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1. Ung dung

» Dé tim hiéu hudng dan sir dung riéng va thong tin vé tuong thich vat liéu, vui 1ong tham khéo trang
Extranet cua Aesculap tai www.extranet.bbraun.com

2. An toan trong xir ly

THAN TRONG

Luét lién bang quy dinh chi c¢6 bac si méi duge ban hodc mua thiét bi nay!

é Nguy co gy thuong tich va thiét hai tai san do xtr Iy san pham khong dting cach!
7 , San pham nay 13 phu kién cua thiét bi y té.

CANH BAO | B Tuan theo huéng dan sir dung cua thiét b y té.

» Tuén theo hudng dan sir dung cia moi san pham duoc sir dung.



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

CANH BAO

>
>

vV vy VY

e Tang nguy co gy thuong tich do s dung san pham ngoai pham vi dugc chi dinh!
P» St dung san pham phu hgp véi muc dich duge chi dinh.

Trude khi st dung, kiém tra dé dam béao rang san pham trong tinh trang hoat dong tot.

Dé tranh hong hoc do lap dit hay van hanh khong dang cach, va dé khong lam mét quyén bao hanh va
trach nhiém ctia nha san xuat:

- Sir dung san pham phu hop v6i myc dich duge chi dinh.

- Tuén theo cac huéng dan vé an toan va bao dudng.

— Chi két hop cac san pham Aesculap voi nhau.

Pam bao rz‘“mg chi nguoi dugce dao tao, co kién thirc hodc kinh nghi¢m can thiét méi duge van hanh va
sir dung san pham va cac phuy kién.

Giir hudéng dan sir dung & noi moi ngudi dung déu co thé tiép can.

Tuan theo hudng din st dung ciia hé théng bao quan Eccos TA009721 va thong tin bd sung
TA011720.

Cén than khi thao tac véi cac ludi bao, dic biét 1a cac canh sic.

San phim ding mét lin

é Nguy co nhiém khuan cho bénh nhan v&/ hoic ngudi dung va suy giam chuc nang cua
san pham do tai st dung. Nguy co giy thuong tich, bénh tat hodc tir vong do nhiém tap

CANH BAO | chét va/hoic suy giam chirc ndng clia san pham!

» Khong duoc tai xir Iy san pham.

Céc ludi bao Aesculap dugc tiét khuan bang tia gamma va cung cap trong bao bi tiét tring.
Khong dugc tai sir dung san pham nay.

>
>

>
>
>

3.

3.1.

Khéng dung san pham néu bao bi tiét trung bi m¢ hay hong.

Truéc mdi 1an st dung, kiém tra san phdm xem céc chi tiét c6 bi long léo, cong, v, nit, hay giy
khong.

Khong str dung san phérp hong hodc bi 16i. Loai bo san phdm hong.

Khong dugc tai tiét khuan san pham.

Khong str dung san pham sau ngay hét han st dung.

M0 ta san pham

Cac by phan can dé van hanh

tay cim dao bao microspeed uni GD682 hoic GD681

IN%i dung M3

Bo diéu khién microspeed uni hodc bd diéu khiénGD670 hoic GD665
microspeed arthro

Bo diéu khién chan GD671

Co cau hat phau thut/ hat -

Tay cam dao bao GBS01R

INoi dung 7 [VE!

Thiét bi diéu khién INTEGRAL EC GD623

Vidéng co GD622

Bo diéu khién chan GD613

Co ciu hut phau thuat/ hat -

hoac -

IN9i dung M3 \
ELAN-EC GA830 hoic GA835



Truc micro-elip GA176 hoac GA173
B0 dicu khién chan GA136
Co cau hit phau thuat/ hat -

3.2.  Chidinh

Luwdi bao khop

Ludi bao khdp duogce sir dung cho thi thuat khép va ndi soi khoang co thé/ khép.

Tuy vao dudng kinh danh dinh, ludi bao khép duoc st dung cho dau gbi, vai, mét ca chan, khuyu tay va
cd tay.

Tuy vao bién thé ludi, ludi bao duge st dung cho cac muc dich chi dinh khéc nhau. Cac lu6i bao co6 ca o
dang dung 1 lan va dang co thé sir dung lai, xem Téng quan - Ludi bao khép va chi dinh.

Cac lu61 bao ma san phém GB966SU, GB 976SU, GB986SU, GB996SU: dugc st dung trong phau thuat
cit sun mang hoat dich.

Luwdi bao khop hang

Ludi bao khdop hang GB835SU - GB839SU dugc st dung trong thu thudt ¢ khdp hang. Ludi bao khop
hang dugc thiét ké voi do dai va d6 6n dinh tdi wu dé sir dung cho khép hang.

Nhiéu bién thé ludi bao khdp sin c6 ¢ dang dung 1 1an cho nhiéu muc dich chi dinh khac nhau, xem Tong
quan - Ludi bao khdp hang va chi dinh.

Ludi bao khép hang GB836SU va GB837SU ¢6 16 (@ 1,3 mm) & dau xa cua dng ngoai dé dua ludi bao
khép hang vao qua day dan GB827R.

3.3. Nguyén ly hoat dong

Nho ludi bao, mb duoc cit bo duge hut vao mili cit rdng bang cach hat vé phia ludi bao. Luc hut duge
tao ra tir co cau hut phéu thuat. M6 duoc hat vao duoc cét ra tai canh ngoai ¢ dinh béng canh trong c6
gin dong co xoay.

