HUONG DAN SU DUNG

Tai liéu nay bao gém:

1. Hudng dan s& dung chung: Hé thdng Chudi khép Excia dung trong thay khép
hang nhan tao.
2. Hudng dan s& dung bd phan cdy ghép:
Chudi khép co xi mang va chubi khép khéng xi mang
Dau chdm khép ceramic va ddu chdm khép kim loai
N3p dinh vi trung tam
- N3p chdn xi ming
3. Hudéng dan st dung cac dung cu hd trg cdy ghép.
4. Danh muc cdc m3 san phdm thudc hé théng.

Tai liéu nay duoc xac nhan bang chir ky so va c6 hiéu lwc ké tir ngay ky.
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Excia’
Vot trdi trong Chinh hinh

Namur
[ ]
Reims @
@
Paris o TS
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Heé thdng Chudi khép Excia® duwgc xay dwng
dwa trén nhiéu ndm kinh nghiém vé&i cac bo phan
cay ghép doan néi thang & Phap, noi thiét bi
Excia® dau tién dwoc cly ghép vao thang
4/2000.

Ngay nay, hé théng Excia® dwgc str dung thanh
cbng trén toan chau Au, My va Nhat Ban.

Thiét ké str dung mot bd thiét bi dé cay ghép c6é
hodc khong st dung xi mang xwong clia hé
théng Excia® da dwoc kiém nghiém qua thoi gian
va dwoc cai tién lién tuc.

Excia® 1a mét trong nhirng san phdm quan trong
nhét trong loat san phdm xwong hang nhan tao
cua Aesculap.

15 nam Excia®

2000 2001 - 2004 2005

Bat dau Excia® = Excia® Caspar Implantations Excia®dau tién
Implantations «  Excia® Experience Meeting Lyon @i MY

= Excia® OrthoPilot® Navigation

" FDA Approval in USA

2006 — 2009

= Excia®L 8/10 High Offset

= Excia®12/14

= Excia®Curved MIS Wingprofiler
" Phé duyét tai Nhat
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Excia®10 nam

2011 - 2014

Excia®Hip Platform

Phé duyét SFDA tai Trung Quéc
Trén 95.000 Excia®s dwoc ban
Cong bd két qud 7 ndm cua Excia®

2015

Excia® 15 nam



Excia’
Vot trdi trong Chinh hinh

Xuéat sac vé ... thiét ké
ky thuat
bé mat

Thiét ké bo phan gia, ky thuat ciy ghép va bé
mat mé cay tao thanh nén tang cho thanh céng
trong phau thuat thay thé xwong hang ban dau.
Excia® dwoc ciy ghép bang cach str dung miii
doa dung dwoc cho ca doan ndi khéng c6 xi
mang va doan ndi xi mang v&i bo dinh tam dau
xa.

Ché 16i hai bén ctia doan néi Excia®ting 1&én
theo kich thwéc doan néi, ciing cb thém cho
tinh &n dinh cta khép.

Excia®co thé dwgc ciy ghép dinh hwdng bang
may tinh va hé tro' cac ky thuat phau thuat it
xam |4n hon, vi vay hé théng nay dwoc trang bi
hoan thién cho nhu ciu phau thuat thay thé
xwong hang nang cao.






Excia’
Vot trdi trong Chinh hinh

Xuéat sac vé ... thiét ké

Thiét ké khéng cé xi méng

Thiét ké doan néi voi
khép dau xa va mép dau
gan tao dd 6n dinh co
hoc. C6 dinh dau gan véi
I&p phl Plasmapore®.

-—

Thiét ké co6 xi mang

Thiét ké doan néi khéng
canh duy tri xwong gan
dét chuyén. Cac mép cho
phép vira van véi I&p vd
xi mang & dau gan.

Doan néi thang Excia®
dwoc thiét ké dé kéo dai
tudi tho ctia md céy co
hodac khéng c6 xi mang
xwong — do 16i tieu
chuan ho3c cao.

DPoan ndi hoan toan thdng
hang v&i nap dinh vi trung
tam



Hai phwong an thiét ké dung cho cay ghép co
hoac khong ¢o xi mang xwong
v&i do 16i tiéu chuan hoac cao



Excia’

Vot trdi trong Chinh hinh

Xuét sac vé

Mdi doa

Mi doa cuia canh chi dwoc
st dung vao bwdc cubi
cuing clia qua trinh cay
ghép khoéng dung xi mang.

... ky thuat

Cac cb thir nghiém lién
khdi v&i do 16i tieu chuén
hodc cao mang lai kha
nang mo phdng viéc tai
tao md mém tdi wu.

Canh bén

Céc doan ndi Excia®cé va
khéng cé xi mang co6 sy khac
biét vé vat liéu, bé mét va dac
biét la canh bén.

Miii doa ctia doan néi ciing
dwoc gia cong chinh xac sao
cho viéc chira thir nghiém
mo phdng dwoc chinh xac
mé cay chinh thirc.



trwdc - bén

M6t bd thiét bj dung dé cay ghép
co hoac khong str dung xi mang xwong
cho tat ca cac bién phap phau thuat

sau trwc dién



Excia’
Vot trdi trong Chinh hinh

Xuat sac vé ... bé mat

Bé& mat mo cay Plasmapore® Két qua
Excia®khdng co6 xi mang bao Lép phd titan tinh khiét Diéu nay dwoc xac nhan
gbébm mot 1&p phu x6p réng li ti 0,35 mm va nham b&i kinh nghiém lam sang
Plasmapore® nham & diu gan. gitp khép xwong truwc tiép lau ndm véi nhidu mé cay
vao phan dau gan ctia mo dang céc va doan nbi
céy. dwoc pha Plasmapore®ké
ttr nam 1987.
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Plasmapore- - ‘ ‘
cbng nghé phua bé mat hang dau cua Aesculap
vOi trén 25 nam kinh nghiém lam sang
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Excia’

Ky thuat phau thuéat

Buc xwong

Goc duc xwong la 55 d6.
T4t ca cac danh dau trén
thiét bi va md cay la & méc
quy chiéu 55° v&i mét
phang nay.

Mé& bng tay

Ong tiy dwoc mé véi mot
dao cat xwong dang hop,
duwoc gan theo phwong sau-
bén va xac dinh géc nghiéng

trwdc xwong dui ca mo cay.

Mi doa bat dau

Mi doa bat dau la mét dung
cu tly chon dworc diing bng
tay ma khong can lwc dé

kiém tra tinh trang bén trong
thy. Khong can str dung bua.



Mui doa

Ong ty dwoc chuan bi
b&ng Mii doa c6 kich
thwéc tdng dan cho dén
khi dat dwgc d6 sau va do
6n dinh mong muén.

(LR

|

Giam thr nghiém

Két hop véi Miii doa Excia®
hai c6 thtr nghiém lién khéi
véi do 16i tiéu chuén (135°)
hoac cao (128°, + 6 mm) md
phoéng chinh xac hinh dang
clia mé cly Excia®.

Céc dau thtr nghiém phu
hop cho phép chira thir
nghiém chinh thirc va kiém
tra khép bang Mii doa
Excia®.
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Excia’ i
Ky thuat phau thuat
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Céy ghép c6 xi méng

Déi véi ciy ghép c6 xi mang,
kich thwédc ctia doan ndi
Excia®va b6 dinh c& dwoc
chon theo bang trén.

Kich thwéc ctia bd dinh c& dau
xa twong ng v&i kich thuée
ctia Mii doa cudi cling dwoc
st dung.

1,0 mm 12
1,5 mm 12 11
2,0 mm 12 10

Do day yéu ciu cla I&p vo
xi méng cé thé dwoc didu
chinh tlr 1 dén 2 mm, phu
thudc vao kich thwéce cla
doan néi dwoc cly ghép
chinh thire.

12
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Céy ghép khéng cé xi mang

Déi v&i ciy ghép khdng ¢ xi
mang, mét ranh danh cho canh
bén ctia Excia® dwoc rach bang
may cét canh, dwoc dan hwdng
xubng mét khe trong Miii doa
doan ndi cudi cung. Poan ndi
Excia® khong cé xi mang c6 thé
dwoc gay ghép sau khi chinh
xwong thtr nghiém.

Kich thwéc cia doan nbi
Excia® khong c6 xi mang
twong &ng trwc tiép voi
doan néi cubi cung dé co
thé 1ap ghép dung. Bo tac
dong clia doan ndi diéu
khién can chinh xoay trong
khi cay ghép.

Thiét ké co sinh hoc

Dat dwgc dé 6n dinh nhuw
ban dau nhé sw phu hop
chinh xac ctia doan néi dau
xa va do 6n dinh xoay &
khu vic dau gan.

D 6n dinh thir cap dat
dwoc nhé xwong moc vao

trong I&p ph Plasmapore®.
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Excia’
MO cay hinh coc

Plasmafit® Poly

£ _ £

6 nut dong
Kl’c’h Kic'h Plasmafit” UHMWPE
thcu’ézc Itérhg?éct Poly Vitelene® déi xtrng Vitelene® thanh sau Vitelene® bat dbi xirng dbi xtrng
@22 mmg 28 mm g 32 mm g 36 mm g 40 mm @22 mm g 28 mm g 32 mm g 36 mm 222 mm g 28 mm g 32 mm @ 32 mm
- - NV040T NVI183E - - - - NV283E - - - NV383E - - -
- NV042T NVI184E NVI189E - - - NV284E  NV289E - - NV384E  NV389E - -
n - NV044T = NV190E = = = = NV290E = = = NV390E = —
n - NVO046T = NV191E NV201E - - - NV291E NV301lE - - NV391E NV401E NV201
n - NV048T - - NV202E - - - - NV302E - - - NV402E NV202
- NVO50T = = NV203E  NV213E = = - NV303E NV313E - - NV403E NV203
- NVO052T - - NV204E  NV214E - - - NV304E NV314E - - NV404E NV204
- NVO054T = = NV205E  NV215E  NV225E = = NV305E  NV315E S = NV405E NV205
- NVO56T - - NV206E NV216E NV226E - - NV306E  NV316E - - NV406E NV206
- NVO058T - - NV207E NV217E NV227E - - NV307E  NV317E - - NV407E NV207
m - NV060T - - NV208E NV218E NV228E - - NV308E NV318E - - NV408E NV208
- NV062T - — NV209E NV219E NV229E - - NV309E NV319E - - NV409E NV209
ISOTAN*+ Vitelene® UHMWPE

Plasmapore®

-_a & -~ .

Plasmafit® Plus

khang c6 13 cit, 6 318 vit 513 vit phia dudi,
i 5 c6 nut déng 213 vit phia dau
Kich Kich
thl{éfc thuwoc Plasmafit® Plus Plasmafit*Plus 3  Plasmafite Plus 7 Biolox- delta déi xrng Vitelene® d6i xtrng
coc 16p l6t

228mm ©32mm ©36mm g40mm g22mm ©28mm ©32mm @g36mm @40 mm

[ 20 |0 NV240T NV340T* - - - - NvieE - - - -
B NvageT NV242T NV342T* - - - - NvIssE - - - -
Il v NV244T NV344T¢  NVOSSD - - - NVIB4E NVIBE - - -
D nNvigeT NV246T NV346T NVOZOD - - - - NVISE - - -

L E . NviasT NV248T NV348T - nviD - - - NVI9IE NV20IE - -
CF . nvisoT NV250T NV350T - N - - - - Nv202E - -
e nviseT NV252T NV352T - NVIO3D NVII3D - - —  NV203E NV2I3E -
CH . NvisaT NV254T NV354T - NVIO4D NVID - - - NV204E NV2LE -
1 NvaseT NV256T NV356T - NVIOSD NVI1SD NVI2SD - —  NV20SE NV2ISE  NV225E
9 NvassT NV258T NV358T

[ s0 | BNV NV260T NV360T - NVIOSD NVI16D NVI26D - —  NV206E NV216E  NV226E
9 nvaeet Nv262T Nv362T

K NvaiedT NV264T NV364T

N wvieer NV266T NV366T

e | - \woest \wasaT - NVIO7D NVII7D NVI2?D - - NV207E  NV217E  NV227E
K ot NV270T NV370T

ISOTAN:¢ Biolox- delta Vitelene®

Plasmapore*

[

6



Plasmafit® Plus

~)

/j

khong co 1 cit, c6 318 vit 516 vit phia dusi,
Kich T c6 nut déong 216 vit phia dau UI'JMWPE
thude  thuoe Plasmafit® Plus ~ Plasmafit® Plus 3  Plasmafit® Plus 7 Vitelene® thanh sau Vitelene® b4t di xtrng doi xrng
e I6p 16t g22mm g28mm @32mm @36 mm g22mm g28mm @32 mm 2 32 mm
- - NV140T NV240T NV340T* NV282E - - - NV382E - - -
- NV142T NV242T NV342T* NV283E - - - NV383E - - -
n - NV144T NV244T NV344T* NV284E  NV289E - - NV384E  NV389E - -
n - NV146T NV246T NV346T - NV290E - - - NV390E - -
“ - NV148T NV248T NV348T - NV291E  NV301E - - NV391E  NV401E NV201
- - NV150T NV250T NV350T - - NV302E - - - NV402E NV202
- NV152T NV252T NV352T - - NV303E  NV313E - - NV403E NV203
- - NV154T NV254T NV354T - - NV304E  NV314E - - NV404E  NV204
- NV156T NV256T NV356T - - NV305E  NV315E - - NV405E NV205
- NV158T NV258T NV358T
“ - NV160T NV260T NV360T - - NV306E  NV316E - - NV406E NV206
- NV162T NV262T NV362T
n - NV164T NV264T NV364T
“ - NV166T NV266T NV366T
- - NV307E  NV317E - - NV407E NV207
“ - NV168T NV268T NV368T
- - NV170T NV270T NV370T
ISOTAN:r Vitelene* UHMWPE
Plasmapore*
O Nut dong trung tam tw dong dxu'qc giao cling véi mé cay hinh céc khong co 16 vit.
Nut déng NVOO1T ciing cé thé dwoc dat hang riéng.

