lvu triy

KONECT RESILIA AVC, Model 11060A, nén dugc bao quan
& nhiét dd 10° Cdén 25° C (50 ° F dén 77 ° F), trong tui
gidy bac va thung carton cho dén khi sir dung.

9.1 Hwéng dan str dung
9.2 Dao tao béc s

Céc ky thudt dé cdy thiét bi nay twong tu nhu cac ki thuat
duge st dung dé dit bat ky 8ng kém van déng mach chu
nao. Khéng can dao tao dic biét dé cdy ghép KONECT
RESILIA AVC, Model 11060A.

9.3 Dinh c&

Do sy phirc tap va bién déi cla phau thuit thay van tim, viéc
lra chon ky thuat phau thuat, duac stra déi mat cach thich
hgp theo cdc canh bdo da md ta trude day, 1a thy thudc vao
quyét dinh cla tirng béc si phu thuat. Néi chung, cac bude
sau nén dugc thyc hién:



9.2.1 Do trén vong van

vong van, tiy thudc vao sé& thich cla bac st
phau thuat.

THAN TRONG: Khéng st dung bd do clia nha san xuat
khac, hodc bd do khac ngoai Edwards Lifesciences Madel
1190, dé do c& KONECT RESILIA AVC, Model 11060A. Viéc
dinh kich thwéc khéng chinh xac cé thé gy ra tén
thuwo'ng cho van sinh hoc, lam tan thwong tim, hodc din
dé&n suy mé 14 van, bién dang khung va hé& hodc khdng
khé'p véi bénh nhan.

THAN TRONG: Khi lya chon van sinh hoc cho mét bénh
nhan nhat dinh, kich thwdec, tudi va tinh trang thé chat
ctia bénh nhén lién quan dén kich thwéc cia van sinh hoc
phai duoc cin nhic dé gidm thiéu kha ning thu dwoc két
qua huyét ddng hoc dwéi mirc tdi wu. Tuy nhién, viéc lya
chon van sinh hoc cudi cling phai do bdc s thyre hién trén
co’ s& ¢4 nhan hda sau khi can nhic can than tit ca céc rai
ro va lgi ich cho bénh nhan.

THAN TRONG: Kiém tra cic bd do d& tim cdc diu hiéu
hao mén, ching han nhu xin mau, nirt hodc ran nit.
Thay thé bé do néu quan sat thdy bat ky huw hédng nao.

CANH BAO: Cic manh v clia sizers khéng thau xa va
khéng thé xac dinh dwoc bing thiét bi chan dodn hinh
anh bén ngoai.

THAN TRONG: Tranh dung lwc qua manh trong qua trinh
dinh ¢& vi né ¢6 thé lam hai mé vong van.

Buwéc Quy trinh
Buédrc Quy trinh 1 D&i vdi cdy ghép trén vong van, vong
1 Phau thuat loai b cac 1 van va tat ca céc cau khz’au lea KQNECT RESlLIA‘AVC du‘c';rc:ilat
. e o phia trén vong van ty nhién, do do tai da
tric lién quan néu can. e g e % %
= = = — hda dién tich 16 van. Khi dinh c& cho cay
2 Phau Ehujat to?l bo r;ac“ma n‘g vOi hoa’o* vong ghép trén vong van, bd phan dinh c& phai
van dé dam bao cho dit thich hop cua song song v&i m3t phdng clia vong van va
vong khau ciia KONECT RESILIA AVC tranh nén str dung ky thuat dinh c& sau:
viéc gy hu hai cac 1 van. - -
e e - 2 Sir dung b do KONECT RESILIA AVC
3 Chi do ¢& bang cch sirdung b docia Model 1190, chon d3u hinh try clia bd do
Edwards Lifesciences, M3 1190 (Hinh 2). Bo c6 duding kinh Idn nhat vira vin véi vong
do Model 1190 c6 thé dugc sir dung dé do van ty nhién cda bénh nhan (Hinh 3)
cho vj tri dat trén hinh vong van hodc trong
3 Sau khi d3 xdc minh xong d3u hinh try

thich hgp, hiy sir dung dau ban sao cla
cling mot bd do dé xac minh ring vong
may s& vira khit v&i dau vong van. Néu
hai long vadi sy vira vdn cla dau ban sao,
hay chon kich thude nay clia KONECT
RESILIA AVC (Hinh 4).