Do 6 ludi bao chi dugc sir dung dé cit bo nhitg mé c6 thé hut duoc vao miii cit rong. Didu nay khong
gidng nhu ludi nao.

Trong hau hét trudng hop, hinh dang ctia phan phia trudc cho phép dua ludi bao vao phan khong gian
trong khép ma khong can sir dung dng kim.

Nhan dang ludi bao tai b diéu khién microspeed uni/ arthro
B¢ diéu khién microspeed uni/ arthro s€ nhén ra khi gan ludi bao vao.
Toc do cua ludi bao duge gan vao dugce hién thi trén bo di¢u khién.

Co cau hut

M6 d3 cit ra duoc hat di lién tuc. Luc hit ¢6 thé duge diéu chinh lién tuc b?mg can hat 10 trén tay cam
dao bao 11: Khi can & vi tri “0”, luc hut giita dao va thiét bi hat bi gian doan, va dich s& khong thé thoat
ra. O vi tri “I”, hoat dong hut c6 tac dung véi luc da thiét lap trudc. Luc hut thép 6 thé dan dén tic ludi
bao. C6 thé khic phuc tinh trang ndy bang cach thiét lap luc hut t6i da trong thoi gian ngan.

Chong qua tai

Dé bao vé bénh nhan, ludi bao duge trang bi co ché tu ngét khi qua tai: Co ché tu ngét khi qua tai bao v¢
ludi bao & pham vi rong dé ludi bao khong bi pha huy khi va cham véi cac vét bang kim loai (nhu moc
kham xuong hay vét liéu quang hoc). Tuy nhién, khong thé loai trir tinh trang mé ludi bao trong nhiing
truong hop do. Khi co ché tu ngét do qué tai dugc kich hoat, phén gén ludi bao s bi pha huy. Do do, luc
truyén dong ciia dong co s& khong duoc truyén dén ludi bao va ludi bao s& khong chuyén dong du dong
co van chay. Can thay ludi bao méi sau mdi 1an co ché tir ngit do qua tai dugc kich hoat.

4. Thao tac voi ludi bao khép/ khép hang

A Nguy co giy thuong tich va hong vat liéu do sir dung thiét bi cam tay hodc dung cu




CANH BAO | khéng dung cach!
P Luon Iam theo chi dn va thong tin vé an toan trong huéng dan sir dung.
» Cam dung cu 0 truc dung cu V’E‘l khong cham yéo canh sac khi gan/ thdo dung cu.
» Khong dé dung cu chay qua toc dd dong co toi da dugc chi dinh.
4.1. Téng quan - Ludi bao khép va chi dinh

Ludi bao khép ding 1 14n

| Chi dinh IYE | Pham vi vén toc | Van tdc khuyén nghi |
Xén/ mai sun GB958SU, GB968SU, GB978SU, 1 000 - 8 000 6 000 1/phat
GB981SU, GB988SU, GB990SU,  1/phut
GB991SU
Mai nhan sun GB953SU, GB973SU 200 - 5000 2 000 1/phat
1/phat
Phéu thuat cit syn mang GB955SU, GB956SU, GB965SU, 200 - 5 000 2 000 1/phat
hoat dich (Synovial GB966SU, GB967SU, GB974SU, 1/phat
resection/meniscectomy) GB975SU, GB976SU, GB977SU,
GB985SU, GB986SU, GB987SU,
GB996SU, GB997SU
Phéu thuat cit suyn chém GB951SU, GB971SU, GB972SU, 200 - 5 000 2 000 1/phat
(Meniscectomy) GB992SU, GB993SU 1/phat
Rira khop GB979SU 200 - 5000 2 000 1/phat
1/phat

Ludi bao khép c6 thé sir dung lai

| Chi dinh IVE | Pham vi vin téc | Van toc khuyén nghil
Xén/ mai sun GB968R, GB978R, GB981R, 1000 - 8 000 6 000 1/phat
GB989R, GB990R, GB991R, 1/phat
GB988R
Mai nhan sun GB973R 200 - 5000 1/phat 2 000 1/phat
Phéu thuit cit syn mang GB964R, GB965R, GBI66R, 200 - 5000 1/phat 2 000 1/phat
hoat dich (Synovial GB967R, GB974R, GB975R,
resection/meniscectomy) GB976R, GB977R, GB985R,
GB986R, GB987R
Phéu thuat cit suyn chém GB971R, GB972R 200 - 5000 1/phat 2 000 1/phat

(Meniscectomy)

Rura khép GB979R

200 - 5000 1/phut 2 2000 1/phat

4.2.
Ludi bao khép hang dung 1 lan

Toéng quan - Lui bao khép hang va chi dinh

| Chidinh IVE | Pham vi van téc | Van toc khuyén nghil
Phiu thuat cit mang GB835SU/GB836SU 200 - 5000 1/phat 2 000 1/phit
hoat dich ¢ phan gitra

Diéu tri ton thuong

sun, lam sach ton

thwong sun vién

Phéu thuit cit mang hoat GB837SU
dich ¢ phan ngoai vi
Xén/ mai sun

Va cham 6 c¢di xwong

GB838SU, GB839SU

200 - 5000 1/phat 2 000 1/min

200 - 8 000 1/phut 6 6000 1/phat




dui

4.3.  Lip dat hé thong

Nguy co nhiém khuan va nhiém ban!