Plasmafit®— Vit xwong xdp

}
@W

NV010T
NVO11T
NV012T
NV013T
NV014T
NVO015T
NVO016T

NVO017T
NV018T
NV019T
NV020T
NV021T
NV022T
NV023T



Excia’
Coc PE co xi mang

Céc PE co xi
Tiéu chuan

mang —

Bién dang th&p

Céc PE c6 xi mang Vitelene®—

Tiéu chuan

Bién dang thap

40 mm NK810 = = 40 mm
42 mm NK812 NK842 - 42 mm NK842E - -
44 mm NK844 - 44 mm NK844E - -
46 mm NK846 NK946 46 mm NK846E NK946E -
48 mm NK848 NK948 48 mm NK948E -
50 mm NK850 NK950 50 mm NK950E NK976E
52 mm NK852 NK952 52 mm NK952E NK977E
54 mm NK854 NK954 54 mm NK954E NK978E
56 mm NK856 NK956 56 mm NK956E NK979E
58 mm NK858 NK958 58 mm NK958E NK980E
60 mm NK870 NK960 60 mm NK960E NK981E
62 mm NK872 NK962 62 mm NK962E NK982E
64 mm NK874 NK964 64 mm NK964E NK983E
UHMWPE Vitelene®
Cbc PE c6 xi méng — Céc PE ¢6 xi mang —

Snap Fit

Bién dang day du

Khdéng Snap Fit

Bién dang day du

Vat liéu mé cay

42 mm — — 42 mm - -
44 mm = = 44 mm - -
46 mm NH947 = 46 mm NH946 -
48 mm NH949 NH969 48 mm NH948 NH968
50 mm NH951 NH971 50 mm NH950 NH970
52 mm NH953 NH973 52 mm NH952 NH972
54 mm NH955 NH975 54 mm NH954 NH974
56 mm NH957 NH977 56 mm NH956 NHI76
58 mm NH959 NH979 58 mm NH958 NH978
60 mm NH961 NH981 60 mm NH960 NH980
62 mm NH963 NH983 62 mm NH962 NH982
64 mm — — 64 mm — —
UHMWPE UHMWPE

18

Biolox® delta

S ma tran nhém oxit

(Al203/Zr02 / 1SO 6474-2)

ISODUR®:

Hop kim rén cobalt-chromium (ISO 5832-12)
ISODUR®s

Thép khong gi (ISO 5832-1)

ISOTAN®:

Hop kim ken titanium (ISO 5832-3)
Plasmapore®

Titanium tinh khiét (Ti/ISO 5832-2)

UHMWPE

Polyethylene co trong lwgng phan tir siéu cao
(ISO 5834-2)

Vitelene®

Polyethylene lién két chéo cao 6n dinh Vitamin E
UHMWPE-XE

PMMA

Polymethylmethacrylate



Vat liéu cay ghép

Chubi khép khdng xi mang Chudi khép co xi méng
Kichco  Teuchudn Pt ---
8 mm NK198T NK598T 9 mm NK689K
9 mm NK199T NK599T 10mm  NK690K NK990K
10mm  NK200T NK600T 11mm  NK691K NK991K
11mm  NK201T NK601T 12mm  NK692K NK992K
12mm  NK202T NK602T 13mm  NK693K NK993K
13mm  NK203T NK603T 14mm  NK694K NK994K
14mm  NK204T NK604T 15mm  NK695K NK995K
15mm  NK205T NK605T 16mm  NK696K NK996K
16mm  NK206T NK606T 17mm  NK697K NK997K
17mm  NK207T NK607T 18mm  NK698K NK998K
18 mm NK208T NK608T ISODUR:¢
~ ISOTAN®: )
* Cac m6 chy Exciar L (phu) phai c6 d6 Ii ting 6 mm so véi goc CCD chudn va giam Excia- 128°
Bau chém khép ceramic N&p dinh vi trung tam
W am wm wm e Comm [ e
NK460D NK560D NK660D NK750D l L0 G R
M  NK461D NK561D NK661D NK751D SOy iieos
L NK462D NK562D NK662D NK752D L2 [ R
12114 XL  —  NK563D NK663D NK753D el [N ODS
Biolox- delta 14 mm NK094
‘ 15mm  NKO95
Dau chém khép kim loai 16 mm NK096
---_- 17mm NKoo?
NK420K NK529K NK669K NK769K 18 mm NK098
M NK430K NK530K NK670K NK770K PMMA
Lo/14 L NK431K NK531K NK671K NK771K Nép chin xi mang
XL NK432K NK532K NK672K  NK772K
XXL NK433K NK533K NK673K NK773K --
=== 12 mm NK912
14 mm NK914
16 mm NK916
18 mm NK918

Thanh phan:
50 % gelatin (tt lon), 30 % glycerin, 20 % nwéc
0.2 % methylparahydroxybenzoate
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Dung cu

B dung cu co’ ban NT330 Excia®12/14

Khay NT329R c6 thé chira ba tay cam
Mi doa. Khay nhé dung dé dat cac
thanh phan th&r nghiém nam phia trén.

] &
Khay nhé v&i cac

thanh phan thiy
nghiém Excia® 12/14.

{90 ® ¢
Q0 ® <

Bao gom:

NT329R

JH217R
TFO004

Khay c6 gia d& va khay nho
duing cho cac thanh phan thiy
nghiém

489 x 253 x 106 mm

Nap

Khuén méau Grafic

Miii doa long xwong Excia®

NT308R
NT309R
NT310R
NT311R
NT312R
NT313R
NT314R
NT315R
NT316R
NT317R
NT318R

Mdi doa c& 8

Mdi doa c& 9

Mdi doa c& 10
Mui doa c& 11
Mui doa c& 12
Mui doa c& 13
Mui doa c& 14
Mdi doa c& 15
Mdi doa c& 16
Mdi doa c& 17
Mdi doa c& 18

Pau tht nghiém Excia® 12/14

M
L
XL
XXL

NT356 NT366 NT376*
NT357 NT367 NT377*
NT358 NT368 NT378*
NT359 NT369 NT379*
NT360 NT370 NT380*

Hop chira khuyén nghi chi danh cho Bé dung cu co ban Excia® NT330
Hop chira co ban Aesculap 592 x 285 x 153 mm

Bd dung cu tuy chon NT300 Excia®

Hop chira khuyén nghi cho NT330 va NT300

Bao gém:

NT301R

JH217
TFO003

Hop chira co ban Aesculap 592 x 285 x 265 mm

Khay c6 gia d&
489 x 253 x 76 mm
Nap

Khuén mau Grafic

ND844R
ND820R
NT321R
NT118R
NDO17R*

Pau I3p doa
NTOO1R*
NTOO02R*
NTOO3R*
NTOO04R*
NTOO5R*
NTOO6R*
NTOO7R*

Dung cu chen

Dung cu thao roi

Dung cu cat géc xwong

Buc xwong

Thanh ngang cho dau I&p doa

Tiép can tir bén, thing
Tiép can t sau, thing
Tiép can t trwde, thdng
Tiép can t bén, 15i trai
Tiép can tir bén, I6i phai
Tlep can tlr trwdc, 16i trai
Tiép can t trwdce, 16i phai

C6 thir nghiém Excia® 12/14

NT303R
NT305R

Cb th&r nghiém tiéu chuén
Cb th&r nghiém bén

Dung cu tuy chon

NDO60*

ND845R*
ND847R*
ND472R*
NT323R*

NG922*

NG923*

B6 gan dau 6 cbi
Dung cu chém cong
Dung cu chém khoéa
Doa khé&i dong

Bo do tim 6ng

Khuén mau X-quang c6 xi
mang Excia®

Khudn mau X-quang
khong c6 xi méng Excia®

dbi vé&i cac dung cu co6 danh dau *,
vui Iong dat hang riéng

20
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Aesculap AG | Am Aesculap-Platz | 78532 Tuttlingen | Germany
Phone +49 7461 95-0 | Fax +49 7461 95-2600 | www.aesculap.com

Aesculap — mét cong ty ctia B. Braun

Nhan hiéu san pham chinh “Aesculap” va cac
nhan hiéu san pham “Excia”, “Isodur”, “Isotan”,
“OrthoPilot”, “Plasmapore” va “Vitelene” la cac
nhan hiéu da dang ky cua Aesculap AG.
“Biolox” la mot nhan hiéu da dang ky
ctiaCeramTec GmbH.

C6 thé thay ddi v& ky thuat. Bao lvu moi quyén.
Chi dwoc str dung brochure nay cho muc dich
duy nhét Ia 4y théng tin v& san pham cla ching
t6i. C&m sao chép toan bd hodc mét phan noi
dung dwéi moi hinh thirc.

Brochure No. 090302 0815/0.5/3


http://www.aesculap.com/

HUGONG DAN SU DUNG
Chuoi khép c6 xi mang va chudi khé’p khong xi mang
Muc dich str dung

BO phan cdy ghép nay dugc dung:

B Nhu 1 b0 phan clia khdp hang kim loai nhan tao: Chudi khép
B Dé két hop vdi cac bd phan khac cliia khdp héng kim loai nhan tao
B Dung dé cdy ghép ma khong can dén xi mang trang xwong, stem ma PLASMAPORE®

hodac PLASMAPORE®u-CaP- duogc st dung
B Dung dé cdy ghép vdi xi mang trang xwong, nhu: stem khéng ma

Chat liéu
Cac chat liéu dugc dung tao nén bd phan cay ghép nay dugc liét ké trén bao bi:

B Hop kim titanium ISOTAN®F Ti6Al4V theo tiéu chuan 1SO5832-3

Hop kim crom - ¢6 ban ISODUR®F CoCrMo theo tiéu chuan ISO5832-12

L&p ma bé mat |a titanium nguyén chat PLASMAPORE® theo tiéu chuan 1SO5832-2
L&dp ma bé mat 13 titanium nguyén chat PLASMAPORE®u-CaP theo tiéu chuan
ISO5832-2 vdi Iép ma bé sung lam tir canxi - photphat

ISOTAN®, ISODUR® va PLASMAPORE® dugc dang ki la thuwong hiéu cla Aesculap AG,
78532 Tuttlingen / Blrc

Chi dinh

Dung cho céc chirng rdi loan cdp tinh cha hang, khéng chita tri duwoc béi cadc phuong phap
trj liéu khac:

B Viém thoai hda xuwong khép

B Viém khép thap

B Cac hu hdng cla khdp

B Hoaitl cla dau xwong dui
Chdng chi dinh

Chéng chi dinh tuyét déi
Khong duoc str dung trong cac truong hop:

B Cic bénh vé khdp cé thé duoc chita tri bang phau thuat tai tao (vi du: phau thuat cat
bd thly)

B Cac chirng nhiém trung cap tinh hodc man tinh gan khu viec khép hodc cac chirng lay
nhiém theo hé théng

B Cic bénh thir cip ¢ thé anh huwdng dén chirc nang cta khdp ciy ghép

B Bénh lodng va nhuyén xuong cap tinh



B Chat lvong cla xwong khdng cao, nhitng bién dang cta ciu tric xwong, nhirng rdi
loan trong khu virc cdy ghép c6 thé lam gidm tinh 6n dinh cda viéc thay thé khép hodc
theo th&i gian

B Ching man cam duoc biét trudc véi cac chat liéu clia bd phan cay ghép

B T4t cd nhitng khu vire khac duoc phau thuat khong dugc dé cap trong Chi dinh

Chéng chi dinh twong doi

V@i nhirng trudrng hop bén duwdi, du riéng 1é hodc két hop vdi nhau, cling ¢6 thé lam cham
ti€n do6 hoi phuc hodc dnh hudng dén thanh cong clia phiu thuat:

Tai trong vugt mirc cho phép duoc dy doan trudce |én bd phan cdy ghép
Nhirng bién dang dugc bao trudc cla xwong

Céac chirng réi loan vé chuyén hoa xuwong

Sy phu thudc vao thudc, lam dung thuéc hodc nghién rugu

Thiéu hop tac tir bénh nhan

Viéc sir dung san pham trong cac trudng hop nay yéu cau sy danh gid cd nhan, nghiém
tdc cha béc si phau thuat

Nhirng dnh hwéng va phan rng phu

Nhirng thay d6i vé vi tri, bi 1dng, mon va rach hodc hw hdng cac thiét bi cay ghép
Khép bi léch vi tri va nhitng thay d6i vé chiéu dai cla chan sau phau thuat

Céc chirng lay nhiém chinh va th cap

Huyét khéi tinh mach, tac mach phéi, ngirng tim

Cac phan rng clla mé vdi cac vat liéu cla bd phan cay ghép

Tén thuong 1&én cdc mach mdu va cac day than kinh

Chilrng méu tu va nhitng réi loan vé hoi phuc vét thuong

Hién tugng voi hda quanh khép

Suy gidm tinh linh hoat va mém déo cGa khép

Chirng dau khép va gidm hiéu suat van dong

Nhirng Iru y an toan

Bac sT phau thuat chiu trach nhiém ddm bao qua trinh thuc hién phau thuat duoc
thuwc hién chinh xac

Bac s phau thuat phai cé su hidu biét sau sic vé ca kinh nghiém thuc t& va khai niém
vé cac ki thuat st dung thiét bi

Bac sT phau thuat cé trach nhiém két hop va cay ghép cac bd phan cay ghép, cé hoidc
khong dung xi mang trang xuong

Aesculap khdng chiu trach nhiém cho bat ki nhirng bién chirng phat sinh tir thuc hién
sai chi dinh, lya chon sai bé phan cdy ghép, két hop sai véi bd phan cay ghép khac
hodc ti€n hanh sai ki thuat phau thuat, nhitng han ché cta phwong phap diéu tri, vo
trung khéng dat yéu cau