9.2.2 Do trong vong van

Buwdéc

Quy trinh

1

Pé chon dugc c& phi hop, bd do can
phai dugc dit song song vdi mit phing
vong van. Phan d4u hinh try clia Model
1190 can dugc s dung cho do ¢& trong
vong van (Hinh 3).

9.3 Hwéng dan thao tac va chudnbj

Mén dao tao khi sir dung dich vu trurdc khi thao tac va
chudn bj KONECT RESILIA AVC, Model 11060A.

Buéc

Quy trinh

1

THAN TRONG: Khdéng mé tui gidy bac
khi nhén thiét bj va cho dé&n khi san
sang dé cay ghép, vi viéc KONECT
RESILIA AVC tiép xtc lau dai véi mat
s8 diéu kién mai trrdrng cé thé anh
hwéng dén chivc ndng cia thiét bi.

Sau khi chon kich thuwéc thich hgp
KONECT RESILIA AVC, h3y |4y tui gidy bac
ra khéi hap trong tredng khéng vo trung.
Trude khi mé, kiém tra tui dé tim bing
chirng hu hdng va niém phong bj hong
hoéc bj thiéu.

CANH BAO: Khéng mé tui gidy bac
trong trwdng vé trung. Ti gidy bac
chi 1a vo bao vé. Chi khay gdéi trong
cling méi duwec dua vao trwdng vd
trung.




Bud

Quy trinh

L3y géi chira khay ddi ra khai tdi gidy bac
trong trurding khong vo tring. Kiém tra
khay bén ngoai d& tim bang chirng vé hu
héng, vét ban va niém phong bi hang hodc
mat.

CAN TRONG: B4t ky hw héng nao dai
véi cac khay sé& lam cho san pham
sinh hoc khéng vé tring.

Trong trudng hgp lam héng bao bi
chinh, san pham khéng dugc s dung va
phai dugc tra lai ngay cho Edwards
Lifesciences (Xem 9.6 Tra lai KONECT
RESILIA AVC).

Budc Quy trinh

Gan truang vo trung, gitt phan dé cta khay
ngoai va boc ndp tir khay ngoai.

Khay bén trong va dd bén trong dugc vé
trung. Chuyén khay bén trong vao trudng
v6 trung. Phan trong cla khay bén trong
phai duge xtr ly bing ki thuat phu thuat
v triing dé tranh nhiém ban.

8 Thé s sé-ri duwgce gdn vao phin kep gitt bing
madt sgi chi. S& sé-ri nay phai dugc xac nhan
véi s8 trén bao bi KONECT RESILIA AVC va
thé cdy ghép bénh nhidn KONECT RESILIA
AVC. Khong xda the.

S8 sé-ri cling dugc cung cdp trén nhin bac
ndm bén ngoai khay bén trong.

THAN TRONG: N&u ghi nhan bat ky sy khéc
biét nao vé sd sé-ri, KONECT RESILIA AVC
nén dwoc tra lai, khéng str dung.

THAN TRONG: N&u thé vé tinh bj Iy ra,
hay dadm bao rang cac vat dinh kém d3
duwgc thdao hoan toan khai ngin chira.

THAN TRONG: Khdng mé& géi hén
trong cho dén khi bac sT phiu

thuat sd3n sang cay ghép, d& gidm
thidu kha nang nhi&m ban.

Trwdce khi mé, hay kiém tra khay va
nip bén trong dé tim bang chitng vé
hu hdng, v&t ban va niém phong bj
hdng hodc thiéu. Gilr phan dé cla
khay bén trong va béc ndp khéi khay
bén trong.

CANH BAO: Khéng sir dung KONECT
RESILIA AVC néu cd vét & trén ndp
Tyvek khay bén trong. Nhudm mau
¢6 thé cho thay hang rao vé trung bi
tén thwong (Hinh 5).

Cé thé nhin thay céc giot nho & khay
bén trong. DAy 13 két qua cua qua
trinh glycerol héa va khéng anh hudng
dén chi*c ndng clia san phdm va khong
phai la ddu hiéu cla vi pham hang rao
vé trung hodc bdo quan hoic diéu hoa
san pham khéng dung cdch (Hinh 6).

