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| TIENG VIET

CHi AP DUNG BEN NGOAI HOA KY
THONG TIN QUAN TRONG VE DUNG CU ExcelsiusGPS™

MO TA

Dung cu ExcelsiusGPS™ bao gébm cac dung cu dang ky, dung cu tham chiéu bénh nhan,
dung cu phau thuat va cac bd phan tac dong cudi. Cac dung cu dang ky tich ho’p cac cum
diém danh dau phan quang va duoc st dung dé theo dbi cau tric - giai phau cla bénh
nhan, cac dung cu phau thuat va bd phan cy ghép; cac thanh phan bao gém dau do xac
minh, diém danh dau giam sat, cac khay dung cu phau thuat, bd ga ding ky CT trong phau
thuat, va dé tham chiéu dong (dynamic reference base, DRB). Cac dung cu tham chiéu
bénh nhan dwoc kep hodc cam cb dinh vao bat ky céu tric giai phau cwng nao dé tao
didm co dinh cho DRB. Cac dung cu phéu thuat duworc st dung d& chuan bi vi tri ciy ghép
hoac cay ghép thlet bi, bao gom dui, khoan, tay van, ta ré va dau do. Cac bd phan tac
dong cubi la cac éng dan hwéng dwoc clp ngudn khong day, gan vao dau xa cla canh tay
ré-b6t va tao ra mét cau tric cirng dé dwa cac dung cu phau thuat vao, hoic tao thanh mot
canh tay cirng d& gén dung cu banh phau thuat hoac cong phau thuat. Cac dung cu phau
thuat ExcelsiusGPS™ dwgrc str dung cliing v&i cac vit CREO™, REVERE™, REVOLVE™,
Reline™, Reline™ Cervical, QUARTEX™, ELLIPSE™, SI-LOK™, CAPTIVATE™, va
AUTOBAHN™ cuing v&i cac thiét bi hop nhat lién than dét sbng SUSTAIN™ Lumbar,
SABLE™, CALIBER™, CALIBER™-L, RISE™, RISE™-L, ALTERA™, HEDRON P™, HEDRON
L™, Modulus™ TLIF-O, Modulus™ XLIF™, Cohere™ TLIF-O, Cohere™ XLIF™, va ELSA™.
ExcelsiusHub™ 1& mét hé théng dinh vi phau thuat bao gém phan ciing va phan mém, cho
phép hién thi hinh anh phau thuat theo thoi gian thwe bang cach stv dung hinh anh X-
quang ctia bénh nhan (CT trwéc phau thuat, CT trong phau thuat va hinh anh soi huynh
quang), dé tham chiéu déng va hé théng camera theo ddi. ExcelsiusHub™ c6 thé dwoc st
dung két hO’p v6i ExcelsiusGPS™ dé& dan huéng cac dung cu dwoc dinh vi theo mét quy
dao da lap ké hoach béng canh tay rd-bét. Khi dwoc két ndi véi ExcelsiusGPS™, phan
mém ExcelsiusHub™ chiu trach nhiém cho ca chirc nang dinh vi va dan hwéng.

CHi PINH

ExcelsiusGPS™ dwgrc chi dinh st dung nhw mot thiét bj hd tro d& xac dinh chinh xac vi tri
clia cac cAu tric giai phau, ddng thei dinh vi va dinh hwéng trong khéng gian cho b6 phéan
gitr dung cu hodc éng dan hwéng, dwoc bac s phau thuat st dung dé dinh vi va/hoac dan
hwéng cac dung cu phéu thuat twong thich trong cac tha thuat md mé hoac qua da, voi
didu kién cac diém danh d&u chuan can thiét va céu tric giai phau cing clia bénh nhan c6
thé dwoc xac dinh trén hinh anh CT hoac hinh anh soi huynh quang. Hé thong ducyc chi
dinh st dung dé dat vit xwong cot song va chinh hinh, mleng dém lién than dot song, cling
nhw cac thiét bi ndi so nhw kim sinh thiét, dién cwe va éng.