Phai tuan theo cac hudng dan danh cho ngudi st dung clia tirng bd phan cay ghép



Aesculap

B Cic bd phan cdy ghép phai dugc kiém tra va duwoc phép két hop vai cic bd phan
Aesculap. Néu két hop véi cac bd phan cdy ghép khac, trach nhiém thyc hién phau
thuat thudc vé bac si phau thuat

B Tuyét d6i khéng duoc, du bat ki hoan canh nao, két hop véi bat ki bd phan cay ghép
nao dé tir nha san xuat khac, du bat ki hoan canh nao

B Tuyét d6i khdng dwoc, du bat ki hoan cdnh nao, dung cac bd phan bi hu hdng hodc bi
cat trong qua trinh phau thuat

B Khong duoc tai st dung lai cac thiét bi cdy ghép da dwoc dung trudc dé

B Chi thich hop dé két hgp thanh 1 mé dun hoan chinh khi két hop vdi cac bd phan
thudc khép hang nhan tao

B Tuan theo cdc thdng s6 vé vat liéu, dudng kinh ma sat khdp va cac thdng s6 ki thuét
& phan chép nén

B Tuan theo nhitng han ché chi tiét cla cdc bd phan cay ghép khac

B Tranh lam héng bd phan cdy ghép, dac biét 13 & phan cé quay va khu vyc chép nén,
gay ra bdi cac dung cu khac (vi du: cac thiét bj phiu thuat HF) khi sir dung gan véi bo
phan cdy ghép

v3i may chup cdng hudng tir (mdy scan MRI). Ching ciing khéng dugc kiém
tra vé tinh chiu nhiét, cac chuyén dong hodc hinh anh hién vat trong may chup
cdng hudng tir. Viéc tién hanh chup cdng huédng tir cho nhitng bénh nhan
dang c6 bd phan cdy ghép nay co thé gy ton hai cho bénh nhan

f Cac bd phan ciy ghép khéng dugc kiém tra vé tinh an toan va tinh twong thich

WARNING

B Khi cidc bd phan cdy ghép duoc sir dung, khdong chi s6 tham chiéu (article number),
tén bd phan cdy ghép, cling nhu s6 16 (batch) va so seri (néu cd) phai duwogc ghi lai
trong h6 so bénh an

B Sau khi phiu thuat, tirng théng tin chi tiét cla bénh nhan, cling nhw qua trinh huan
luyén co bap va tinh linh hoat, Ia mét phan cuc ki quan trong

B T6n thuong [én xi mang trang xwong chiu luec va/ hodc ciu tric xwong cé thé gay ra
sw 1dng léo cla cac bd phan, gdy xwong hodc bd phan cdy ghép va céc bién chirng
quan trong khac. Nhdm ddm bao viéc phat hién sém nhat nhitng tac yéu to gy suy
giam chirc nang cua bd phan cay ghép, khdp nhan tao phii dugc kiém tra dinh ki,
bang cac ki thuat thich hop




CAUTION

Nguy co gay hong bd phan cdy ghép do két hop vdi bd phan cay ghép dén tir
nha san xuat khac!

Chi dung két hop gitta cac bdé phan Aesculap vdi nhau

Tiét trung

B Cic bd phan cdy ghép dugc dong goi riéng biét trong cac bao bi bdo vé duoc in cac
nodi dung vé bd phan cdy ghép dé
B Cic bo phan cay ghép phai duoc tiét trung bang tia gamma
> Cat trit cac bd phan cdy ghép khi ching nam nguyén trong bao bi. Chi thdo 16p bao bi
bao vé ngay trudc khi st dung
» Trudc khi str dung, xem thoi han st dung va xdc nhan tinh trang thyc té cta bao bi
tiét trung
> Khéng duogc si dung cac thiét bj cdy ghép qua thdi han sir dung hodc ¢ |&p bao bi bi
hu hai
Nguy co gay hdng bé phan cdy ghép do x{r ly hodc téi tiét trung!
A Khong dugc tai sir dung hodc tai tiét trung cac bo phan cdy ghép
WARNING
St dung
B Bic s phau thuat phai vach ra két hoach giai phau chi ré nhu ghi lai chi tiét cac thong
tin sau:
B Lya chon céc bd phan cay ghép va thong sé kich thuwdce cha ching
B D3t cdc bd phan cay ghép vao dung vi tri trong xuwong
B Danh cidc ddu mdc trong qua trinh phau thuat

Céc diéu kién sau day phadi duoc thuwe hién trwdc khi thwe hién:

T4t ca cac bo phan cay ghép dugc yéu cau phai chuan bij san sang

T4t cac cac thiét bi dung trong phau thuat cay ghép phai san sang lam viéc, bao gdbm
cac thiét bj dung trong phiu thuat cay ghép khép chuyén dung Aesculap dung dé xir
ly khu vire cdy ghép

Bac sT phau thuat va doi ngli phau thuat phai thong sudt ki thuat giai phau, cling nhu
bd gdbm cac bo phan cay ghép va thiét bj dung trong phiu thuat cay ghép sé& dugc st
dung; thong tin hoan chinh vé nhirng van dé nay phai dugc san sang tai noi lam viéc
Bac s phdu thuat phai hoan toan théong thao cac quy dinh vé thuc hanh y té, tinh




trang hién tai cla céc kién thirc khoa hoc, va cac ndi dung cla cac bai viét khoa hoc
cé lién quan duwoc viét bdi cac tac gid y hoc

Viéc xac minh rd rang dugc thuc hién bdi nha san xuat trong trwdng hop tinh trang
truwdc phau thuat khong ré rang va danh cho cac bd phan cdy ghép ndm trong ving
duwoc thuce hién phau thuat

Quy trinh phau thuat va cac thong tin dwdi day phai duoc gidi thich cho bénh nhan, va
nhan dugc sy chdp thuan cda bénh nhéan:

Chirc nang cta khdp nhan tao s& kém hon khdp ty nhién

Khdp nhan tao cé thé mang dén su cai thién khéng nhiéu cho diéu kién clda bénh
nhan so v&i trwedce khi tién hanh phau thuat

Kh&p nhan tao cé thé tré nén ldng Iéo do chiu tai trong qua murc, mon va hu, hodc
nhiém khuan

vong doi st dung cla cidc bé phan ciy ghép phu thudc vao trong lwvgng cla bénh
nhan

Khong dugc dé cic bd phan ciy ghép trong trang thdi qua tai do cac hoat dong thé
chat lién quan dén cdng viéc hodc thé thao

Cudc phau thuat dé chinh slra 13 can thiét nham diéu chinh lai bd phan cay ghép bi
long

Trong trwdng hop ti€n hanh phau thuat cin chinh, phau thuat cé thé khéng kha thi
trong 1 s6 hoan canh nhat dinh dé hoi phuc lai tinh di déng va linh hoat

Bénh nhan phai trai qua cac cudc kiém tra y t& vé khdp nhan tao dinh ki

Phau thuat cay ghép va vung tién hanh phau thuat cay ghép duoc chuan bi theo cac budc
nhu sau:

>

Tién hanh phau thuat cat dau xwong dui, mé vung xwong dui bang cay nao hinh hop
EXCIA (box osteotome)

Tao 16 khoang tly bang cac dung cu khoan dinh hinh EXCIA theo kich c& tang dan
Tién hanh sdp x&p cac bd phan cay ghép vao vi tri, [am theo duwdng gidi phau (resection
line)

Khi ti€n hanh phau thuat cay ghép khong can xi mang véi cac bd phan nhan tao EXCIA
va EXCIA L: chuan bi cdnh chuyén bén bang dung cu dinh hinh cdnh (wing profiler)
EXCIA. Dung cu dinh hinh cdnh dwoc dat cung chiéu vdi dung cu dinh hinh cudi cung
duoc dat vao xwong dung vi tri

D3i v&i phau thuat cay ghép khdng dung xi mang hodc dung xi mang: chon bd phan
cay ghép c6 kich thudc tuwong ing véi dung cu dinh hinh cudi cing dugc dt vao xuwong
duang vi tri

D3i v&i phau thuat cay ghép dung xi mang: chon bd phan cdy ghép cé kich thuéce trung
binh dua trén dung cu dinh hinh cuéi cung hodc s do riéng cha khoang tay

Trwdc khi chén bd phan ciy ghép vao, tién hanh kiém tra lai vi tri va kiém lai tinh linh
hoat cla khép, tinh 6n dinh cla khdp va d6 dai chan



Nhirng vét nit v& clda xwong trén khung cdy ghép sé anh huwdng dén viéc cé
dinh bd phan cay ghép!

WARNING > Ngan cac vét nirt v& clia xuong thong qua cac ki thuat gidi phiu duoc tién
hanh can than

> XU ly vét nitt v& clia xwong bang cac liéu phap trong va hau phiu thuat
phu hop

> XU ly cdc bd phan cdy ghép ding céch

> Khong duwoc dé cac bé mat cha bd phan cdy ghép bi hong trong bat ki hoan canh nao

» Dam bao céc kich c& chép ndn cla cac stem nhan tao khdp vai cac kich c& chdp nén
cla céc dau khdp nhan tao (xem kich c& chdp ndn trén bao bi cda bé phan cay ghép,
vidu: 12/14 hodc 8/10).

» Chi thdo b6 phan nap bao vé khoi phan chép nén nhan tao ngay truwdc khi dit dau
khép nhan tao vao vi tri

» Trudc khi dat dau khdp nhan tao vao vij tri, rira sach, vé sinh va lam khé dau chép
ngoai cla stem, va néu can thiét, phan nén bén trong cla dau khép nhan tao

> Chi gadn béng nhan tao va phan chép nén nhan tao vdi nhau trong nhiét d6 phong.
Né&u can thiét, dé bo phan cdy ghép ngudi dan trong nhiét d6 phong

» Chuan bi va s dung xi mang trang xuwong nhu da mé ta trong hudng dan st dung
duoc cung cap bdi nha sdn xuat xi mang

» Tuan theo huwdng dan cla cac ndp dinh vi trung tdm Aesculap

» Truwdc khi déng vét mé, ddm bao, bang bat cr phwong tién kham nghiém hinh anh nao
(néu can thiét) nham dam bao cac bd phan cay ghép duoc dat dung vi tri

» Nham ngan cac vét rach va 8n mon bat thudng cla bd phan nhan tao: Lay sach cac vét
xi mang trang xwong bi 16ng hodc cdc manh xuong vun trudce khi déng vét mo

Moi théng tin chi tiét vé hé théng cay ghép Aesculap luén co tai B. Braun/Aesculap va cac
van phong lién quan dén B. Braun/Aesculap.
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Dau chdm khép ceramic va dau chom khép kim loai

Muc dich sir dung

Dung cu cdy ghép duoc sir dung

m Nhu mot thanh phan cda xwong kim loai nhan tao & hdng: chom xuong gia
m K&t hop véi cac thanh phan xwong kim loai nhan tao & hdng Aesculap

Vat liéu

Céc vat lidu duoc sir dung trong bd phan cdy ghép duogc liét ké trén bao bi:

m Hop kim cobalt-crom luyén ISODUR®F CoCrMo theo tiéu chuin ISO 5832-12
m Hop kim duc cobalt-crém ISODUR®C CoCrMo theo tiéu chuan ISO 5832-4

m S alumin BIOLOX® forte Al203 theo ISO 6474-1

m Hop kim composite matrix st BIOLOX®delta Al203 theo ISO 6474-2

ISODUR® I3 nhan hiéu d3 dang ky chia Aesculap AG, 78532 Tuttlingen/Dtrc.
BIOLOX® la nhan hiéu da dang ky cia CeramTec GmbH, 73207 Plochingen/Dirc.

Chi dinh

S dung cho cac réi loan cap tinh & hang ma khong thé diéu tri bang cac liéu phap khac:
mViém xuwong khép thoai hda

m Viém khép dang thap

m Gay xuong khdp

m Hoai t&r chom xuong dui

Chdng chi dinh

Chéng chi dinh tuyét déi

Khong str dung khi cé:

m Cac bénh khép cé thé duoc diu tri bang phiu thuat téi tao (vi du nhu phau thuat cit xuwong d6i chd)

m Nhiém trung cap tinh hodc man tinh gan khép, hodc nhiém trung hé thong

m Cac bénh th cip cé thé anh hudng dén chirc ndng cay ghép khép

m Chirng nhuyén xuwong hodc chirng lodng xwong cap tinh

m Tinh trang kém chat luvgng cla xwong hodc cac di dang xuong, cac réi loan trong vung dinh vi ciy ghép cé thé lam
gidm tinh 6n dinh cla su gdn két thay thé khdp chl yéu hodc theo thoi gian

m Chirng qua man cdm véi cac vat liéu cay ghép da duoc biét

m T4t ca cdc Iinh vue dp dung khéng duwoc dé cap thudc phan 'Chi dinh'

Chdng chi dinh twong déi

Cac diéu kién sau day, riéng 1& hodc két hop, cé thé dan dén viéc chdm lam lanh hodc su de doa sy thanh cong clia
hoat dong:

m Trinh trang qua tai trén dung cu cay ghép duoc biét truéc

m Xac dinh cé di dang xwong chau

m Su phu thudc vao duoc pham, lam dung ma tuy, hay nghién ruou

m Thay trudce sy thiéu su hop téc cha bénh nhan

Viéc str dung san pham trong nhirng trudng hop nay doi hdi cadc danh gid quan trong mang tinh ca nhan cla bac st
phau thuat.

Viéc slra d6i cac dung cu ciy ghép xuong kim loai cling 1a mot thl thuat khé khan, phu thudc yéu ciu ca nhan can
duwoc danh gia thich hop bai bac st phau thuat.