P Tai xtr Iy cac ludi bao co thé sir dung lai sau khi sir dung 1an dau dé tiét khuan
chdng.

» Dam bao rang bao bi san pham vo tring khong bi hu hai. Khong ding san phim
néu bao bi tiét tring bi m¢ hay hong,

» Khong sir dung san phdm sau ngay hét han sir dung.

>

NGUY HIEM

Nguy hiém/ Giam hiéu suat do qua nong, khé va mai mon do ludi bao khong du wat!
Khi khong c6 dung dich, gilra Ong trong va ong ngoai s€ c6 ma sat.
P Chi van hanh ludi bao khép trong cac khoang co dich.

>

CANH BAO

Suy giam chirc ning ludi bao khdp/ khép hang do két hop cac ludi bao khac ma sd!
» Chi két hop cac ludi bao khdp/ khdp hang c6 ma s6 gidng nhau.

>

THAN
TRONG

Chtc ning bi han ché do ludi bao hoat dong khong chinh xéc!
» Tranh udn cong 6ng trong khi théao/ 1ap.

>

THAN
TRONG
e Chtrc nang ludi bao bi han ché néu cac phan nho roi ra ngoai khi thio 6ng trong!
- P Khong thao roi cac ludi bao dung 1 1an bi udn cong GB835SU, GB836SU,
TTRHO?\II‘E} GB992SU, GB993SU, GBI96SU va GB99I7SU.

Lap i bao khép co thé siv dung lai
» Truotd Ong trong 6 Vao trong Ong ngoai 3 phu hop cho dén khi khép hoan toan. Pam bao rang cac ludi
bao cia 6ng trong va 6ng ngoai ¢6 ma sb gidng nhau.

Thzo ludi bao khép cé thé sir dung lai
» Giir ong ngoai 3 tai nip 5.
P Gilr ong trong 6 tai khop gan 8 va vira xoay vira kéo ra.

Pura ludi bao khép hang vao bang diy din

Luu y
Thay cho viéc dwa vao théng qua ong réng hai dau, nén dwa hedi bao khép hang vao qua ddy dan
GB827R!

» Véi GB835SU: Xoay 6ng trong 6 dé md mili cit rong 2 .
- Pua day dan vao trong mili cit rdng.
- Pua ludi bao vao ving phau thuat qua day dan.
- Thu day dén vé.
- Gin tay cam.
» Véi GB836SU: Xoay bng trong 6 dé dong miii cit rong 2 .
- Dua day dan vao 16 & dau trude.
- Pua ludi bao vao ving phau thuat qua diy dan.
- Thu day dn vé.
- Gén tay cam.



Luu y
Pé diwa ddy dan vao, phdi thdo éng trong doi véi GB837SU/ GB838SU/GB839SU!

> Vi GB837SU/GB838SU/GB839SU: Théo éng trong 6.
» Dua diy din vio bén trong dng ngoai hoic 16 & dau trudc dng ngoai.
- Pua dng ngoai vao ving phiu thuat qua day dan.
- Thu day dén vé.
- Pua bng trong vao bén trong éng ngoai.
- Gin tay cam.

LAy ludi bao khép hing ra bang diy din

» Thao tay cam.

» Véi GB835SU: Xoay 6ng trong 6 dé mé mili cit rong.

» Véi GB836SU: Xoay 6ng trong 6 dé dong miii cit rdng.

» V6i GB837SU/GB838SU/GB839SU: Thio dng trong 6 ra khoi dng ngoai.

» Dua diy dan vao 6ng trong/ ng ngoai ciia ludi bao cho dén khi dau day 16 ra & bén kia. Lay ludi bao
ra khoi viing phiu thuat. Pam béo rang ddy dan van nam trong ving phiu thuat.

Gin ludi bao khép hang véi phin dong co

Hinh 1. Gan ludi bao khép hang véi phan dong co

Co6 thé lip ludi bao 1én dong co theo 4 hudng khac nhau.

» Giir ludi bao ¢ ndp 5, ddy nd vao trong phan gan ludi bao cua tay cam dao bao 11 hét muc cé thé,
dam bao rang go c¢b dinh 4 ndm trong ranh 14 cta phan dong co.
Mili cit rdng nam thang hang voi g ¢b dinh 4.

P Kéo ludi bao dé kiém tra xem d3 gin chéc chin vao dong co chua.

Thio ludi bao khép/ khép hang khéi tay cAm dao bao

Hinh 2. Thao ludi bao khdp/ khép hang khoi tay cam dao bao

» Kéo lui 6ng mé khoa 9 trén tay cam dao bao 11 theo hudng mili tén va thao nip giir dao 5.



4.4. Kiém tra chirc ning

A Chtc ning bi han ché/ nguy co mai mon kim loai/ hong ludi bao do chay thtr khé voi

- toc do dong co qua cao!

THAN » Chi thuc hién kiém tra chirc nang voi toc do dong co thép va trong moi trudng chat
TRONG long

P Kiém tra cac canh sic xem co bi hong co hoc khong.
» Trudce khi st dung san phém, luén thuc hién chay thtr va kiém tra dé dam bao san phém hoat dong
phu hop va déng tin cay.

4.5.  Van hanh an toan

é Nguy co nong va mon ludi bao do udn cong!
Khi bi udn cong, ong trong c6 thé co xat bén trong ong ngoai.