9 KONECT RESILIA AVC phai dwge ngam trong
dung dich nuwréc mudi vé trung trong S phat.
Sau d6, KONECT RESILIA AVC phai dugclam
am bang nudc mudi trong sudt phin con lai
clia quy trinh va khéng dwoc dé kho.

THAN TRONG: Khong ngadm thiét bj trong
nuwdc mudi ldu hon ndm phdt, dé duy tri
cac dic tinh cAm mau cda |&p ph gelatin
cla manh ghép. San phdm khong duoc
dé khé sau khi ngadm.

THAN TRONG: Sau khi ngam, nén lam
Am c3 hai mit cta I3 van bing nuwéc
mudi mdi mdt dén hai phat. Viéc khéng
gitt 4m cho van sau dé ¢é thé |am cho
céc la van bj khé, cé thé anh hudng dén
chirc ning cla van.

THAN TRONG: Tranh dé mé van tiép xtc
vé&i ga phiu thuat, khan trai hodc cac
ngudn hat khéc ¢é thé dwoc chuyén sang
mdé van.

Trong khi git¥ khay chic chdn, hiy kéo phan
tay cam |én dé thao KONECT RESILIA AVC
khoi khay (Hinh 7).

THAN TRONG: Gia d& can thiét cho viéc
cay ghép va khéng dugc thdo ra cho dén
khi KONECT RESILIA AVC dugc khdu vao
phan phé nang. D& tranh lam héng thiét
bi, khéng cam KONECT RESILIA AVC bang
tay hodc dung cu phiu thuat.

9.4 C4y ghép san phim
San pham KONECT RESILIA AVC, Model 11060A, dugrc
thiét ké dé cay ghép trén vong van va trong vong van.




Quy trinh

Dinh hudng KONECT RESILIA AVC dé hé
théng mach vanh khéng bj anh hudng.
Vong khiu c6 ba diém danh diu chi khau
mau den cich d&u nhau & méi dwéong chi
may dé ho tre dinh huéng va cin chinh
san pham sinh hoc dé gén lai mach vanh
(Hinh 8).

Bé dit KONECT RESILIA AVC trén vong
van, hdy sir dung ky thuat khau nhu ky
thuat dém nam ngang khéng khau Idn.
D& d3t KONECT RESILIA AVC trong vong
van, hay st dung mot ki thuat khau nhu
k¥ thuat dém khau 1on.

Tha AVC doc theo céc vét khau cha dén
khi nd ti€p xlc vdi vong van ty nhién cba
bénh nhan, sau d6 budc cac vét khau
(Hinh 9 va 10).

THAN TRONG: D& tranh thing, phai can
than khi str dung cdc thiét bj budc chi
khau cé day budc thang dirng.

Bué Quy trinh

hiy lam wét manh ghép Valsalva biing
nuwdc mudi tai vi tri dur kién cha dao dét,
ngay trudc khi dét (Hinh 12).

THAN TRONG: St dung dao dét cho bat
ky manh ghép polyester kin nao c¢é thé
gay chay. bidu ndy cé thé dwec ngin
chin bang cdch lam wét thiét bi bing
nwé'c mudi tai vi tri dot.

THAN TRONG: Kep cd thé |am héng éng
ghép. Kep khéng tén thuang
(atraumatic), Iy twé'ng nhat la véi ham
boc mém, nén dugc sir dung véi lyc tac
dung tdi thi@u. Nén tranh dung lwc hodc
Iwc cing qua manh, vi diéu nay sé lam
hdng s¢i polyester va I&p tam gelatin. Can
c¢an than dé tranh bj sévn hodc tén thuwong
sg'i khi khdu qua manh ghép.

Théo gid d& khi khau xong.

a) Sr dung dao md, cat cac dwdng khau 16
ra ¢ thé nhin thay trong ranh cat mot lan
clia gid d&, gan dau manh ghép (Hinh 11).
Tranh cit hodc lam hang manh ghép khi
cat chi khau.

CANH BAOQ: Viéc khong cit trong kénh
thao mat [an cat cé thé khién gia d& khong
thé nha ra va cé thé dan dén cdc manh chi
khau con sét lai trong san pham. Khang
dung Ivc qué manh khi thdo ngan chira dé
tranh 1am hdng thiét bj. Nhigu vét cit cé
thé dan dén viéc tao ra cdc manh chi khau
va kha ning gay tic mach.

b) Sau khi vét khau dugc cit, dam bao
KONECT RESILIA AVC v3n ndm yén trong
khi thdo gid d&. Thao gid d& cung vdi cac
dudi khdu cla no.

c) Loai bo gid d&; né chi dwgc sir dung
mot Ian.