Tac dung phu va twong tac

Cdc rui ro cé thé duoc biét dén hién nay lién quan dén viéc st dung san pham, bao gdm hau qua 1am sang, do la:
m Thay d6i vi tri, khdp bj 1dng, mon, hodc gdy cac thanh phan ciy ghép

m Trat khdp va thay déi chiéu dai chan sau ph3u thuat

m Nhiém trung so cap va thir cap

m Huyét khéi, tdc mach

m Phan (rng md va&i vat liéu cay ghép

m Tén thwong cdc mé xung quanh, bao gdm tén thuong than kinh va mach mau
m V&t bam tim va cac r6i loan han gan vét thuong

m V6i hda vanh xuong

m Giam sy di dong va s linh hoat cta khép

m Han ché kha nadng chiu dwng cha khép va dau khép

Ghi chud an toan

m Trach nhiém cla bac st phau thuat diéu hanh 13 ddm bao rang th thuat phau thuat duogc thye hién dung cach.

m C4c yéu t& nguy co chung lién quan dé&n cac thi thuat phau thuat khong dugc mé ta trong tai liéu nay.

m Bac si phau thuat van hanh phai cé mét sw chi din ki ludng vé ca khia canh thwe hanh va khai niém cla cac kj
thuét diéu tri duwoc thiét 13p.

m Bac sT phau thuat van hanh chju trach nhiém két hop va cay ghép cac bd phan cay ghép, ¢ hodc khong cé xi ming
xuong.

m Aesculap khdng chiu trach nhiém cho bat ky bién chirng nao xuat phat tir chi dan sai [am, s lua chon sai cac thanh
phan cdy ghép, sy két hop khdng dung cha céc thanh phan ciy ghép va ky thuat van hanh, nhitng han ché cla
phuong phép diéu tri, hodc tinh trang vé khuan khéng dugc dam bao.

m Phai tuan thi huéng dan st dung cho tirng bd phan cay ghép Aesculap riéng [é.

m Cic thanh phan cdy ghép d3 duoc thir nghiém va phé duyét 1a k&t hop dwoc vdi cdc thanh phan Aesculap. Néu sir
dung cac két hop khac, phau thuat vién phiu thuat phai trach nhiém cho hanh déng dé.

m Trong bat ky trudng hop ndo, khong duoc két hop cac thanh phan cdy ghép tir cdc nha san xuat khac nhau.

m Trong bat ky trudng hop nao, khéng duoc sir dung cac bo phan bi hong hodc da dugc thue hién trong phiu thuat.
m Khdng dugc si dung lai cic bd phan cdy ghép da duoc st dung trwde day.

m Hu hai d6i véi cau tric xwong mang tai c6 thé 1am 1dng cac thanh phan, v& xuwong hodc cac thanh phan ciy ghép,
hodc gy céc bién chirng cap tinh khéc.

m D€ dam bao phat hién sém nhat cac chat xuc tac dan dén rdi loan chirc ndng cay ghép, khdp gia phai duoc kiém
tra dinh ky bang cac kj thuat thich hop.

m Chi két hgp cac bd phan cap ghép hinh thirc modular véi cac xuwong kim loai nhan tao Aesculap thich hop.

m Quan sat cac quy cach ki thut cha vat liéu, dudng kinh ma sat va vung hinh nén.

m Quan st nhitng han ché tiép theo déi véi cac bd phan cay ghép két hop.

m DE tranh [am hu hong chd cdy ghép, dic biét & c6 xwong dui hodc vuing hinh nén, do dung cu gay ra (vi du dung
cu phau thuat HF) d§t gan véi cac bo phan cay ghép.

Céc bd phan cdy ghép khdng duoc danh gid vé su an toan va tinh

tuong thich trong moi trwong MR.
Cac bo phan cay ghép van chua duoc thir nghiém ddi véi viéc

lam néng, xdm nhap hodc tao hinh anh trong méi trudong MR.
Viéc chup mot bénh nhan cay ghép nay cé thé dan dén bénh
nhan bi chan thuvong.

Canh bao

m Cic bd phan ciy ghép duoc dua vao, cung vdi s& muc thiét bi, tén bd phan cdy ghép, cling nhu s 16 va s8 séri
(néu cd) phai dugc ghi lai trong tat cd hé so bénh nhan.

m Sau phau thuat, thong tin bénh nhan ca nhan, cling nhu kha ndng di chuyén va viéc tap co, cé tam quan trong dic
biét.



C6 nguy co v& chém va tdng dirt v& va mai mon do két hop
v@i cac thanh phan ciy ghép tir cdc nha sdn xuat khac!
»Chi st dung céc bd phan cay ghép cla Aesculap.

Cha y

Tw van an toan cho cac thanh phan cay ghép bang s

B4t ky tai nao trén khdp ndi tiép sau khi v& bd phan cdy ghép bang st trong co thé gay ra hu hai cho tat cd cac bd
phan cdy ghép, bé mat khdp néi dang héc va bd phan hinh nén nhéan tao.

Ngay sau khi mét sy cd v& dwoc phat hién hodc nghi ngd, bénh nhan phai dwoc kham va diéu tri tai mét phong
kham chuyén khoa ndi soi khdng cham tré.

»Trudc khi phau thuat, théng bao cho bénh nhan rang cé thé xay ra su ¢6 v& thanh phan st trong treong hop hiém
hoi va su v& dot ngdt bd phan cdy ghép bang s thuong dugc bénh nhan nhan ra.

P Trudc khi phau thuat, thdng bao cho bénh nhan rang khong dé khép hang bi anh hudng phai chiu tai nita khi xay
ra sw ¢ v& bd phan cay ghép bang s, dé ngidn chan sy pha hdy thém céac thanh phan xuong gia.

Khir trung

m Cac bo phan cdy ghép duwoc dong gdi riéng trong bao bi bao vé duwoc dan nhan theo ndi dung cla cda bd phan.

m Cac bd phan cay ghép da dugc khir trung bang chiéu xa.

PCat gilt cac bd phan ciy ghép trong bao bi ban dau. Chi dwa cac bd phan cay ghép ra khoi bao bi ngay trwdc khi st
dung.

»Trudce khi st dung, kiém tra ngay hét han cta san pham va kiém tra tinh toan ven cla bao bi vo trung.

PKhong str dung céc bd phan cdy ghép d3 qua ngay hét han hodc cé bao bi bi hu hong.

Hw hai bd phan cdy ghép do qud trinh tai x{ ly va tdi khir trung!
PKhong duoc tai x{r ly hodc tai khir truing bd phan cay ghép.

Canh bdo

Cay ghép

Bac si phau thuat diéu trj s& 1ap mot ké hoach hoat dong dé xac dinh va chinh xac cac tai liéu sau day:

m Lura chon cac thanh phan cdy ghép va kich thudc cda thanh phan cy ghép

m Dinh vj cac thanh phan cdy ghép trong xuwong

m Vi tri cdc diém danh dau phau thuat

Céc diéu kién sau phai dwoc thyuc hién truwdc khi cdy ghép:

m T4t ca cac thanh phan ghép can thiét d3 san sang ngay trwdc mit.

m T4t ca cac thiét bj cay ghép can thiét phai ¢ s3n va theo thir ty [am viéc, bao gdm cac hé thdng cay ghép Aesculap
chuyén dung.

m Bac sTphau thuat va ddi ngli nhan vién phong phiu thuat hoan toan quen thudc véi ki thuat van hanh va véi nhiéu
loai cay ghép va dung cuy; cac tai liéu thong tin vé cac chl dé nay phai day dl va san sang trudc mit.

m Bac sT phau thuat van hanh hoan toan quen thudc véi cac quy tic vé thue hanh y t&, hién trang kién thire khoa hoc
va ndi dung cdc bai bdo khoa hoc lién quan cla cac tac gid y khoa.

m Nha san xuat d3 duoc tw van néu tinh trang trudc phau thuat khdng rd rang va néu cac bo phan cay ghép duoc
tim thay trong khu vyc d3 hoat déng.

Quy trinh phau thuat va céc thong tin sau day da duoc gidi thich cho bénh nhan va sy déng y cla bénh nhan d3
duoc ghi nhan:

m Cic chirc ndng clia khdp nhan tao vé co ban kém hon so vdi khdp tu nhién.

m Khép gia cé thé mang lai sy cai thién gidi han vé tinh trang bénh nhan so véi tinh trang cta ho trudc khi phau
thuat.



m Khdp gia cé thé bj 1dng do qud tai, bi mon, hodc nhiém trung.

m Tudi tho cha khép gid phu thudc vao trong luvgng co thé ctia bénh nhan va ap lwc cha khép.

m Khong duoc gdy qua cing thang 1én khdp gid do céc vat ning, lao ddng chan tay ndng hoidc cac hoat dong thé
thao.

m C6 thé can phau thuat chinh hinh néu cac bd phan cdy ghép bi I6ng.

m Trong trwdng hop thye hién phau thuat chinh hinh, cé thé sé& khong thé thuc hién trong mot s6 treong hop dé
khéi phuc lai tinh di ddng va su linh hoat ca khdp.

m Viéc slra lai phan than xuong dui cia khdp hdng nhan tao mot hoat déng thay thé khdp phirce tap.

m Bé&nh nhan phai trdi qua cac cudc kiém tra theo ddi y té khdp giad trong khodng thdi gian déu dan.

Cac budc cay ghép va xt ly phau thuat:

m Chdm xuong dui dwoc dat trén phan két néi hinh ndn cla than xwong dui Aesculap.

m Duong kinh danh nghia, kich thudc nap hinh nén va chiéu dai ¢6 xwong dui dwoc ghi lai rd rang trén bao bi va bo
phan cdy ghép. Pham vi di chuyén duwoc gidi han noi cac chom kim loai véi vong ¢d dugc st dung.

»H3y chic chdn kich thudc ndp hinh nén bén trong clia chdm xwong dui khép vaéi kich thudc ndp hinh nén bén
ngoai cla truc xwong dui Aesculap.

Truc xwong dui Aesculap va ndp hinh nén & chdm xwong dui, dwoc danh dau 12/14 hodc 8/10.

PXac minh rang dwdng kinh danh nghiia clia chdm xuwong dui khdp véi dueng kinh danh nghia clia bd phan cay ghép
khép xuong.

P»D3i vai viéc thay thé khdp mdt phan, don cuc, sir dung chdm xuong dui dang modular, kich thudc dwoc lwa chon
trong phau thuat, st dung bo phan cay ghép thir nghiém tuwong (ng, theo tinh hinh giai phau cGa bénh nhan.

PKhi cay ghép chom xwong ddi nhan tao, ludn ludn lvu y rang:

- Mii b3o vé trén nap nén dau khdp hang gia chi duoc thdo ra ngay trudc khi ddt dau khép gia vao vj tri

- Ca ndp nén bén ngoai cla truc khdp hang gid va nap nén bén trong cla truc khép hang gid phai sach s& va kho
trudce khi 13p dau khép hang gia.

- T4t cd cac co quan bén ngoai, nhu cdc manh mé va xuong hodc cac hat xi mang, phai duoc loai bo

- Chom xuong dui dwoc gdn nhe kém xoay nhe dudi dp lwc truc va bang dui dau bang nhua (khdng duoc bang kim
loai)

- Chém xuong dui dang modular dugc két hop véi cdc thanh phan cdy ghép Aesculap, chi cdc thanh phan ghép cua
Aesculap.

- Tat ca xi mang xwong 16 ra va phé thai xwong phai dugc loai bé trudce khi déng vét thuong, vi cac phan tlr xi mang
xwong cling nhu cdc manh xuong bi kep gitra cac bé mat trugt co thé gay ra sy mon bat thuwdng cla khép nhan tao.
Lwuy

Cdc bé phdn duwa vao bdng sit BIELOX®gera tir Aesculap cé thé két hop vdi dbu xuwong gid bang st BIOLOX®fore va
BIOLOX®geitq ttr Aesculap.

PKhi sir dung dau xwong gia bang s& BIOLOX®, ludn ludn quan tam:

- Ludn tuan tha cac hwdng dan st dung bo phan cdy ghép implant trong moi trudng hop khi st dung cac Idp trdm
bang gém.

- Trong moi trudng hgp khdng duoc sir dung truc xuwong gia bi hw hdng

- Trwde khi 1dp dau xwong gia, vung hinh nén ctia dau xuong gid phai duoc kiém tra cdn than xem cé bi hv héng
khong.

- Trong b4t ky trwdng hop ndo, khéng dugc sir dung lai cdc dau xwong gia BIOLOX® bj hw hdng khi nhin thay, khdng
nhin thay hodc cé kha nang bi hu hdng.

Vi du, dau xuong gia BIOLOX®- d3 roi xuéng san, hodc d3 duoc duc vao ndp nén truc xwong gia va di duoc thao ra
mét [an nita, thi khong dugc sir dung lai. Phai loai trir viéc tai s dung khdng cha y.

- Dau xuwong gia BIOLOX® d3 duwoc loai bd trong phau thuat (vi du: thay thé chiéu dai c6 khdng chinh xac hodc trong
trudong hop stra d6i) chi duoc thay thé bang mot dau xuong gid bang kim loai hodc bang dau xwong gia tao tir hé
théng tuy chon BIOLOX®.

Trong nhitng treong hop nhu vay, ndp nén truc xwong giad cling phai khong hu hdng, hodc can phai stra lai truc
xwong gid. Nap ndn truc chan gid bi hu hdng gay nguy co chan xwong gia mdi khong dugc ddt chac chan. Didu nay



c6 thé dan dén sy x6i mon kim loai gitta ndp ndn truc xwong giad va dau xwong gid madi. Néu diéu nay xay ra, can thay
thé xwong chan gia.

N&u dau xwong gid bang s bi gay:

»G& bo hoan toan bat ky manh vun st nao.

PNEU cé thé, lam sach khu vuc bang hé théng tudi /hit tia (rira nhanh).

P»B6 phan ma sat polyethylene hodc st phai dugc thay thé ngay ca néu 6 céi bi ket.

Chu thich

Lam theo huéng dan s dung lién quan khi thay thé cdc b6 phan!

C6 nguy co hao mon do cdc manh st bén trong

khép sau khi ph3u thuat chinh sira lién quan dén
cac thanh phan st bj v&!

Canh bso N\(hong ca:y ghép mo6t dau kim loai (nguy co hao
mon ba than).