CANH BAO | p Khong udn cong ludi bao qua mic trong qua trinh phiu thuat.

Hoéng canh sac/ rang cat hay tao hat/ manh kim loai do va cham véi vat kim loai trong

vung phau thuat!

» DPam bao khong tiép xtc vi moc kham, vat liéu quang hoc hay cac vat tuong tu.

» Diém ty ngit xac dinh trudc dugc thiét ké dé chong qua tai: Khong duoc sir dung
ludi bao nira néu diém tu ngat chdng qué tai duoc kich hoat.

>

CANH BAO

Q Nguy co gay thuong tich va/hodc tryc trac!
P Ludn kiém tra chirc ning trudc khi ding san pham.

CANH BAO
é Nguy co gdy thuong tich khi str dung san pham ngoai tim quan sat!
, , » Chi sir dung san pham trong pham vi ¢6 thé quan sat duoc.
CANH BAO
Luu y

Cac luoi bao sau chi dung cho chiéu tay phai: GB838SU, GB839SU, GB958SU, GBY68, GBY78, GBYS1,
GB988, GB989, GB990, GB991.

Tt ca cac ludi bao khac déu str dung duoc ¢ ca chiéu tay phai l4n tay tréi, tirc 12 déu co thé st dung duoc
khi dong co chay theo chiéu kim dong hd hay ngugc chiéu kim dong ho. Tinh chat vét cat 1a nhu nhau &
ca 2 chidu. Néu xay ra tinh trang “khyng” trong qué trinh van hanh d6i v6i mo qua cimg, ching toi
khuyén nghi st dung ludi bao & “ché d6 dao dong”. Trong ché do nay, ludi bao s€ tu dong thoat khoi trd
ngai. “Ché d6 dao dong” thudng dem lai hiéu qua cao.

Luu y

Néu cdt phdi mot mang mé 16m, ong trong cé thé bi tic. Hoat dong hiit sé bi gidn doan va khéong thé ldy
mo di dwoc nita. Trong truong hop nay, can thao ludi bao ra, dung que manh choc vao canh gan va/
hodc lay mo ra khoi miii cat rong bang kep.

Luu y
Néu co ché mé khéa trén tay cam dwoc kich hoat trong qud trinh sie dung, luéi bao sé roi ra khéi tay
cam. Diéu nay sé lam gian dogn co cdu truyén dong cho ong trong. Dao sé khong thé lay mo dwoc nita.

P Chon Iudi bao theo chi dinh, xem Téng quan - Ludi bao khop va chi dinh.

hoac -

» Chon ludi bao hang theo chi dinh, xem Tong quan - Ludi bao khdp hang va chi dinh.
» Néu can thiét, gan va két hop ludi bao twong tng, xem phan Lap dit hé thong.



» Ludi bao khop hang can dugc dua vao/ 14y ra khoi ving phiu thuat qua dng réng 2 dau hodc day dan.
P Thuc hién kiém tra chitc nang, xem phan Kiém tra chirc nang.

Q Nguy co gy thuong tich cho bénh nhan do cic manh sot lai trong ving phau thut!
, , » DPam bao khong c6 cac vat cing (nhu kim loai) lot vao mili cit rng trong qua trinh
CANH BAO phau thuat.

» Chi str dung ludi bao khop/ khop hang sic bén, nguyén ven.
» Chi sir dung ludi bao khop/ khdp héng c6 co ché tu ngat khi qué tai.

» Dua ludi bao twong Gmg vao ving phau thuét (trong hau hét trudng hop, diéu nay c6 thé thuc hién
duoc ma khong can str dung dng kim).

» Néu ong trong bi tic: Thao ludi bao ra, dung que manh choc vao canh gin va/ hodc ldy mo ra khoi
mili cat rong bang kep.

Luu y

Tay cam dao bdo c6 thé bi tic boi cdc mdng mé khi hoat dong trong thoi gian dai (ddc biét la trong phdu
thudt cat bo hoat dich). Trong truong hop nay, can thao luéi bao ra khoi tay cam dao bao va dung kep
lay cac mang mo ra khoi co cau truyén dong trong tay cam dao bao.

5. Quy trinh tai xir ly hop 1€
5.. Huéng din an toan chung

Luu y
Tudn thii cdc quy dinh phdp ludt quoc gia, cdc tiéu chudn va chi thi quéc gia va quoc té, va cic hidng
dan vé sinh lam sang, dia phwong vé xu ly tiét khuan.

Luuy
Véi bénh nhdan mdc, nghi mdc hodc mdc bién thé bénh Bo dién (Creutzfeldt-Jakob disease - CJD), can
tudn thu cdc quy dinh quoc gia co lién quan vé xu ly tiét khuan.

Luuy
Nén thuwce hién tdi xit [y bang may hon la lam sach bang tay dé dat két qua cao va déang tin cdy hon.

Luu y

Phwong phdp xir Iy triede tién phdi hop 1é thi méi dam bdo xit Iy thanh céng thiét bi y té nay. Diéu ndy
thudc vé trach nhiém cia nguoi van hanh/ ky thudt vién xuw ly tiét khudan.

Quy trinh héa hoc khuyén nghi dwoc sit dung d@é tham dinh.

Luu y

Néu khéng c6 thao tdc tiét khudn cudi cung, can sir dung chat khir khudn diét virus.