6 Str dung dudng mau den doc theo than cda
manh ghép dé tao diéu kién thuén lgi cho
viéc can chinh cho céc 18 néi xa.

THAN TRONG: N&u can khir khi, thi nén
str dung kim nhd nhit c6 thé; 19 gauge
thuwerng 1a dd. Kim tiém duéi da ¢é mot
diém cét, c6 thé din dén ro ri mau va ¢
thé phai slra chira bing cach khau lai.

Can str dung mot dao dét vé tring dé cat
manh ghép nhdm diéu chinh chidu dai va
tao mach vanh. Dao dét khéng dugc
cung cap ciing KONECT RESILIA AVC. Cac
ddng mach vanh phai dugc ndi vdi phan
chén vay ctia manh ghép.

THAN TRONG: Can can than dé khéng
cham vao céc | van khi tao 16 vanh.

D& ngin ngilra viéc chdy 8ng ndi, do viéc
dung dao dé6t gay ra,

9.5 Lam sach va khir trung phu kién

Céc phuy kién clla KONECT RESILIA AVC, Model 110604,
dugc déng goi riéng. Cac bo do Model 1190 va dé va nap
khay Model TRAY1190 dugc cung cdp khdng vo trung va
phai dugc lam sach va tiét trung trude mai [an sir dung.

Tham khdo Hudng dan st dung di kém véi cac phy kién

cé thé tai sir dung dé biét hudng din lam sach va tiét
trung.

9.6 Thu hdi KONECT RESILIA AVC

Edwards Lifesciences quan tdm dén viéc 18y céc bénh
phdm Idm sang bj thu hdi clia KONECT RESILIA AVC,
Model 11060A, dé phan tich. Lién hé vdéi dai dién dija
phuong dé tra lai cac san pham sinh hoc bj thu hai.

* G4i chwa mé véi mang ngan vo trung con nguyén ven:
Néu tui gidy bac chura duge mé, hay tra lai thiét bj trong
bao bi ban dau

¢ Géi d3 md nhung khdng cdy dugce nguyén lidu sinh
hoc: Lién hé véi dai dién dja phwong dé dugc tra lai vat
lidu sinh hoc da thu hdi

* Thiét bj dugc cdy ghép: Lién hé véi dai dién dia
phuang dé tra lai cac vat lidu sinh hoc da thu hai

10.0 Théng tin an toan MRI

A MR Conditional




Thir nghiém phi l4m sang d3 chirng minh réang KONECT
RESILIA AVC, Model 11060A, |a an toan MR. Mot bénh nhén
vai Model 11060A AVC ¢é thé dugc chyup scan mdt cach an
toan ngay lap tire sau khi dat md cdy nay, trong cic diéu
kién sau:

* Tlr trurdyng tinh tir 3 tesla trd xudng

¢ T trvaing khdng gian nhd hon 3000 gauss / cm (30T /m)
Ty |& hap thu riéng trung binh toan co thé (SAR) téi da
theo bao cdo clia hé thdng MR 13 2,0 W / kg & ché dé van
hanh binh thuong

Trong céc diéu kién quét dugc xdc dinh & trén, KONECT
RESILIA AVC Model 11060A dy kién s& tao ra muc ting
nhiét dd in vivo tai da dudi 2 ° C sau 15 pht quét lién tuc.
Trong thir nghiém phi 1dm sang, hinh anh tao tac kéo dai
khoang 12,5 mm tir van Model 11060A khi dugc chup anh
véi chudi xung phan hdi quay, va cach thiét bj 25,5 mm khi
dugc chyp anh vdi chudi xung phan xa gradient va hé théng
MRI 3 tesla. Thanh phan la che khuat 8ng thiét bi.

11.1 Nh@n bénh nhan
11.2 Thé cdy ghép ctia bénh nhan

Mot thé cdy ghép clia bénh nhan s& dugc cung
¢ip cho m&i bénh nhan str dung KONECT RESILIA
AVC.