PD3Gi truc xuong gia hodc diéu tri khép bang mot dau khép hang nhan tao - hé théng tuy chon BIOLOX® - modular
P Thay |&p trdm va 6 ci PE bi tac

PKhdp ndi sir-stt tét hon so vdi sir-PE.

Théng tin thém vé hé thdng cay ghép Aesculap sdn cé bat ky lic ndo tir B. Braun/Aesculap hoic tir chi nhanh B.
Braun/Aesculap cé trach nhiém.
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HUONG DAN SU’ DUNG

Nap dinh vi trung tam

N

7z

Nap dinh vi trung tam
Cau tao

1. Stem nhan tao

2. Xi mang trang xuong
3. Nap dinh vj trung tam
Muc dich sir dung

N3ap dinh vi trung tam duoc dung nhu 1 bo phan din huwéng bé sung khi st dung cac stems clia khép héng
nhan tao cé trang xi mang. Thiét bj gitp dan hwéng dau miii ctia boé phan nhan tao khi dua truc vao trong
xi mang trang xwong. N&u lya chon ding kich ¢&, ndp dinh vi trung tdm dam bao |&p xi mang dwoc trang
bang phang va hoan tat cé thé duoc hoan thanh.

N3p dinh vi trung tdm cé nhiéu duwdng kinh ngoai khac nhau, duwoc ghi trén bao bi clia dung cu. Loai Nap
dinh vi trung tdm dwoc dung sé phu thudc vao loai stem Aesculap nhan tao dugc st dung, cling nhu sy
chuan bj cho cudc gidi phiu va kich thuéce clia khoang ty dau xwong. Hwdng dan st dung stem dung cho
khdp hang nhan tao Aesculap phai dwoc st dung va tuan theo triét dé.

N3p dinh vi trung tdm duoc dung cho toan bd hodc mot phan clia khép hdng nhan tao nham st dung cac
stem cla khdp hang nhan tao Aesculap CENTRAMENT, BICONTACT, CENTEGA, SLA, va EXCIA

Chat liéu
Céac chat liéu dugc dung tao nén bd phan cdy ghép nay duoc liét ké trén bao bi
PMMA (polymethyl methacrylate) khéng kém vdi chat can quang X-ray

N3p dinh vi trung tdm cé cung hop chat véi polymer dung cho xi méng trang xuong



Chi dinh

Dung cho cac chirng rdi loan cap tinh cda héng, khéng chita tri dwoc bdi cadc phuong phap tri liéu khac:

B Viém thodi hdéa xwong khép
B Viém khdp thap

B Cic hu hdng clda khdp

B Hoai tlr cda dau xuong dui
Chéng chi dinh

Khong duogc sir dung trong cac trwong hop:

Cac bénh vé khép cé thé dugc chita tri bang phau thuat tdi tao (vi du: phau thuat cdt duc xuong)
Cac chirng nhiém trung cap tin hodc man tinh gan khu vuc khép, hodc cac chirng 1ay nhiém theo hé
théng

Cac bénh thir cap cé thé anh huwdng dén chirc nang cla khép cay ghép

Cac bénh man tinh va réi loan chuyén hoa

Bénh lodng va nhuyén xwong

Nhitng tén thuong nghiém trong 1én cau tric xwong cé thé anh hwdng dén tinh 6n dinh cay ghép cla
cac bd phan cay ghép

Céc khoi u xwong nam trong khu vuc cay ghép

Cac di tat xwong, léch truc hodc cac tinh trang khac cda xwong ma chidng khéng cho phép thuc hién
phau thuat cdy ghép khdp hang nhan tao

Sy qud tai da du tinh trwdc [én khép cdy ghép

Sy phu thuéc vao thudc, lam dung thudc hodc nghién rugu

Bénh nhan khdng tudn tha day da

Sw man cdm cla co thé véi vat liéu clia bd phan cay ghép

Chang chi dinh c6 nhirng sw can thiép nham thay thé cac truc ctia khép hang nhan tao:

Viéc thay thé cdc bd phan cay ghép nhan tao 1a mot quy trinh phirc tap, phu thudc vao tirng trwong hop
va diéu kién.

DE quyét dinh cé tién hanh phiu thuat thay thé hay khong, bac si phau thuat phai danh gia va néu can
thiét, can nhac nhitng diéu chong chi dinh bén trén nham dat dwoc thanh cong khi cé su can thiép

Nhirng anh hwéng va phan &ng phu

Nhirng thay d6i vé vi tri, bi [dng, mon va rach hodc hv hong cac thiét bi cay ghép
Léch khép va nhitng thay d6i sau khi phau thuat vé chiéu dai cta chan

Céc chirng 14y nhiém chinh va thi cap

Huyét khdi tinh mach, tdc mach phéi, nglrng tim

Cac phan &rng clla mé vdi cac vat liéu cla bd phan cdy ghép

Tén thuwong 1én cdc mach mau va cac day than kinh

Chirng mau tu hodc céc réi loan vé phuc hdi vét thuwong

V6i hda, bam dinh quanh mang

Suy giam tinh linh hoat va mém déo cta khép

Chirng dau khdp va kha ndng chiu dwng cho cac hoat dong thé chat bj suy gidm



Nhirng lwu y an toan

B Bic s phau thuat chju trdch nhiém dadm bao qud trinh thuc hién phiu thuat dwoc thuc hién chinh xéc

B Nhirng rdi ro téng quat lien quan dé&n quy trinh phau thuat khéng duoc mé ta trong tai liéu nay

B Bic si phau thuat phai cé sy hiéu biét sau sdc vé ca kinh nghiém thuc t& va khai niém vé cac ki thuat
str dung thiét bi

B Bic si phau thuat phai hoan toan théng thao vé gidi phau xuong, bao gdm cac dudng di clia hé than
kinh, mach mau, co bdp va cac sgi gan

B Bic sT phiu thuat chiju trach nhiém trong viéc két hop va cdy ghép cac bd phan cay ghép, cung véi
hodc khong dung xi mang trang xuong

B Aesculap khdng chiu trdch nhiém cho bat ki nhitng bién chirng phat sinh tir thye hién sai chi dinh, Iya
chon sai bo phan cay ghép, két hop sai véi bd phan cay ghép khac hodc tién hanh sai ki thuat phiu
thuat, nhitng han ché cla phuong phép diéu trj, vd trung khéng dat yéu cau

B Phai tuan theo cac hudng dan danh cho ngudi st dung clia tirng bd phan cay ghép Aesculap

B Cic bd phan ciy ghép phai dugc kiém tra va duwoc phép két hop véi cac bd phan Aesculap. Néu két
hop véi cac bd phan cay ghép khac, trach nhiém thuc hién phiu thuat thudc vé bac si phau thuat

B Tuyét d6i khong dwoc, du bat ki hoan canh nao, két hop vdi bat ki bd phan ciy ghép nao dé tir nha
san xuat khac, du bat ki hoan canh nao

B Tuyét déi khong duoc, du bat ki hoan canh nao, dung cac bd phan bi hv hdng hodc bj cat trong qua
trinh phau thuat

B Khéng duoc tai sir dung lai cac thiét bj cay ghép da dwoc dung trudc dé

B T6n thwong do cdu tric xwong qua tai chiu lwc cé thé din dén 1dng léo cac bo phan, xwong hodc nirt
v& cla cac bd phan cdy ghép hodc cac bién chitng cdp tinh khac

B DPE& dam bao phat hién sdm nhat, cdc yéu té lam cla réi loan chirc ndng cdy ghép, khdp nhan tao phai
duwoc kiém tra dinh ky bang cac ki thuat thich hop.

B K&t hgp cc bd phan thanh 1 md dun hoan chinh chi thich hgp véi céc bd phan khép hang Aesculap

B Tuln theo cdc théng s6 ki thuat vé chat liéu, dudng kinh khép néi ma sat va chdp nén

B Tuan theo nhitng han ché khi két hop cac bd phan cdy ghép véi nhau

B Ngin chin viéc 1am héng bd phan cdy ghép bang cach st dung cac thiét bj (vi du: cac thiét bj phiu
thuat HF) va cac thiét bj lién quan cla ching

B DGi vdi cac bd phan dugc dung dé cay ghép; céc sd tham chiéu (article numbers), tén bd phan ciy
ghép, cling nhu s6 16 va s6 seri (néu cd) phai dugc ghi lai trong tat ca cac hé so bénh nhan

B Sau phau thuat, thong tin ca nhan cla ngudi bénh, ciing nhw qud trinh tap luyén cho tinh linh hoat
va co bap | yéu t& rat quan trong

B Bicsichdm sdc sé phai dua ra bat ky quyét dinh nao lién quan dén viéc loai bd céc bd phan cay ghép
da dugc st dung,

Tiét trung

B Cic bo phan cdy ghép dugc ddng goi riéng biét trong cac bao bi bao vé duoc in cdc ndi dung vé bd
phan cay ghép dé

B Cic bo phan cay ghép phai duoc tiét trung bang EO (ethylene oxide)

» Cat trir cac bd phan cdy ghép khi chiing ndm nguyén trong bao bi. Chi thdo 1&p bao bi bdo vé ngay
trude khi str dung

»  Truwdc khi s&r dung, xem thdi han st dung va xac nhan tinh trang thuc té cta bao bi tiét tring

» Khéng duoc str dung céc thiét bj cdy ghép qua thoi han sir dung hodc cé I&p bao bi bj hu hai

> Luu trir cac thiét bj dwoc tiét trung trong bao bi chéng vi khuan, bao vé khéi bui ban, dat trong cac

khu viuc khé rdo, t8i va kiém soat dwoc nhiét do



Nguy co’ gy hdng bd phan cay ghép do x{r ly hoic tai tiét trung!

Khéng duoc tai sir dung hodc téi tiét trung cac bd phan ciy ghép

WARNING
Sr dung
Nguy co’ bi thwong do van hanh thiét bj khong diing cich!
> Tham gia khéa hu hanh thiét bi khéng dung cach! & phan cdy ghépn, bdo vé khd
WARNING » Mham gia khda hu hanh thiét bi khéng dung phu hop trudce khi sir dung san phami
bui ban, dat trong cé

Béc si phau thuat phai vach ra két hoach giai phau chi rd nhw ghi lai chi tiét cac thong tin sau:

Lwa chon cac bd phan cdy ghép va théng sé kich thudc cta ching
D&t cac bd phan cdy ghép vao dung vi tri trong xuong
Danh cac ddu mac trong qua trinh phau thuat

Céac diéu kién sau day phai dwoc thye hién trwdc khi thwe hién:

T4t ca cac bo phan cay ghép duoc yéu cau phai chuan bj sin sang

Diéu kién hoat déng phai dugc vé tring cao

T4t cac cac thiét bj dung trong phau thuat cay ghép phai san sang lam viéc, bao gom céc thiét bj dung
trong phau thuat cay ghép khép chuyén dung Aesculap dung dé x{ ly khu vuc cdy ghép

Bac si phau thuat va doi ngli phiu thuat phai thdng sudt ki thuat gidi phau, ciing nhu bd gdm cac bd
phan cdy ghép va thiét bi dung trong phau thuat cay ghép sé& duwoc sir dung; thong tin hoan chinh vé
nhi*rng van dé nay phai dugc sdn sang tai noi lam viéc

Bac si phau thuat phai hoan toan théng thao cac quy dinh vé thyc hanh y té, tinh trang hién tai cla
céc kién thirc khoa hoc, va cac ndi dung cla cac bai viét khoa hoc cé lién quan dugc viét bdi céc tac
gidy hoc

Cac thong tin phai dwoc xét duyét bdi nha may trong tredng hop tinh trang trudc phau thuat khong
rd rang va khi phau thuat cay ghép duoc thuc hién trong khu viee diéu tri

Quy trinh phau thuat va cac théng tin dwéi day phai dworc giai thich cho bénh nhan, va nhan duoc sw
chap thuan cta bénh nhan:

Chirc ndng ctia khép nhan tao sé kém hon khdp ty nhién

Khé&p nhan tao cé thé mang dén sy cai thién khong nhiéu cho diéu kién clia bénh nhan so vai truwdc
khi ti&n hanh phiu thuat

Khép nhan tao cé thé tré nén 1dng 1éo do chiju tai trong qua mic, mon va hw, hodc nhiém khuan
Vong d&i st dung clia cac bd phan cay ghép phu thudc vao trong luvong cla bénh nhan, cling nhw luc
cang dat trén khop.

Khéng dugc dé cac bd phan ciy ghép trong trang thai qué tai do cac hoat ddng thé chat lién quan
dén cong viéc hodc thé thao

Cudc phiu thuat dé chinh stra |a can thiét nham diéu chinh lai bd phan cay ghép bi ldng




Trong trudong hop ti€n hanh phiu thuat cin chinh, phiu thuat cé thé khéng kha thi trong 1 s6 hoan
canh nhat dinh dé hoi phuc lai tinh di ddng va linh hoat

Viéc chinh sira stem dung cho khdp hang nhan tao 1d mét thi tuc thay thé khép phire tap.

NGi chung, viéc thay thé khép ndi thay d6i s& kém hon trong viéc thuc hién cla né déi véi viéc thay
thé khép ndi lan dau

Bénh nhan phai trai qua cac cudc kiém tra y té vé khdp nhan tao dinh ki

Cac budc sau day phai duoc thyc hién

B Xac dinh kich co clia nap dinh Vi trung tam duwoc yéu cau
Lay ndp dinh vi trung tam khoi bao bi trong diéu kién tiét trung
B Chén nap dinh vj trung tdm vao ranh thich hop trén miii ctia bé phan nhan tao
B D6 vao dau khoang tly dau xwong bang xi mang trang xwong
B Cheén stem nhan tao vao khoang tly
B Khong duoc kéo stem nhan tao ra; diéu ndy ngén tinh trang xi mang khong két dinh hodc tach ndp
dinh vi trung tdm khdi stem nhan tao
Nhitng vé&t nirt v& cha xuong trén khung cay ghép sé anh hudng dén viéc c6 dinh bd
phén cay ghép!
WARNING > Ngdn cac v&t nirt v& clia xwong théng qua cac ki thuat gidi phau duogc tién hanh

can than
> XU ly vét nirt v& cha xwong bang cac liéu phap trong va hau phiu thuat phu hop
> X ly cac bd phan ciy ghép ding cich

Moi thdng tin chi tiét vé hé théng cay ghép Aesculap ludn cd tai B. Braun/Aesculap va cac van phong lién
quan dén B. Braun/Aesculap.