Luu y

Pé tim hiéu théng tin méi nhdt vé qud trinh tdi xir Iy va twong thich vt liéu, vui long tham khdo trang
Extranet cua Aesculap tai www.extranet.bbraun.com

Ouy trinh tiét khudn bang hoi nuwée hop 1¢ da dwoc thuc hién trong hé thong chira Aesculap vé tring.

5.2.  San phim diung mjt lan

A Nguy co nhiém khuan cho bénh nhan va/ hoic ngudi dung va suy giam chirc ning cta
, . san pham do tai str dung. Nguy co gay thuong tich, bénh tat hoic tir vong do nhiém tap
CANH BAO A4 a s 2 S " A Ay

chat va/hodc suy giam chirc nang cua san pham!

» Khong dugc tai xtr Iy san pham!
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IN§i dung M&
Ludi bao khop dung 1 lan GB951SU-GB997SU
Ludi bao khép hang dung 1 lan GB835SU-GB839SU

5.3.  San pham c6 thé sir dung lai
Gidi han tai xir ly
» Chi duoc tai str dung san pham tdi da 20 1an.

Luu y
Kha néng cdt ciia luéi bao khép c6 thé sir dung lai giam dan do hao mon. Vi Iy do nay, Aesculap khuyén
nghi rang nén thay luoi bao sau khi sw dung dwoc 10 lan.

Céc san pham c6 thé st dung lai dugc cung cip trong diéu kién tiét tring.
» Khong dung san pham néu bao bi tiét trang bi m& hay hong.
P Khong st dung san pham sau ngay hét han su dung.

5.4. Thong tin chung

Céac vét ban kho hay dinh lai sau phﬁu thuét c6 thé khién viéc lam sach tré nén kho khin hodc khong hi¢u

quéa va co thé dan dén tinh trang dn mon. Vi véy, khoang cach giita thoi gian sir dung va xur 1y khong

duoc qué 6 gid; cling khong dugce sir dung nhiét do chudn bi lam sach ¢6 dinh >45°C hay céac chit khur
khuén ¢6 dinh (c6 thanh phan hoat tinh: aldehyde/ con).

Céc bién phép str dung qua mirc cac chét trung hoa hodc chat 1am sach co ban c6 thé giy hong thiét bi do

hoéa chat va/hodc 1am mo thiét bi, khién cac dau laser khong thé quan sat dugc bang mét thuong hay bang

may v6i cac thiét bi bang thép khong gi.

Cac vét ban chira chlorine hodc chloride (nhu vét ban sau phau thuat, thudc, dung dich mubi va trong

nuée st dung dé 1am sach, khtr khudn va tiét khuan s& gdy an mon (an mon diém va in mon tng luc) va

pha huy san pham thép khong gi. Cac vét ban nay phai dugc loai bo bang cach rira ki bang nude khir
khoang r6i lam kho.

Lam kho thém, néu can.

Chi cac chit hoa hoc xir Iy duoc kiém thir va phé duyét (dugc duyét boi Hiép hoi Vé sinh Ung dung Pic

VAH hoic Co quan quan Iy Thuc pham va Duoc phdm My FDA hoic c6 ddu chimg nhan tuan tha cac

tiéu chuan cua Lién minh chdu Au CE) va tuong thich vé6i vat liéu cta san pham theo khuyén nghi cta

nha san xuét hoa chit méi co thé dugc dung dé xtr Iy san pham. Can tuan thu nghiém ngit moi yéu cau ki
thuat vé sir dung do nha san xuat hoa chat cung cap. Viéc khong tuan thu c6 thé gay ra cac hau qua sau:

B Thay ddi tinh chét quang hoc cua vat li¢u, nhu mo hodc mat mau titan hodc nhom. V&i nhom, dung
dich st dung/ xir 1y chi can c6 d6 pH >8 1a di c6 thé tao ra thay doi bé mat co thé quan sat duoc bang
mit thuong.

B Hong vat liéu, nhu dn mon, nit, gdy, 130 héa sém, phong.

» Khong dung ban chai lam sach bﬁng kim loai hodc cac chit mai mon khac gay t6n hai cho bé mat san
pham va co6 thé gy an mon.

» Dé tim hiéu thém huéng dan chi tiét vé qua trinh tai xtr Iy dam bao vé sinh an toan va gié tri/ vat liéu,
vui 1ong xem tai www.a-k-i.org, vao phan Publications (An pham), Red Brochure (T& thong tin mau
d6) - Proper maintenance of instruments (Bao tri thiét bi dung cach).

5.5. Thao roi san pham trude khi thue hién quy trinh tai xir Iy

P Tach roi 6ng trong va ong ngoai cua ludi bao co6 thé s dung lai.

P Loai bo mo bi tac & miii cat rong cta ludi bao co thé sir dung lai, & dau bao cua ludi bao hodc ¢ phan
gan cua tay cam dao bao.

5.6.  Chuan bj tai khu vuc st dung

» Loai bo vét bin sau phﬁu thuét co6 thé quan sat dugc hét mire ¢6 thé béng vai Am khong bui.
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» Vian chuyén cac san pham kho trong vat chira chét thai kin dé lam sach va khir khuan trong vong 6
gio.
5.7.  Chuén bi trwéc khi lam sach

» Thuc hién chuan bi lam sach khong dung NaCl ngay sau khi st dung.
P Rira sach cdc mang bam tir cac ludi bao cd thé s dung lai dudi voi nude dang chay.