ExcelsmsHub dwoc chi dinh st dung nhw mét thiét bj hé tro dé xac dinh chinh xac vi tri
clia cac cAu tric giai phau, dwoc bac st phau thuat st dung dé dinh vi cac dung cu phau
thuat twong thich trong cac tha thuat mdé mé hodc qua da, véi didu kién cac diém danh
d4u chuan can thiét va cAu trdc gidi phAu cing clia bénh nhan cé thé dwoc xac dinh trén
hinh &nh CT hoéc hinh &nh soi huynh quang. Hé thdng dwoc chi dinh s dung dé dét vit
xwong ¢t séng va chinh hinh, ciing nhw cac thiét bi hop nhét lién than dbt séng.

CANH BAO

Cac nguy co tiém &n c6 thé can phai phdu thuat bao gom tinh trang thiéu chinh xac dén
dén dat sai vi tri b phan cay’ghép’hoéc vit, co thé gay t6n thwong cac cau truc than kinh
ho&c mach méau, xam pham éng séng hoac chén ép ré than kinh.

DONG GOI

Céc dung cu nay c6 thé dwoc cung cap dwéi dang déng goi sén va vo tring bang phuong
phap chiéu xa gamma. Can kiém tra tinh nguyén ven cla bao bi vo tring dé bao dam rang
dd vo triing clia cac san pham bén trong khong bi anh hwéng. Can kiém tra can than bao
bi d& bao dam day du, dong thoi tat ca cac thanh phan phai dwoc kiém tra k¥ lwéng dé
dam bao khong c6 hw hdng trwdc khi stv dung. Khéng str dung cac bao bi hodc san phdm
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bi hw héng, va phai tra Iai cho Globus Medical. Trong ‘qué trinh ph&u thuat, sau khi da xac
dinh ding kich c&, hay lay san pham ra khéi bao bi béng ky thuat vé khuén.

Cac dung cu c6 thé dwoc cung cép & trang thai khéng vé tru‘ng va phai quqc tiét trang
bang hoi nwéc trede khi str dung, nhw dwoc mé ta trong phan TIET TRUNG duwai day.
Sau khi st dung hoéc tiép xtc véi chat ban, cac dung‘cu, khay dung cu va hop dwng dung
cu phai dwoc lam sach nhw dwgc mo ta trong phan LAM SACH dwdi day.

Céc dung cu dwgc nhan dién bang ky hiéu “khong tai st dung” dworc thiét ké dé st dung
mot lan, hodc chi dwoc str dung cho mét bénh nhan trong mét tha thuat duy nhat.

XU LY

TAt ca cac dung cu, khay dung cu va hop dwng dung cu phai dwoc x ly cén than. Viéc st
dung ho&c x& ly khong dung cach co thé dan dén hw héng va/hodc cé kha nang gay truc
trac. Trwdc khi phdu thuat, can kiém tra san pham d& bao dam san phadm & tinh trang hoat
dong tot Trwgc khi st dung phai kiém tra tt ca cac san pham dé bao dam khong c6 déu
hiéu xuéng cap khéng thé chdp nhan dwoc nhw bi n mon (vi du: gi sét, rd bé mat), dbi
mau, tray xwéc qua mirc, ¢é vét khia, manh vun, cin bam, bong tréc, hao mon, vét nut,
gioang bj ntit, v.v. Khong dwoc sir dung cac dung cu khdng hoat dong hoac bi hw hang va
phai tra lai cho Globus Medical.

LAM SACH

Cac dung cu phal duoc lam sach riéng biét v&i cac khay dung cu va hdp dwng dung cu.
Néu ap dung, cAn thao nép hop dwng trong qua trinh 1am sach. TAt ca cac dung cu cé thé
thao roi phai dwoc thao roi dé 1am sach. Tat ca cac tay cAm phai dwoc thao ra. C6 thé Iap
rap lai cac dung cu sau khi tiét trang. Cac san pham phai dwgc lam sach bang chét tay rra
trung tinh trwéc khi tiét trang va dwa vao ving phau thuat vé tring hodc (néu ap dung)
trwéc khi tré lai san phdm cho Globus Medical.

Viéc lam sach va khir khuén ¢ thé dwoc thwe hién bang cac dung moi khéng chira
aldehyde & nhiét a6 cao hon. Quy trinh lam sach va khtv nhiém phai bao gébm viéc st
dung chét tay rira trung tinh, sau d6 trang lai bang nuwéc khi ion. Lwu y: mét s6 dung dich
lam sach nhu cac dung dich chira formalin, glutaraldehyde, thuéc thy va/hosc cac chat tay
riva c6 tinh kidém khac cé thé 1am hw hdng mot sé thiét bi, déc biét la cac dung cu; khong
dwoc str dung cac dung dich nay.