HUONG DAN SU’ DUNG

N3ap chin xi mang

Céc biéu twong trén san pham va bao bi

& Canh bdo

Tuan theo cac thdng tin an toan quan trong nhu cac canh bdo va dé
phong trong huéng dan st dung
Lam theo hudng dan st dung

=

STERILE A | Tiét trung bang cach sir dung chiéu xa

Khéng str dung Ian 2 theo muc dich sir dung duoc giai thich trong Muc
dich s&r dung

Dung bdi

Nha sdn xuat

Ngay san xuat

S8 16 ciia nha may

REF S6 tham chiéu ctia nha may
QTY S& lugng van chuyén
SItN Bao vé khdi anh sang mat troi

Bao vé khoi hoi am/ dm wét (cat trir & noi kho rao)

Gidi han nhiét dé trong qua trinh van chuyén va lwu trir

Khdng sir dung néu bao bi hu héng

?.
@ Khong tiét trung

Loi khuyén téng quat

Céc thong tin dwdi day lién quan duy nhat dén budc phiu thuat dung dau cdm vao khoang tdy IMSET nhu
1a mot phan cla quy trinh phau thuat chinh hinh

Thoéng tin sir dung téng quat va cac ghi chd lién quan dén toan bd quy trinh khdng bao gdm trong huéng
dan sir dung nay. Nhitng thong tin trén cé thé dugc tim thay trong cdc hwdng dan st dung tuong rng va/
hodc cac hudng dan phau thuat clia hé théng cay ghép duoc str dung

Muc dich sir dung

N3p chan xi mdng IMSET dung cho cac muc dich chinh hinh dugc dung nham déng kin khoang tly cua
xwong dai trudc khi tiém xi mang trang xwong nham:

= Ngadn xi mang trang xuong vao sau trong than xuong
» P& kich hoat kha ndng nén va thadm nhap cla xi mang xwong trong xuong xop



N3p chan xi mdng IMSET duwoc 1y ra trong vong vai ngay va chiu dugc sy gia ting nhiét do ngan han trong
thoi gian cta phan ng trung hop cla xi mang trang xwong.

Bao bi duorc tiét trung bao gom mot dau cdm khoang tly san sang dé s dung. Dau cam khoang tly cé
nhiéu loai kich c& khac nhau. Méi kich c& tuong tng véi dudng kich ctia khoang tly can bit kin

Céc kich c& c6 s3n gom: 8, 10, 12, 14, 16, 18

Chi dinh

Dung cho cac trwong hop sau:

Céc phau thuat chinh hinh & xuong dai (bao gdom thd thuat thay khdp) cé dung xi mang trang xwong
Chéng chi dinh

Khong duogc sir dung trong cac trudong hop:

B Sy man cdm cla co thé véi vat liéu cha bd phan cay ghép, dic biét a porcine gelatine

B Cac ching bénh toan than hay khu tra

B Cicvét gdy do bénh ly vé xuong

B T4t ca cic khu vee dugce dung khéng dwoc mé ta chi tiét, xem Chi dinh
Ruliro

Trong cac diéu kién sau, riéng 1& hodc két hop, cé thé dan dén sw chdm hodi phuc hodc anh hudng xau dén
thanh cong clia cudc phau thuat:

B Quacan
B Cic chirng bénh toan than va nhitng chirng rdi loan chuyén héa

Nhirng anh hwéng va phan &ng phu
Céc nguy co téng quat lién quan dén phau thuat khong dwoc mo ta trong cac huwéng dan str dung nay.
Nhitng rdi ro sau day cla viéc s&r dung hién dang dwoc nha san xuat phat hién:

Cac chirng lay nhiém chinh va thi cap

Huyét khai tinh mach, tdc mach phéi, nglrng tim

Céc phan (rng ciia md vdi cac vat liéu cha bd phan cdy ghép (vi du: cac chirng di (rng)
Tén thuong 1&én cdc mo6 xung quanh, vi du: mach mau hodc cac day than kinh

Céac vét nirt gay

Chirng mau tu hodc céc réi loan vé phuc hdi vét thuwong

Sy ro ri xi mang & dau xuong va ca vét nirt v cla xi mang trang xuwong

Cdc khia canh ndy bao gébm nhitng hdu qué Idm sang cé thé xdy ra

Nhirng lru y an toan

Nguwéi st dung



Chtrc ndng ctia bd phan cay ghép bi suy gidm hodc gy hai t&i bénh nhan do s&r dung
khong dung cach!

Chi cho phép st dung san phdm bdi cac nhan vién chuyén gia d3 dugc dao tao va
huan luyén

WARNING

Trudc khi sir dung, doc hudng dan st dung nay va lam theo

Céc kién thirc dudi day dugc yéu cau phai cé nham dam bao thanh cong khi st dung sdn pham:

- Khoa dao tao |lam sang phu hop
- Lithuyét cling nhu kinh nghiém thuyc tién cla tat ca cac ki thuat van hanh can thiét, bao gdm viéc
st dung sdn pham nay

Aesculap khéng chiu trach nhiém cho céc sy cé gy ra béi:

- Xac dinh sai dau hiéu

- Lwa chon bd phan cay ghép

- Sy két hop sai gitta cac bo phan Aesculap va ki thuat giai phau

- Vuot qua gidi han cla phuwong phéap diéu tri hodc khdng tuan theo nhitng dé phong y té quan
trong, vi du: cac ki thuat phau thuat v trung

Bac sT phau thuat cé trach nhiém chon kich c& dau cam khoang tly xuwong IMSET thich hop

San pham
Cac bd phan cay ghép bj hdng hodc d3 st dung qua 1 [an déu khéng dwoc s dung lai

Trong trwdng hop cd céc cau héi lién quan dén cac dau hiéu hodc san pham, théng tin chi tiét ludn cé tai
B. Braun/Aesculap hodc van phong B. Braun/Aesculap

S dung san pham, tai liéu va théng tin bénh nhan

Tai liéu

Thiét l1ap 1 k& hoach ph3u thuat, trong dé dua ra cac théng tin sau:
- Lua chon cac bd phan cdy ghép va kich thudc cla ching

Nhap cac théng tin sau vao hd so bénh an:

- Céc bo phan cay ghép duoc str dung va s6 tham chiéu cla ching
- Tén bd phan cay ghép

- S616

- SO sei, néucod

Thong tin bénh nhan
Thoéng tin dén bénh nhan vé quy trinh va ghi nhan sy déng thuan cha bénh nhan vé céc diém sau day:

- Cac phan (ng phu c6 thé xay ra khi thiét bj twong tac véi co thé va cac quy tac hanh vi lién quan.
Nhi*ng nguy co do khdng tuan thl cac quy tic nay phai duoc giai thich cho bénh nhan.




- Bénh nhan phai dugc kham sirc khoé dinh ky.
- Aesculap khéng chiu trach nhiém vé thiét hai lién quan dén viéc bénh nhan khéng tuan thd hudng
dan cla bac si

St dung
Cac diéu kién sau phai dwoc hoan thanh trudce khi str dung:

B T4t ca cac thiét bj va bd phan cdy ghép can thiét déu cé san va hoat dong tot.

B Cic diém dinh hwdng trong phau thuat da dwoc xac dinh.

B Cac bac sT phau thuat va cac nhdm diéu tri hoan toan quen thudc véi ki thuat phau thuat, pham vi
cay ghép, va bo thiét bj. Thong tin day d vé cac chi dé nay cé san tai noi lam viéc.

Thwec hién quy trinh phau thuat

Mat chirc ndng do cac thay d6i clia bd phan cdy ghép (ldng |éo, bién dang, va/ hodc
chuyén dong) nhu 13 két qua cla viéc tudi 1én 8ng xuong dui khi dau cdm khoang tay

da duoc gan!
WARNING B ! ] ‘
Trudc khi phau thuat cay ghép, vé sinh va lam wdt 6ng xwong dui chi bang dung dich

mudi sinh ly

> Dit ong do vao ng xwong IMSET trong qud trinh phau thuat va xac dinh kich thuwdc cta khoang tay
Vi du: véi truc than xuong c& 12, dung dau cdm khoang tay c& 12

> Xac dinh d6 sau dé st dung stem nhan tao

Khodng cdch khuyén nghj giita b6 phén nhén tao va dau cdm khoang tdy vao khodng 1cm va 1.5cm

» Gan dau cdm khoang tly vdi kich ¢& phu hop vao cong cu chén IMSET
> Gan céng cu chén vao &ng xwong va gan dau cdm vao vij tri dinh sdn

Dé sdu xdm nhdp dwoc chi ra trén nhédn hiéu dung cu

» Sau do, rut dung cu chénra
» BOi xi mdng trang xuong vao

Théng tin chi tiét vé hé théng cdy ghép Aesculap luén cé sdn & B. Braun/Aesculap hodc vin phong B.
Braun/Aesculap

Chat liéu

Céc chat liéu dwoc dung tao nén bd phan cdy ghép nay duoc liét ké trén bao bi. Dau cdm IMSET c¢é cac
thanh phan sau:

Gelatine (porcine based), khoang 57 %

m Glycerol (glycerin), khoang 37 %




m Nudc, khoang 6 %

m Methylparahydroxybenzoate, khoang 0.2 %

Céc thanh phan nay déu dap t&ng cac tiéu chudn clia Duoc dién Chau Au (European Pharmacopoeia)

Tiét trung, dong géi va lwu triv

|
>

Céac bo phan cay ghép duoc déng goi riéng biét trong céc bao bi bao vé dugc tiét trung va in cac noi
dung vé bd phan ciy ghép dé

Cac bo phan cay ghép phai duoc tiét trung bang tia gamma

Cat trit cac bo phan cay ghép khi chiing ndm nguyén trong bao bi. Chi thdo 1&p bao bi bdo vé ngay
trudc khi str dung

Cat cac bd phan cay ghép trong nhiét dd khoang 15 °C va 25 °C.

Trwdce khi st dung, kiém tra han st dung cla san phdm, nhiét d6 va xac nhan tinh trang bao bi tiét
trung

Khéng dung bd phan ciy ghép d3 qua han s dung, cé dau hiéu mat mau hodc bao bi hu hong

WARNING

Gay hdng bd phan cay ghép do tai sl dung va tdi tiét trung!

Khong tai s&r dung hodc tdi tiét trung bd phan ciy ghép




HU'GNG DAN SU’ DUNG
Cac dung cu ho tro cay ghép: miii doa long xwong, dung cu chén, dung cu thao roi, dung cu
cat goc xwong, duc xuong, thanh ngang cho dau |13p doa, dau lap doa, ¢ thir nghiém, dau
th{r nghiém, bd gan d4au 6 cdi, doa kh&i ddng, bd do tim 8ng, dung cu chém cong, dung cu
chém khda, khudn mau X-quang cé xi mang, khudn mau X-quang khéng cé xi mang, bo
dung cu co ban cua Excia.
Biéu twong trén san pham va bao bi

Théan trong, biéu twong canh bdo chung
Than trong, xem tai liéu di kém san pham

Pham vi

Chi dinh

Céc hudng din sir dung nay ap dung cho cac dung cu co ban, don bo phan, cd bé mat cé thé tiép can tu do va duoc
san xuat tir cac vat liéu khéng nhay cam (vi du thép cap cao, PEEK, silicon).

Chi dinh

BO dung cu chan thuong/chinh hinh nay duoc st dung trong phau thuat chan thuong/chinh hinh, vi du trong cac thi
thuat lién quan dén cdy ghép cac bd phan gid hoic bj gay.

An toan trong xtr ly va chuan bi
THAN TRONG
Luét lién bang quy dinh chi cé bac st m&i dwgc ban hodc mua thiét bi nay!

» DAam bao rang chi ngudi dugc dao tao, cé kién thirc hodc kinh nghiém can thiét méi duwgc van hanh va st dung
san pham va cac phu kién.

» Doc, lam theo va gitt lai hwéng dan str dung dé tham khao.

v

Chi str dung sdn phdm phu hop véi muc dich dugc chi dinh, xem phan Chi dinh.

v

Thao bao bi van chuyén va lam sach san phdm mdéi bang tay hodc bang may, trwdc khi bat dau tiét khuan budc
dau.

Luu trit san phdm mai hodc khong st dung dén & noi kho réo, sach sé va an toan.

Trudc mdi lan str dung, kiém tra san pham xem cac chi tiét cé bj 1dng |éo, cong, v&, nirt, mon, hay giy khong.

Khong s dung san pham héng hodc bj 16i. Loai bd san pham héng.

vvyyy

Thay ngay chi tiét bi hdng bang phu tung géc.

Hudng dan sir dung an toan

Nguy co gdy thwong tich va/hodc truc tric!
» Thuwdng xuyén tién hanh kiém tra chirc nang trwéc khi sir dung san pham.

CANH BAO

Tht tuc quy trinh hop ly.

Lvuy

Tuén thd cdc quy dinh phdp ludt quéc gia, cdc tiéu chudn va chi thi quéc gia va qudc té, va cdc hwdng dén vé sinh Idm
sang, dia phuong vé xi ly tiét khudn.



Lwuy

V&i nhitng bénh nhén mdc, nghi mdc hodc mdc bién thé bénh Bo dién (Creutzfeldt-Jakob disease - CID), can tudn thu
cdc quy dinh quéc gia cé lién quan vé xi ly tiét khudn.

Lvuy

Nén thue hién tdi xi ly bdng mdy hon la lam sach bdng tay dé dat két qud cao va ddng tin cdy hon.