5.8.  Lam sach/ Khir khuin

San pham hong do st dung chat 1am sach/ khir khuan khéng phu hop!
) » Chi dung chét 1am sach/ khir khuan dugc phép sir dung dé 1am sach bé mit. Tuén
THAN TRONG theo huéng dan ctia nha san xudt chat 1am sach/ khtr khuan tuong tng.

San pham hong do sir dung chat lam sach/ khtr khuan khéng phu hop va/ hodc nhiét

dd qué cao!
Q » Dung chit lam sach/ khir khuan theo hudng din ciia nha san xuat:
- duoc phép su dung cho vat liéu nhya va thép chét luong cao,
THAN TRONG - khong lam hong cac chat lam mém (nhu silicone).

» Tuan thii cic yéu cau k¥ thuat vé nong do, nhiét do va thoi gian tiép xtc.
P Khong rira qua nhiét do lam sach toi da cho phép 1a 55 °C.

Quy trinh 1am sach va khir khuén hop 18

Quy trinh hgp 1€ | Tinh néng dic biét Tham khao

Lam sach bfmg B Ban chai lam sach: nhu ban chai danh rang Phan: Lam sach/ khu
tay bang cach B Bom tiém ding mot 1an loai 20 ml khuan bang tay va cac
ngam khir khuan B Giir cac dau cong tac mé trong qua trinh lam sach. | muc:

M Khi 1am sach cac dung cu co khép co thé di|MPhin: Lam sach
chuyén, dam bao rang chiung nam ¢ vi tri mo va,| béang tay bang cach
néu c6 thé, di chuyén khép trong qué trinh lam| ngém khir khuén
sach.

B Giai doan lam kho: Dung vai khong bui hay khi
nén cho muc dich y té

Lam sach su M Dit san pham vao ding chd trong vat chira Eccos | Phan: Lam sach/ khu
dung chit kiém GB584R/ GB585R. khuan bang may va cic
bang may va khir B Noi thiét bi rira bén trong tai vét chira Eccos va tai | muc:
khuén br:ing nhiét dau nbi rira cua xe rira. B Phin: Lam sach st
B Dit dung cu trén khay dé tién lam sach (tranh rira dung chit kiém
cac diém mu). bang may va khir
khuan bang nhiét

5.9. Lam sach/ khir khuén bang tay

A Nguy hiém cho bénh nhan!
» Chi duoc lam sach san pham bang may.

NGUY HIEM

» Trudc khi khir khuan bang tay, cho nudc nho giot khoi vat trong mot khoang thoi gian du dai dé tranh
1am lodng dung dich khtr khuan.

» Sau khi lam sach/ khir khuan bang tay, kiém tra cac bé mat c6 thé quan sat bang mét thuong xem co
con vét ban nao khong.

» Lip lai qua trinh 1am sach/ khir khuén néu can thiét.

Lam sach bang tay bing cach ngadm khir khuén
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Giai Budc T t Nong do | Chat lwong | Hoa chat

doan [°C/°F] | [phut] | [%6] nwéc
I Lam  sach RT >15 2 D-W Khong chtra aldehyde, phenol
khir khuén (lanh) hay hop chit amoni bac 4
(QUAT), pH ~ 9*
1 Rira trung RT 1 - D-wW -
gian (lanh)
i Khir khuin RT 15 2 D-W Khong chtra aldehyde, phenol
(lanh) hay hop chat amoni bac 4
(QUAT), pH ~ 9*
v Rira lan cuéi RT 1 - FD-W -
(lanh)
\Y Lam kho RT - - - -
D-W: Nudc ubng
FD-W: Nude da khir mubi hoan toan (khir khoang, ham lugng 6 nhidm vi sinh vat thap:
t6i thiéu dat bang chat lugng nude udng)
RT: Nhiét d6 phong
*Khuyén nghi: BBraun Stabimed

» Luuy thong tin vé ban chai lam sach thich hop va bom tiém ding mot 1an, xem Quy trinh lam sach va
khtr khuan hop 1¢.

Giai doan I

» Ngam san pham ngdp hoan toan trong chét lam sach/ khir khuan tdi thiéu 15 phut. Pam bao moi bé
mat ti€p xtc du’(_)’g déu\u:(’yt. ) o

» Lam sach san pham bang ban chai lam sach thich hop trong dung dich cho dén khi moi vét ban quan
sé‘g duoc d@u duoc loai bd khéi bé mat. ‘ ’ ?

P Néu co thé, chai qua cidc bé mat khong quan sat dugc bang ban chai lam sach thich hop tdi thiéu 1
phut.

» Van dong céc’cﬁu kién khong c6 dinh nhu oc vit, kl}ép noi, v.v. trong qua trinh lam sach.

P Rua k§ cac cau kién nay bang dung dich khir khuan lam sach (t6i thi€u 5 lan), ding bom tiém dung
mot 1an.

Giai doan 11

P Rira/ xa sach san pham (tat ca cac bé mat tiép xac duogc) dudi voi nude dang chay.
P Vian dong céac cau kién khong ¢6 dinh nhu 6c¢ vit, khdp ndi, v.v. trong qua trinh rira.
» Loai bo hoan toan nuéce con lai.

Giai doan IIT .

» Ngam san pham ngp hoan toan trong dung dich khir khuén.