Kni lam sach cac dung cu, khay dung cu va th dwng dung cu sau khi st dung hodc bij

tiép xtic véi chat ban, va trwdc khi tiét tring, can tuan tha cac phwong phap lam sach sau:

1. Ngay sau khi s& dung, hay béo dam rang cac dung cu dwoc lau sach dé loai bé toan
bd chat ban nhin thay dwoc va khong dé& chat ban khé lai bing cach ngam dung cu
hodc pht dung cu bang khan wét.

2. Thao roi tt ca cac dung cu co thé thao roi.

3. Rwa cac dung cy dudi voi nwéc may dang chéy’dé loai bd toan bo chat ban nhin thay
dwoc. Xa rira cac long éng téi thiéu 3 1an, cho dén khi nwdc xa ra tir 1ong 6ng sach.

4. Pha dung dich Enzol® (hogc chét téy rira enzym twong duong) theo khuyén nghi cia
nha san xuat.

5. Nhung ngap cac dung cu trong dung dich tay rira va d& ngam trong it nhat 2 phut.

6. St dung ban chai long mém dé lam sach ky cac dung cy. S dung th[ét bj lam sach
ong dé lam sach moi ldong 6ng. Pac biét chd y dén cac khu vuc khé tiép can.

7. Strdung éng tiém vo trung dé hat dung dich tay riva enzym. Xa rra tht ca cac long
éng va cac khu vyc kho tiép can cho dén khi khong con thdy chét ban thoat ra tir khu
vue doé.

8. L&y cac dung cu ra khai dung dich tay riva va riva lai dwéi voi nwéc may dm dang
chay.

9. Phadung dich Enzol® (hoac chét tay rira enzym twong dwong) theo khuyén nghi ciia
nha san xuat trong thiét bj lam sach bang séng siéu am.

10. Nhung ngép hoan toan cac dung cu trong thiét bi lam sach béng séng siéu am va béo
dam dung dich tay rira di vao cac long éng béng cach xa riva cac long dng. Lam sach
bang séng siéu am trong it nhat 3 phut.

11. LAy cac dung cu ra khoi dung dich tay rira va réa lai béng nwéc khir ion dang chay
hoac nwéc thdm thau nguwoc trong thoi gian téi thiéu 2 phat.

12. Lam khé cac dung cu bang khan mém sach va khi nén da duoc loc.

13. Kiém tra trwc quan tirng dung cu dé phat hién chét ban nhin thdy duoc. Néu vén con
chét ban nhin thay dwoc, hay lap lai quy trinh 1am sach bat dau tir Buwéce 3.

THONG TIN LIEN HE

Quy vi c6 thé lién hé voi Globus Medical theo sb 1-866-GLOBUS1 (456-2871). Quy vi co
thé nhan Hwéng Dan Sir Dung ExcelsiusGPS™ bang cach lién hé vai Globus Medical.

TIET TRUNG

T4t ca cac -dung cu ExcelsiusGPS™ déu dwoc cung cap & trang thai khéng vo trung. Cac
dung cu gén vao bénh nhan clia ExcelsiusGPS™ va mot sé dung cu khac ciing c6 thé
duwoc cung clp & trang thai v trang. Cac kim sinh thiét dwoc dan hwéng bang hé théng
dinh vi chi dwoc cung cap & trang thai vo tring.

Céc dung cu vo tring dworc tiét tring bang birc xa gamma, dwoc tham dinh dé& bao dam
dat Mtrc Bao Bam Vo Trung (Sterility Assurance Level, SAL) Ia 10°6. Céc san phdm vo
trung dwoc dong goéi trong hai tai Tyvek han kin bang nhiét hodc trong hop dwng/tdi dwoc
han kin bdng nhiét. Ngay hét han dwoc ghi trén nhan bao bi. Cac san pham nay dwoc xem
1a vo trung, trir khi bao bi da bi mé hoac bi hw hdng. Cac dung cu vo trung nhwng da mét
tinh v& triing hodc cé bao bi hét han dwoc xem 1a khdng vé triing va cé thé dworc tiét tring
theo hwéng dan danh cho cac dung cu khdng vé trung dwoi day.