Lwuy

Phuong phdp xtr ly trwdc tién phdi hop 1€ thi mdi ddm bédo xt ly thanh céng thiét bi y té nay. Diéu nay thudc vé trach
nhiém cua ngudi vén hanh/ ky thudt vién xi ly tiét khudn.

Quy trinh héa hoc khuyén nghi duoc st dung dé thdm dinh.

Lwuy

Néu khéng cé thao tdc tiét khudn cudi cting, cdn st dung chét khir khudn diét virus.

Lwuy

DE tim hiéu théng tin mdi nhdt vé qud trinh tdi x& ly va tuong thich vét liéu, vui Iong tham khdo trang Extranet cla
Aesculap tgi www.extranet.bbraun.com

Quy trinh tiét khudn bang hoi nuwdc hop 16 dé duoc thuc hién trong hé théng chira Aesculap vé tring.
Thong tin chung

Cac vét ban kho hay dinh lai sau phau thuat cé thé khién viéc lam sach tré nén khé khdn hodc khong hiéu qua va cé
thé dan dén tinh trang n mon. Vi vay, khodng cach giita thdi gian st dung va x{ ly khong dwoc qué 6 gio; cling khong
duoc st dung nhiét dd chuan bi lam sach ¢ dinh >45 °C hay cac chat khir khudn c& dinh (cé thanh phan hoat tinh:
aldehyde/ cén).

Cdc bién phap st dung qua murc cac chat trung hoa hodc chat l1am sach co ban cé thé giy hdng thiét bi do hda chat
va/hodc lam mo thiét bi, khién cac dau laser khong thé quan sat dwoc bang mat thudng hay bang may vdi cac thiét bi
bang thép khong gi.

Céc vét ban chtra chlorine hodc chloride (nhu vét ban sau phau thuat, thudc, dung dich mudi va trong nwdc st dung
dé 1am sach, khir khuan va tiét khuan s& gdy an mon (dn mon diém va &n mon &ng lyc) va phd hay san pham thép
khong gi. Cac vét ban nay phai dwoc loai bd bang cach rira ki bing nudc khir khodng roi lam kho.

Chi cac chat hoa hoc xtr ly dwoc kiém thir va phé duyét (duoc duyét béi Hiép hoi Vé sinh Ung dung Dirc VAH hodc Co
quan quan ly Thye pham va Duoc pham My FDA hodc cé dau chirng nhan tudn thu cac tiéu chuan cla Lién minh chau
Au CE) va tuong thich véi vat liéu clia san pham theo khuyé&n nghi clia nha sdn xuat hda chat mai cé thé dwoc dung dé
x& ly sdn phdm. Can tudn thu nghiém ngat moi yéu cau ki thuat vé s&r dung do nha san xuat hda chat cung cap. Viéc
khong tuan thl cé thé gay ra cac hau qua sau:

m Thay déi tinh ch3t quang hoc cla vat liéu, nhu m& hodc mat mau titan hodc nhém. V&i nhdém, dung dich st dung/
xt ly chi can c6 d6 pH >8 1a d3 cé thé tao ra thay d6i bé mit cé thé quan sat dwoc bang mat thuong.

m  Héng vat liéu, nhu an mon, nit, gdy, |30 héa sém, phéng.

» Khong dung ban chai lam sach bang kim loai hodc cac chat mai mon khac gay t6n hai cho bé mét sdn phadm va cé
thé gdy &n mon.

» D& tim hiu thém hudng dan chi tiét vé qua trinh tai xr ly ddm bao vé sinh an toan va gid tri/ vat liéu, vui Iong xem
tai www.a-k-i.org, vao phan Publications (An pham), Red Brochure (T& théng tin mau dé) - Proper maintenance of
instruments (B3o tri thiét bi dung cach).

Chuan bi tai khu vye sir dung


http://www.extranet.bbraun.com/

» NE&u cé thé, rira bé mit khong nhin thay bang nuéc khir ion va bang bom tiém dung 1 [an.

» Loai bo vét ban sau phiu thuat cé thé quan sat duoc hét mirc cé thé bang vai am khong bui.

» Van chuyén cac san pham khd trong vat chira chat thai kin dé 1am sach va khir khudn trong vong 6 gio.

Chuan bi trwdc khi lam sach

Chay:

Cé dinh cai lién quan dén nhiéu ciu tao khac nhau khéng dugc théo roi.

» Théao rdi sdn pham trwdce khi lam sach.

Lam sach/ Khir khuan

Lwu y vé an toan dic biét ddi véi san pham vé quy trinh tai xir ly

THAN TRONG

San pham héng do sr dung chat 1am sach/ khir khuan khéng phu ho'p va/ hoic nhiét dé qua
cao!
Dung chat lam sach/ khir khuan theo hwéng dan clia nha san xuat:

>

>
>

vi du, nhdm, chat liéu nhwa , thép chat lwong cao.

Tuén thh cic yéu cau ki thuit vé ndng dd, nhiét do va thei gian tiép xuc.
Khéng rira qua nhiét dd 1am sach téi da cho phép 13 80 °C.

P Khéng st dung chat hda hoc oxi hda, chat cé thé gay hao hut I&p/phai mau san pham.

P S dung céc hiang chat khir khudn va lam sach phu hop néu san pham duwoc dat xa trong diéu kién wdt. DE ngdn
chdn hinh thanh bot va lam gidm hiéu qua cla qua trinh héa hoc: Trudc khi khir khuan va [am sach bang may, rira
sach san pham duwdi voi nwdc dang chay.

P Gan bao vé ham trén san pham.

Quy trinh 1am sach va khir khuan hop 1é

Quy trinh hop 1€

Yéu cau dic biét

Tham khao

Lam sach bang tay bang cdch ngdgm M Ban chai lam sach phu hop

khr khudn

B Bom tiém dung mét lan loai 20
ml

B Giai doan lam khé: Dung vai
khdng bui hodc khi nény té

Phan: Lam sach/ khir khuan bang tay

va cac muc:

B Phan: Lam sach bang tay bang
cach ngdm khir khuan

Lam sach s& dung chat kiem bang W D3t dung cu trén khay dé tién

may va khir khudn bang nhiét

lam sach (trénh rlra cac diém
mu).

B D3t dung cu trén khay vdi ban &
mé.

Phan: Lam sach/ khi&r khuan bang

may va cac muc:

B Phin: Lam sach si dung chat
kiem bang may va khl&r khuin
bang nhiét

Lam sach/ khir khuan bang tay
P Trudc khi khir khudn bang tay, cho nwéc nhé giot khoi vat trong mét khoang thoi gian da dai dé tranh lam lodng

dung dich khir khuan.
» Sau khi lam sach/ khir khuan bang tay, kiém tra cac bé mét c6 thé quan sat bang mat thudng xem cé con vét ban

nao khong.

P L3p lai qud trinh 1am sach/ khi&r khuan néu can thiét.

Lam sach bang tay bang cach ngdm khir khuan




Giai Buéc T t Nong dd | Chat Ilwogng | Hoéa chat

doan [°C/°F] [phut] [%] nwé'c
| Lam sach khir RT (lanh) >15 2 D-W Khong chira aldehyde, phenol hay
khuan hop chat amoni bac 4 (QUAT), pH

~ 9*

] Riratrunggian RT(lanh) 1 - D-W -

n Khir khuan RT (lanh) 15 2 D-W Khéng chira aldehyde, phenol hay
hop chat amoni bac 4 (QUAT), pH
~ 9*

v Rilra lan cudi RT (lanh) 1 - FD-W -

Vv Lam kho RT - - - -

D-W: Nuwdc ubng

FD-W: Nudc d3 khlr mudi hoan toan (khir khoang, ham lwong & nhiém vi sinh vat thap: tdi

thiéu dat bang chat lwong nuéc udng)
RT: Nhiét do6 phong
*Khuyén nghi: BBraun Stabimed

P Luwuy thdng tin vé ban chai Iam sach thich hgp va bom tiém dung mot [an, xem Quy trinh 1am sach va khir khuan
hop lé.

Giai doan |

P Ngam san pham ngap hoan toan trong chat lam sach/ khir khuan t6i thi€u 15 phat. DPdm bao moi bé mét ti€p xuc
duwoc déu wot.

P Lam sach san pham bang ban chai lam sach thich hop trong dung dich cho dé&n khi moi vét ban quan sat duoc déu
duoc loai bd khoi bé mat.

P NEu cé thé, chai qua cac bé mit khong quan sat dwoc bang ban chai lam sach thich hop t6i thiéu 1 phut.

P Vvan doéng cac ciu kién khdng cd dinh nhu 6c¢ vit, khdp néi, v.v. trong qua trinh lam sach.

P Rira ky cac cau kién nay bang dung dich khir khudn lam sach (t8i thiéu 5 Ian), dung bom tiém dung mot an.

Giai doan i

P Rlra/ xa sach san pham (tat ca cac bé mat ti€p xtc duoc) dudi voi nwdc dang chay.
P Vvan doéng cac ciu kién khdng cd dinh nhu 6c vit, khép ndi, v.v. trong qua trinh rira.
P Loai b6 hoan toan nuéc con lai.

Giai doan Il

P Ngam san pham ngdp hoan toan trong dung dich khir khuan.

P Vvan doéng cac cau kién khdng cd dinh nhu 6c vit, khdp ndi, v.v. trong qua trinh rira.

P Rira céc khoang, 16 t8i thiéu 5 [an ké tir lGc bat dau thoi gian ti€p xtc bdng bom tiém dung mét Ian thich hgp. Dam
bdo moi bé mat ti€p xic dwoc déu uét.

Giai doan IV

P Rlra/ xa sach san pham (tat ca cac bé mat tiép xuc duoc).

P Vvan doéng cac cau kién khdng cd dinh nhu 6c¢ vit, khdp ndi, v.v. trong qua trinh rira [an cudi.

P Rlra cac khoang, 16 t&i thiéu 5 Ian bang bom tiém dung mat Ian thich hop.

P Loai bo hoan toan nuéc con lai.

Giai doan V
P Lam khé san pham trong giai doan lam khé vdi thiét bi phu hgp (nhu vai, khi nén), xem Quy trinh lam sach va khir
khuan hop lé.

Lam sach/ khir khuan bang mdy
Lwuy
Thiét bi lam sach va khi khudn phdi cé hiéu qua dwoc kiém thir va phé duyét (duoc duyét béi FDA hodic cé déu chirng
nhdn CE theo DIN EN ISO 15883).

Lwuy
Thiét bj lam sach va khir khudn ding dé xi ly phdi trong tinh trang st dung duoc va duoc kiém tra thudng xuyén



Lam sach st dung chat kiém bang may va khir khuan bang nhiét
Loai may: thiét bi mét budng lam sach/ khir khuan khéng cé séng siéu am

Giai | Buéc T t Chat lwong | Héa chat
doan [°C/°F] | [phut] | nwéc
| Rira so’ <25/77 3 D—-W -
] Lam sach 55/131 10 FD-W B Nong do, kiém:
— pH=13
— <5 % chat hoat déng bé
mat anion
B 0,5 % dung dich st dung
pH = 11*
i Rlra trung gian >10/50 1 FD-W -
v Khlr khuidn bang 90/194 5 FD-W -
nhiét
Vv Lam khod - - - Theo chuong trinh cho thiét bj

lam sach va kh{r khuan

>

D-W: Nuwdc udng

FD-W: Nwdc d3 khir mudi hoan toan (khir khodng, ham lugng & nhiém vi sinh vat thap: t8i thiéu dat bang chat
lwvong nudc ubng)

* Khuyé&n nghi: BBrau Helimatic Cleaner Alkaline

Kiém tra cac bé mat cé thé quan sat bang mat thudng sau khi lam sach/ khir khuan bang may xem cé con vét ban
nao khong.

Tham dinh, bao dudng va kiém tra

P DE san phadm ngudi dén nhiét dd phong.

P Sau mdi chu ky lam sach, khtr khuan va [am khd hoan chinh, kiém tra dé dam bao dung cu khd, sach, hoat dong
duoc va khdng bi hdng (nhu v 1&p céch nhiét, 3n mon, 1dng léo, cong, v&, nirt, mon, hay gay cau kién).

P Lam khd san phdm néu san phdm am, woét.

P L3p lai qud trinh lam sach va khir khudn sdn phdm néu van con tap chat hay nhiém ban.

P Kiém tra xem san pham cé hoat ddng chinh xac hay khéng.

P Loai bo ngay san pham hdng hay khdng hoat dong dugc va gl lai cdc san pham dé cho Dich vu Ky thuat Aesculap,
xem phan Dich vu Ky thuat.

P Kiém tra tinh tuwong thich v&i céc sdn pham lién quan.

Pong goi

P Dit sdn phadm trong ngdn chira hoic khay thich hop. PAm bao cac canh sic déu dwoc bao vé.

P Dong goi cac khay mot cach phu hop cho qua trinh tiét khuan dy dinh (nhu trong vat chira tiét trung Aesculap).

P Dam bdo viéc ddng gbi di dé bdo vé sdn pham khdi bi nhiém ban lai trong qud trinh bdo quan. ( DIN EN I1SO 11607)

Tiét khuan bang hoi nuéc

>

>

Kiém tra d& ddm bdo rang chat tiét khuan cé thé tiép xic véi moi bé mét bén ngoai va bén trong (VD: bang cach
md& moi van va voi nudc).

Qua trinh tiét khuan hop 1é



— Tiét khuan bang hoi nudc dung qua trinh chan khéng phan doan
—  Tiét khuan bang hoi nudc theo DIN EN 285 va thdm dinh theo DIN EN I1SO 17665
—  Tiét khuan bang qua trinh chan khéng phan doan & 134 °C trong 5 phut

P Khi tiét khudn nhiéu sdn pham cing mét ltc trong thiét bi tiét khudn bang hoi nuéc, can dam bado khéng vuot qua
cong suat t6i da cla thiét bj tiét khuan bang hoi nuérc.