» Vin dong cac cau kién khong ¢ dinh nhu bc vit, khép ndi, v.v. trong qua trinh rua.

» Rira cic khoang, 16 t6i thiéu 5 1an ké tir luc bat dau thoi gian tiép xtic bing bom tiém ding mot lan
thich hop. Pam bdo moi bé mit tiép xtic dugc déu udt.

Giai doan IV .

» Rira/ xa sach san pham (tt ca cac bé mit tiép xtic duoc).

» Vin dong cac c4u kién khong ¢ dinh nhu bc vit, khép ndi, v.v. trong qua trinh rira 14n cubi.
» Rira cac khoang, 16 tdi thiéu 5 lan bang bom tiém ding mét lan thich hop.

P Loai bo hoan toan nudc con lai.

Giai doan V i )
» Lam khd san pham trong giai doan lam kho voi thiét bi phu hop (nhu vai, khi nén), xem Quy trinh
lam sach va khir khuan hop I¢.

5.10. Lam sach/ khir khuin bang may
Luu y
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Thiét bi lam sach va khir khuan phai 6 hiéu qué dugc kiém thir va phé duyét (dwgc duyét boi FDA hodc
co dau chirng nhan CE theo DIN EN ISO 15883).

Luu y

Thiét bi lam sach va khir khudn dimg d@é xir 1y phdi trong tinh trang sir dung dwoc va dwoc kiém tra
thwong xuyén.

Lam sach sir dung chit kiém bing may va khwr khuén bing nhiét
Loai may: thiét bi mdt buong lam sach/ khir khuan khong c6 song siéu am

Giai | Buéc T t Chit lwong | Hoa chat
doan [°C/°F] | [phat] | nwéc
I Rira so <25/77 3 D-W -
I Lam sach 55/131 10 FD-W B Nong do, kiém:
- pH=13
— <5 % chat hoat dong bé
mat anion
B 0.5 % dung dich sir dung
- pH=11*
i Rira trung gian >10/50 1 FD-W -
IV Khir khuin bing nhigt 90/194 5 FD-W -
\% Lam kho - - - Theo chwong trinh cho thiét bi
lam sach va khir khuan
D-W Nudc udng
FD-W: Nudc da khir mudi hoan toan (khir khoang, ham lugng 6 nhiém vi sinh
vat thap: téi thiéu dat bang chit luong nudc udng)
*Khuyén nghi: BBraun Helimatic Cleaner alkaline

P Kiém tra cidc bé mat c6 thé quan sat bang mat thuong sau khi lam sach/ khir khuan bang may xem c6
con vét ban nao khong.

5.11. Tham dinh, bao dudng va kiém tra

» Dé san pham ngudi dén nhiét do phong.

» Kiém tra san phém sau mdi chu ky 1am sach va khur khuén dé dam bao san phém sach, hoat dong binh

thuong va khong bi hdng.
» Kiém tra cac ludi bao xem c6 bi v, hong, hay cin khong.
» Loai bo san pham hong.

5.12. Dong goi

» Tuan theo hudng dan sir dung cua cac thiét bi dong goi va bao quan dugce ding (nhu huéng dan st
dung TA009721 cho hé théng bao quan Eccos Aesculap).
P Dit san phém vao ding chd trong vat chira Eccos, hodc dat vao khay sao cho san phém duoc bao vé
dé khong bi hdng. Bam bao cac canh séc déu duogc bao vé.
» Dong goi cac khay mot cach phu hop cho qua trinh tiét khuan dy dinh (nhu trong vét chira tiét tring
Aesculap). . ‘
» Dam bao viée dong goi co thé ngan san pham bi nhidm khuan tré lai.

5.13. Tiét khuin bang hoi nuée

Luu y

Chi ¢ thé tiét khudn sau khi thao roi san pham.

P Kiém tra dé dam bao rang chat tiét khuan co thé tiép xic véi moi bé mat bén ngoai va bén trong

(VD: bang cach m¢ moi van va voi nudce).

» Qua trinh tiét khudn hop 18 |
- Théo céc ludi bao cé thé stir dung lai va ti€t khuan trén tam silicone hodc trong dung cu bao quan
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Eccos.

- Tiét khuan bang hoi nuéc ding qua trinh chan khong phan doan
- Tiét khuan bang hoi nu¢c theo DIN EN 285 va tham dinh theo DIN EN ISO 17665
- Tiét khuan bang qua trinh chan khong phan doan & 134 °C/2 bar trong 5 phut

» Khi tiét khuan nhiéu dung cu cung mdt lac trong thiét bi tiét khuan br:ing hoi nuée, can dam bao
khong vugt qua cong suat toi da ctia thiét bi tiét khuan bang hoi nudc.

5.14. Bao quan
>

soat nhiét do.
>

nhiét do.

6. Huwong din khic phuc s ¢b

6.1.