11.3 Théng tin bénh nhan
Céc tai liéu thdng tin vé bénh nhan cé thé |3y tir
Edwards hodc chuyén gia ban hang lam sang clia
Edwards.
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Bang 1: Céc kich thuéc danh nghia ctia van va éng ghép

C& van 19mm |21 mm |23 mm | 25mm | 27 mm | 29 mm
A. Budng kinh vong van (Budng kinh khung, mm) 19 21 23 25 27 29
B. Budng kinh trong cda van (Stent ID, mm) 18 20 22 24 26 28
C. Budng kinh vong khdu ngoai (mm) 31 33 35 36 38 40
D. Budng kinh éng ghép (mm) 22 24 26 28 30 32

0



E. Chiéu dai kha dung cla dng ghép (mm)

100

100 100

100

100

100

Dién tich 16 hiéu dung hinh hoc (GOA) (mm?)

238

292 357

424

503

575

Bang 2: Di¥ lidu nhan khau hoc cta thr nghiém COMMENCE

D6 tudi khi cdy ghép

N: Mean % SD (Min - Max)

Tudi (ndm) 689: 67.0 + 11.6 (20 - 90)
Gii tinh % (n / N)

N 28.2% (194 / 689)

Nam 71.8% (495 / 689)

Phan loai NYHA

% (n/N)

Loail 24.1% (166 / 689)
Loai ll 49.6% (342 / 689)
Loai IlI/IV 26.3% (181 / 689)
Loai lll 24.4% (168 / 689)
Loai IV 1.9% ( 13 / 689)

Piém nguy co

N: Mean % SD (Min - Max)

Nguy co STS tir vong (%)*

538:2.0+1.8(0.3-17.5)

EuroSCORE Il (%)

689: 2.5 + 2.8 (0.5 — 24.6)

N 13 58 bénh nhan cé s3n di¥ liéu cho cac thang s& di cho.

L pi&m STS chi tinh todn cho cdc bénh nhan chi lam phau thuat thay van déng mach chd don hodc thay van déng mach chd

+ bic cdu chi-vanh.

Bang 3: Cac bién cd bat lgi quan sat dugc

Sém? Mudn? Khéng ¢6 bién cd
(N=689) (LPY3 = 800.9) bat lgi & thoi diém
1ndam
Bi&n ¢d bat loi hodc két qua n, m (%) n, m, (%/pt-yr) (SE)*
Tir vong do tat ca cac nguyén nhan 8,8(1.2) 18,18 (2.2) 0.976 (0.006)

Tl vong lign quan dén van 3,3(0.4) 6,6(0.7) 0.988 (0.004)
Phadu thuat lai 1,1(0.1) 2,2(0.2) 0.997 (0.002)

Thao san pham ra 0, 0 (0.0) 2,2(0.2) 0.998 (0.002)
Thuyén tac huyét khai 15, 15 (2.2) 14,17 (2.1) 0.965 (0.007)
Huyét khdi van 0,0(0.0) 0,0(0.0) 1.000 (0.000)

Cac truding hop chay mau 6,6(0.9) 21,21 (2.6) 0.960 (0.008)

Chay mau nghiém trong 5,5(0.7) 11,11(1.4) 0.977 (0.006)

T4t ¢3 céc trudng hop hd canh van 2,2(0.3) 2,2(0.2) 0.994 (0.003)

Hé& canh van nghiém trong 1,1(0.1) 1,1(0.1) 0.997 (0.002)
Viém ndi tdm mac 0,0(0.0) 5, 5(0.6) 0.993 (0.004)
Huyét tan 0, 0(0.0) 0,0(0.0) 1.000 (0.000)
Thodi hda ciu tric van 0, 0{0.0) 0,0(0.0) 1.000 (0.000)

s . Lad

[



1 Bgi vdi "Cac bién ¢d sém" (cac bién cd xdy ra trong sudt 30 ngay sau cdy ghép: m |a sd bién ¢, n 13 s6 bénh nhén gap

bién ¢d; % =n/N.

2 98i v&i "Cac bién ¢d mudn” (cac bién cd xay ra sau 30 ngay cdy ghép); m 13 s& bién cd, n 1a s& bénh nhan gdp bién cg; %

= m/LPY.