Bao quan

P Bao quan céc san pham tiét trung trong bao bi ch6ng mam bénh, tranh bui, & noi khé, t8i, c6 kiém soat nhiét do.
Khir trung cho thi tred'ng My

- Aesculap khuyé&n nghi tiét khuan san pham bang tiét khuan anh sang hodc tiét khuin héa hoc.

-Tiét khuan cé thé két hop vdi vong tién chan khong tiéu chuan trong ndi hap hoi

-Dé dat dwoc mirc d6 dam bao tiét khuan 10 -6, Aesculap goi y cac thdong sd sau day:

Dung cu chira vé khuan/Aescualp Orga Tray (ddy duc 16)

Théng s6 chu ky tdi thiéu

Phuwong phap tiét khuan | Nhiét do Thoi gian Thoi gian lam khé t6i
thiéu
Trwdc chan khong 270 °F /275 °F 4 phat 20 phut

* Aesculap d3 thyc hién vong tiét khuan & trén va cé dit liéu trong file....trong mét Aesculap, lam sach bai FDA cho
viéc tiét khudn va bao quan san pham. Nhitrng vong tiét khuan khac cling c6 thé phu hop, tuy nhién cac cd nhan va
bénh vién khdng sir dung phuong phép goi y trén dugc khuyén dé danh gia bat c&r phuwong phap thay thé nao st
dung cac ky thuat thi nghiém twong ng. SI dung thiét bi dugc lam sach béi FDA dé duy tri tiét khuan sau quy
trinh, nhu 1a...

Bao quan

P Bao quan céc san pham tiét trung trong bao bi ch6ng mam bénh, tranh bui, & noi khé, t8i, c6 kiém soat nhiét do.

Dich vu Ky thuat

c Nguy co’ gay thwong tich va/hodc truc trac!
» Khéng duorc sira ddi san pham!

CANH BAO

P Dé duoc phuc vu va slra chita, vui long lién hé véi co quan B. Braun/ Aesculap tai qudc gia cha quy vi.

Viéc slra d6i cac thiét bj k§ thuat y t& cé thé dan dén mat quyén bdo hanh va bj tich thu gidy phép sir dung.

Pia chi dich vu:
Dich vu k§ thuat Aesculap
Am Aesculap- Platz.

78532 Tuttlingen/ Dirc



bién thoai: + 49 7461 95-1602
Fax: +49 7461 16- 5621

Email: ats@aesculap.de

Hoac tai My:

LLC Hé théng Aesculap

Dich vu k§ thuat Aesculap

615 Lambert Pointe Drive

Hazelwood

MO, 63042

Puwong day nong stra chira Aesculap

Dién thoai: + 1(800)214-3392

Fax: + 1(314)895 -4420

Céc dia chi dich vu khac c6 thé c¢é duoc tir dia chi dugc chi ra bén trén.

Hay bé
P Tuan thd cdc quy dinh cla qudc gia khi x Iy hodc téi ché san phdm, cac cau kién va bao bi sdn pham!

Phan phdi & My/ Lién lac & Canada cho théng tin sdn pham va phan nan.
Aesculap Implant Systems LLC

3773 Tap doan Parkway

Thung lling Valley, PA, 18034,

MY.
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Tén trang thiét bi y t&: Hé thdng Chudi khé'p Excia dung trong

DANH MUC PiNH KEM

thay khép hang nhan tao

Tén bd phan ciu thanh Ma san - . - Hang, nudrc
Stt o . Hang, nwéc san xuat Rt
hé thong pham chu s& hiru
1 | Chudi khép khéng xi mang NK198T Aesculap AG, Durc
2 | Chudi khép khong xi mang NK199T Aesculap AG, Durc
3 | Chudi khép khdng xi mang NK200T Aesculap AG, Durc
4 | Chubi khép khong xi mang NK201T Aesculap AG, Durc
5 | Chudi khdp khong xi mang NK202T Aesculap AG, Durc
6 | Chudi khdp khong xi mang NK203T Aesculap AG, Durc
7 | Chudi khdp khong xi mang NK204T Aesculap AG, Durc
8 | Chudi khdp khong xi mang NK205T Aesculap AG, Durc
9 | Chudi khdp khong xi mang NK206T Aesculap AG, Durc
10 | Chubi khép khéng xi mang NK207T Aesculap AG, Durc
11 | Chubi khép khéng xi mang NK208T Aesculap AG, Durc
12 | Chubi khép khéng xi mang NK598T Aesculap AG, Durc
13 | Chubi khép khéng xi mang NK599T Aesculap AG, Durc
14 | Chubi khép khéng xi mang NK600T Aesculap AG, Durc
15 | Chubi khép khéng xi mang NK601T Aesculap AG, Durc
16 | Chubi khép khéng xi mang NK602T Aesculap AG, Durc
17 | Chubi khép khéng xi mang NK603T Aesculap AG, Durc
18 | Chubi khép khéng xi mang NK604T Aesculap AG, Durc
19 | Chubi khép khéng xi mang NK605T Aesculap AG, Durc
20 | Chudi khép khong xi mang NK606T Aesculap AG, Durc
21 | Chubi khdp khong xi mang NK607T Aesculap AG, birc Aesculap AG,
22 | Chubi khép khong xi mang NK608T Aesculap AG, birc buc
23 | Chudi khép co xi mang NK689K Aesculap AG, burc
24 | Chudi khép co xi mang NK690K Aesculap AG, burc
25 | Chudi khép co xi mang NK691K Aesculap AG, burc
26 | Chudi khép co xi mang NK692K Aesculap AG, birc
27 | Chudi khép co xi mang NK693K Aesculap AG, bire
28 | Chudi khdp cd xi mang NK694K Aesculap AG, Durc
29 | Chudi khdp cd xi mang NK695K Aesculap AG, Durc
30 | Chudikhép c6 xi mang NK696K Aesculap AG, Durc
31 | Chudi khdp co xi mang NK697K Aesculap AG, Durc
32 | Chudi khép cé xi mang NK698K Aesculap AG, Durc
33 | Chudi khép c6 xi mang NK990K Aesculap AG, Durc
34 | Chudi khép co xi mang NK991K Aesculap AG, Durc
35 | Chudi khép co xi mang NK992K Aesculap AG, Durc
36 | Chudi khdp co xi mang NK993K Aesculap AG, Durc
37 | Chudi khdp cé xi mang NK994K Aesculap AG, Durc
38 | Chudi khdp co xi mang NK995K Aesculap AG, Durc
39 | Chudi khdp cé xi mang NK996K Aesculap AG, Durc
40 | Chubi khdp c6 xi mang NK997K Aesculap AG, Durc
41 | Chubi khdp c6 xi mang NK998K Aesculap AG, Durc
42 | Nap dinh vi trung tam NKO089 Aesculap AG, Durc
43 | Nap dinh vi trung tam NK090 Aesculap AG, Durc
44 | Nap dinh vi trung tam NK091 Aesculap AG, Durc




45 | Nap dinh vi trung tam NK092 Aesculap AG, Durc
46 | N3p dinh vi trung tdm NK093 Aesculap AG, Burc
47 | N3p dinh vi trung tdm NK094 Aesculap AG, Birc
48 | N3p dinh vi trung tdm NKO095 Aesculap AG, Burc
49 | N3p dinh vi trung tdm NK096 Aesculap AG, Burc
50 | Nap dinh vj trung tdm NK097 Aesculap AG, Burc
51 | Nap dinh vj trung tdm NK098 Aesculap AG, Burc
‘ N European Medical Contract
52| Nap chdn xi mang NK910 Manufacturing B.V., Ha Lan
‘ N European Medical Contract
>3 | Nap chdn xi mang NK912 Manufacturing B.V., Ha Lan
‘ N European Medical Contract
54 | Nap chan xi mdng NK314 Manufacturing B.V., Ha Lan
“ e European Medical Contract
55 | Nap chan xi mang NK91e Manufacturing B.V., Ha Lan
‘ o European Medical Contract
56 | Nap chan xi mdng NK918 Manufacturing B.V., Ha Lan
57 | Pau chdm khdép kim loai NK429K Aesculap AG, Durc
58 | Pau chdm khdép kim loai NK430K Aesculap AG, Durc
59 | Pau chdm khdép kim loai NK431K Aesculap AG, Durc
60 | Pau chdm khép kim loai NK432K Aesculap AG, Durc
61 | Pau chdm khép kim loai NK433K Aesculap AG, Durc
62 | Pau chdm khdép kim loai NK529K Aesculap AG, Durc
63 | Pau chdm khép kim loai NK530K Aesculap AG, Durc
64 | Pau chdm khép kim loai NK531K Aesculap AG, Durc
65 | Pau chdm khép kim loai NK532K Aesculap AG, Durc
66 | Pau chdm khép kim loai NK533K Aesculap AG, Durc
67 | Pau chdm khdép kim loai NK669K Aesculap AG, Durc
68 | Pau chdm khdép kim loai NK670K Aesculap AG, Durc
69 | Pau chdm khdép kim loai NK671K Aesculap AG, Durc
70 | Dau chém khép kim loai NK672K Aesculap AG, Dirc
71 | Dau chém khép kim loai NK673K Aesculap AG, Dirc
72 | Dau chédm khép kim loai NK769K Aesculap AG, Dirc
73 | Pau chédm khép kim loai NK770K Aesculap AG, Dirc
74 | Dau chém khép kim loai NK771K Aesculap AG, Durc
75 | Dau chédm khép kim loai NK772K Aesculap AG, Durc
76 | Dau chém khép kim loai NK773K Aesculap AG, Durc
77 | Dau chédm khép ceramic NK460D Ceramtec (?n.]bH' Mfed|cal
Products Divison, Birc
78 | Pau chém khép ceramic NK461D Aesculap AG, Durc
79 | Dau chém khép ceramic NK462D Aesculap AG, Durc
80 | Pau chdm khép ceramic NK560D Ceramtec (?n.]bH' Mfed|cal
Products Divison, Birc
81 | Pau chdm khép ceramic NK561D Ceramtec C?n.qu' M?dlcal
Products Divison, Burc
82 | Dau chom khdp ceramic NK562D Ceramtec Cﬁ]”.’bH' M,E!dlcal
Products Divison, Dirc
83 | Pau chom khdp ceramic NK563D Ceramtec C?n.]bH' M?dlcal
Products Divison, Dirc
84 | Pau chdm khdép ceramic NK750D Aesculap AG, Durc

Aesculap AG,
Duc




85 | Pau chdm khdp ceramic NK751D Aesculap AG, Durc
86 | Dau chdm khdp ceramic NK752D Aesculap AG, blrc
87 | Miii doa long xwong NT308R Aesculap AG, Durc
88 | Miii doa long xwong NT309R Aesculap AG, Durc
89 | Miii doa long xwong NT310R Aesculap AG, Burc
90 | Miii doa long xwong NT311R Aesculap AG, Durc
91 | Mii doa long xwong NT312R Aesculap AG, Durc
92 | Miii doa long xwong NT313R Aesculap AG, Burc
93 | Miii doa long xwong NT314R Aesculap AG, Durc
94 | Miii doa long xwong NT315R Aesculap AG, Durc
95 | Miii doa long xwong NT316R Aesculap AG, Durc
96 | Miii doa long xwong NT317R Aesculap AG, Burc
97 | Miii doa long xwong NT318R Aesculap AG, burc
98 | Dungcu chen ND844R Aesculap AG, burc
99 | Dung cu thdo roi ND820R Aesculap AG, burc
100 | Dung cu ct géc xuong NT321R Aesculap AG, Durc
101 | Puc xwong NT118R Aesculap AG, Durc
102 Zgznh ngang cho dau lap NDO17R | Aesculap AG, Pirc
103 | Pau ldp doa NTOO1R | Aesculap AG, Dtrc
104 | Pau ldp doa NTOO02R | Aesculap AG, Dtrc
105 | Dau ldp doa NTOO3R | Aesculap AG, Dtrc
106 | Dau l3p doa NTO04R | Aesculap AG, Dtrc
107 | Pau ldp doa NTOOS5R | Aesculap AG, Dtrc
108 | Pau ldp doa NTOO6R | Aesculap AG, Dtrc
109 | Pau ldp doa NTOO7R | Aesculap AG, Dtrc
110 | C& thir nghiém NT303R | Aesculap AG, Durc
111 | C& thir nghiém NT305R | Aesculap AG, Birc
112 | Pau thr nghiém NT356 Aesculap AG, Dirc
113 | Pau thr nghiém NT357 Aesculap AG, Dirc
114 | Pau thr nghiém NT358 Aesculap AG, Dirc
115 | Pau thr nghiém NT359 Aesculap AG, Dirc
116 | Pau thr nghiém NT360 Aesculap AG, Dirc
117 | Pau thr nghiém NT366 Aesculap AG, Dirc
118 | Pau thir nghiém NT367 Aesculap AG, Dirc
119 | P3u thir nghiém NT368 Aesculap AG, Dirc
120 | Pau thr nghiém NT369 Aesculap AG, Dirc
121 | Pau thr nghiém NT370 Aesculap AG, Dirc
122 | Pau thr nghiém NT376 Aesculap AG, Dirc
123 | Dau thlr nghiém NT377 Aesculap AG, Durc
124 | Dau thlr nghiém NT378 Aesculap AG, Durc
125 | Dau thlr nghiém NT379 Aesculap AG, Durc
126 | Dau thlr nghiém NT380 Aesculap AG, Durc
127 | B gén dau 6 cdi NDO60 Aesculap AG, Durc
128 | Doa khdi déng ND472R Aesculap AG, Durc
129 | B4 do tim 6ng NT323R Aesculap AG, Durc
130 | Dung cu chém cong ND845R Aesculap AG, Durc
131 | Dung cu chém khéda ND847R Aesculap AG, Durc
132 Khuon mau X-quang ¢ xi NG922 Aesculap AG, Durc

mang

Aesculap AG,
Dlrc




133

Khudén mau X-quang khong
€O xi mang

NG923

Aesculap AG, Durc

134

B& dung cu co ban Excia

NT330

Aesculap AG, birc

Aesculap AG,
Dlrc
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