Cac dung cu khéng vo trung da duoc t'hém dinh d& bao dam dat SAL 1a 10, theo tiéu
chuén ANSI/AAMI/ISO 17665-1. Khuyén nghj str dung vat liéu boc theo Hiép Hoi Vi Sy
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Phat Trién cia Thiét Bi Y Té (Association for the Advancement of Medical Instrumentation,
AAMI) ST79, Hwéng Déan Toan Dién vé Tiét Trung Bang Hoi Nuwoc va Dam Béo Tinh Vo
Tring trong Cac Co' S& Cham Séc Strc Khde. Nguwoi dung cudi cé trach nhiém chi st
dung céc thiét bj tiét tring va phu kién (chang han nhw vat liéu boc tiét triing, tdi tiét tring,
chi thi hdéa hoc, chi thi sinh hoc va cassette tiét trung) dé dwogc Co Quan Quan Ly Thuc
Pham va Dugc Pham (Food and Drug Administration, FDA) phé duyét cho cac théng s
chu trinh tiét trang dwoc lwa chon (thoi gian va nhiét do).

Khi st dung hop dung tiét tring cirng, phéi lwu y cac yéu cau sau dé béo dam tiét trung
dung cach cac thiét bi Globus va cac hop dung cu cd bo tri chd dé da dwoc xép day:

+ Céac thong sb tiét tring dwoc khuyén nghi duoc liét ké trong bang dwéi day.
+ Chiduogc stv dung cac hop dung tiét tring clrng duoc thiét ké dé str dung véi chu trinh
tiét trang bang hoi nwéc tién chan khéng.
* Khi lwa chon hop dwng tiét tring crng, hop phai c6 tdng dién tich bd loc téi thiéu Ia 176
inch2, ho&c téi thiéu bén (4) bd loc co dwdng kinh 7,5 inch.

+ Khong duwoc dat trie tiép nhidéu hon mét (1) hdp dung cu cé bé tri ché dé da dwoc xép

day ho&c cac dung cu bén trong hdp d6 vao ciing mét hop dwng tiét tring cing.

+ Cac mo-dun/gia do riéng 1é hodc cac thiét bi don Ié phai dwoc dét trong gid dung clia
hdp ma khdng chéng xép 1én nhau dé bao dam théng khi i wu.

* Phai tugn th}J hwéng dan st dung cla nhe} san xuat hop dwng tiét tring cteng; néu Ehét
sinh thac mac, hay lién hé v&i nha sén xuat cia hop dwng cu thé dé dwoc hwéng dan.

+ Tham khao AAMI ST79 dé biét thém thong tin v& viéc st dung hop duwng tiét tring

cng.

Dbi véi cac bo phan cdy ghép va dung cu dwoc cung cap & trang thai KHONG VO

TRUNG, khuyén nghij tiét tring (dwoc boc hodc dat trong hép dwng) nhw sau:

Phwong Loai Chu Nhiét bo Thoi Gian Tiép | Th&i Gian Lam
Phap Trinh Xuc Khé
Hoinwéc | Tién chan 132°C (270°F) | 4 phut 30 phut
khdéng
Hoinwéc | Tién chan 134°C (273°F)| 3 phut 30 phat
khong
Dbi véi B6 Phan Tac Bong Cubi dwoc cung cap & trang thai KHONG VO TRUNG,

nghi tiét trung

(dwoc boc hoac dat trong hop

dwng) nhu sau:

khuyén

Phwong Loai Chu Nhiét bo Thei Gian Tiép | Thoi Gian Lam | Thoi Gian Lam
Phap Trinh Xuc Khé Ngudi
Hoinwéc | Tign chan 132°C (270°F) | 4 phat 30 phat -

khoéng
Hoinwéc | Tién chan 134°C (273°F) | 3 phut 30 phut 30 phut

khéng

Khéng duoc xép chdng cac khay trong qua trinh tiét trang. Cac théng s6 ndy chi duoc
tham dinh dé tiét trung thiét bj nay. Néu cac sén phdm khac duoc dua thém vao thiét bj tiét
tring, cac théng so dugc khuyen nghi sé khong con gié tri va nguoi dung phai thiét lap cac
théng sé chu trinh méi. Thiét bj tiét trang phéi dugc lap dat, bao tri va hiéu chuan ding
céch. Phai thuc hign kiém tra lién tuc dé xac nhan réng tat ca cac dang vi sinh vét ¢ kha
nang song déu da dwoc bét hoat.
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