3 LPY: S8 nam bé&nh nhan mudn; LPY dugc tinh toan tir ngay thir 31 sau cay ghép dén thoi diém cudi lién lac dugce vdi bénh nhan

4 purge dya trén phan tich Kaplan-Meier & th&i diém xay ra bién ¢d [3n d3u tién (sém hodc mudn). Li tiéu chudn (SE) dva trén
cdng thirc Greenwood.

Bang 4: Phan loai NYHA & th&i diém ban dau va sau 1 ndm

Phan loai NYHA NYHA Th&i diém ban dau NYHA! Sau 1 ndm

% (n / N?) % (n/ N?)
Loail 24.0% (122 / 509) 80.7% (411 / 509)
Loai Il 49.7% (253 / 509) 17.3% (88 / 509)
Loai II/IV 26.3% (134 / 509) 2.0% (10 /509)
Loai Il 24.4% (124 / 509) 1.6% (8 / 509)
Loai IV 2.0% (10/ 509) 0.4% (2 / 509)

1 gy cai thign clia NYHA quan sat duge dugc md ta bing gid tri p < 0.0001 dira trén kiém tra tinh dong nhat bién sau khi
chuy@&n déi Phan loai NYHA sang gia tri s& (Loai | = 1, Loai Il = 2, Loai Ill = 3, Loai IV = 4). Cac gid trj 0 dugc thay thé bang 0,5 dé
tranh dir lidu thua that.

2N |3 s8 bénh nhan ¢é ca dit liéu NYHA trudc phau thudt va sau 1 ndm

Bang 5: Théng s6 huyét dong & th&i diém 1 ndm

Théng sd 19 mm 21 mm 23 mm 25 mm 27 mm
MeantSD MeanSD MeantSD MeanSD MeanSD
(n%) (n") (n%) (n%) (n?)
Chénh dp trung binh|17.6 £7.8 (16) 12.6 +4.7 (97) 10.1 £3.8 (158) 9.6 £ 5.2 (132) 8.2 +3.5(69)
(mmHg)
EOA (cm?) 1.1+0.2 (16) 1.3+0.3(97) 1.6 £ 0.4 (155) 1.8 +0.5(131) 2.2 £0.6 (68)

1N 12 s8 bénh nhan dugce dénh gia dir lidu cho tirng c& van cu thé
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Cac hinh anh

Hinh 1

o A o 7
& /,/’ Replica end
:,.a-
Barrel end
P3u hinh try P3u ban sao

Hinh 2: B& do AVC (Model 1190)

Hinh 3: DAu hinh try

Hinh 4: Pau ban sao
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Hinh 7: Thao AVC khoi khay

~

Hinh 8: Cac dau hi uchikhau mau den tren vong khau

Hinh 9: Ky thu t khau khong I{(>n
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Hinh 11: Thao tay cam bang mc}t nhat cat

Hinh 12: Lam am ong ghep
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Ky hiéu

ISO Ti€ng Anh 1SO Tiéng Anh
Reg. Reg.
NO.1 NO.‘
TERILEED i5F Bl y foh
R E F 2493 $8 eaialon 2501 | Tiét trung st dung ethylen dioxide
@ 2606 Khéng str dung khi bao bi bj hu hai
0434A Can trong
i — Khuyén cao st dung trén website SZ | N/A co
L presssiobans
® 1051 Khéng tai str dung K 2724 Khéng gay sét
25°C
# N/A 58 lwong J/ 0632 |  Luu tri tai nhigt do tir 10°C dén 25°C.
10°*
g 2607 St dung trudc ngay S N 2498 S0 seri
F—mm—i| N/A Chiéu dai dng ghép
J 3082 Nha san xudt Than trong: Luat Lién bang (Hoa Ky) han
RX Only N/A | chéviéc ban thiét bj nay theo hoiic theo
[&énh ctia bdc si.
A N/A An toan MR —
Khong s& dung san phadm néu cé diu
O m /A ’ . hgiéu nz‘ap
x g e | ¥ y
= N/A Vét 6 -Khdng dugce dung
Use
okl N/A S& dyng san pham néu c¢é diu hidu
v N/A Giot nudc — S dung dugc Lox / WiE 2 ndy &

11SO 7000 Céc ky hiéu st dung cho thiét bj y t& - Cac ky hidu d3 dang ky
Lwu y: Nhan cdia san phdm nay cé thé khéng chira moi ky hidu dwgc mé ta trong chu giai.
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