Nguwoi dung bao dudong

Bédo quan cac san pham tiét trung trong bao bi chong mam bénh, tranh bui, ¢ noi kho, t61, co kiém

Bao quan cac san pham st dung mot 1an duge dong goi tiét trung trong phong khé, tdi, c6 kiém soat

Su co

Dau hi¢u

Nguyén nhan

Khic phuc

Khong gin duoc ludi
bao

Phan gin nhé ra khoi nip
qua xa

Ong trong gan vao dng ngoai
khong diing cach

Nhe nhang xoay ong trong
vao trong ong ngoai hét
murc co thé

Ong trong khong Phan gin hong Co ché ty ngat do qué tai dugc [Thay ludi bao

xoay (trong khi dong kich hoat

co dang chay)

Ludi phia trong Dong co 16i Dong co 16i Xem phan huéng dan khic
khong xoay phuc su ¢b trong huéng dan

su dung cua phan dong co

Khong lay duoc mo

Phan mé c6 thé thay bang
mat thuong bi ket trong
miii cit rong

Ludi bao bi tac

Do6i hudng xoay 2-3 lan.
Néu can c6 thé lam sach
ludi bao bang kep ching
han.

Hoat dong hut bi gian
doan

Can hit (trén dong co) khong
duoc md dung murc

Gat can hat sang vi tri

Thiét bi hut/ co cau hut khong

Bat thiét bi htt/ co cAu hut

duoc bat

Khong két n6i ong hut No6i 6ng hit

Ong hut bi xoan Dudi thiang ong hut

Van bi khoa (trong ong hiit) M6 van

Dong co bi ket Lam sach kénh hut va/hoac

co cdu truyén dong trong
tay cam dong co

Mang mo bi ket

Canh cat cun

Thay ludi bao

C6 khoang cach c6 thé
quan sat dugc gitra canh
trong va canh ngoai cua
miii cat rong

Phan gfm bi ket

Van dong phan gin

Ludi cit duge gin vao bo tiép
hop dong co khong diung cach

Gan ludi bao lai cho ding

Khong lay dugc mo
trong cheé dg bao

Thiét bi duoc cai dat &
ché d¢ xoay nguogc chicu
kim dong ho

Huodng chay sai

Chuyén sang hudng chay
duang (theo chiéu kim dong
ho)

Céc k& rang dinh mo

Miéng bam trén dau dao bao

Lam sach dau dao bao
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7. Dich vu KV thuéat

Nguy co gay thuong tich va/hodc truc trac!
» Khong dugc stra doi san pham!

CANH BAO

» Dé dugc phuc vu va sira chita, vui long lién hé v6i co quan B. Braun/ Aesculap tai qudc gia cia quy
Vi.

Viéc sira doi cac thiét bi k¥ thuat y té co thé dan dén mat quyén bao hanh va bi tich thu gidy phép su

dung.

8. Phu kién/ Phu tung

IM& IN®i dung

GB253R B6 dung cu bao quan Eccos

GB459R B9 dung cu lép Eccos

GB585R GB584R Vat chira Eccos cho ludi bao: GB961R - GB968R va GB98IR, @ 3,7 mm
GB971R - GB991R, ¢ 4,5/5,5/6,0 mm

GB827R Day dan cho khép hang

GF573 Ong hit, Meterware, @ 7 mm

TA009721 Hudng dan sir dung ciia bd dung cu bao quan Eccos

TA011720 Hudng dan sir dung cua vat chita Eccos cho GB584R va GB585R

9. Théng sb ky thuat
Phan loai theo Chi thi 93/42/EEC

V! Ngi dung Hang
GB951SU GB997SU  Ludi bao khop diung 1 lan lla
GB835SU GB839SU  Ludi bao khép hang ding 1 lan lla
GB961R GB991R Dao bao khép c6 thé sir dung lai lla
9.1. Ludibao khép dung 1 lin

| M& | Kich thuéc | Khi lwong
GB951SU, GB953SU, GB955SU, GB956SU, GB958SU @ 3,0 x 90 mm 8¢
GB965SU, GB966SU, GB967SU, GB968SU, GB981SU ¢ 3,7 x 110 mm 10 g
GB959SU, GB971SU, GB972SU, GB973SU, GB974SU, @ 4,5 x 125 mm 12 g

GB975SU, GB976SU, GB977SU, GB978SU, GB979SU,

GB992SU, GB993SU, GB996SU, GB997SU

GB969SU, GB985SU, GB986SU, GB987SU ® 5,5x 125 mm 159
GB988SU, GB989SU, GB990SU, GB991SU ® 6,0 x 125 mm 16

9.2.  Lu&i bao khép hang dung 1 1an

| M& | Kich thwéc | Khi lwong \
GB835SU, GB836SU @45 (55)x180mm 23g
GB837SU ® 6,0 x 180 mm 20 g
GB838SU, GB839SU ® 6,0 x 180 mm 27

9.3.  Dao bao khép cé thé sir dung lai
M3 Kich thuéc Khoi lwong
GB965R, GB966R, GBI67R, GB968R, GB9I81R ® 3,7 x 110 mm 10 g
GB971R, GB972R, GB973R, GB974R, GB975R, @ 4,5x 125 mm 12 g
GB976R, GB977R, GB978R, GB979R

GB985R, GB9I86R ® 5,5 x 125 mm 15 g
GB989R, GB990R, GB991R ® 6,0 x 125 mm 16 g
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10. Hwéng din ciia don vi phan phdi

1.

Tén co sé bao hanh:

Chi nhanh Céng ty TNHH B.Braun Viét Nam tai Thanh phé Ho Chi Minh

2.

Dia chi: Tang 9, Vinamilk Tower, S6 10 dudng Téan Trao, Quan 7, thanh phd Ho Chi Minh
Dién thoai: (84-8) 54160538

Hotline:  (84) 0903684014

Bao quan noi khd rao, tranh anh sang true tiép.
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