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1. Giéi thiéu vé tai liéu
1.1  Pham vi
Céac hudng dan stir dung nay ap dung cho céc san pham dugc liét ké dudi day:

S6 hiéu sian pham Tén goi

GA724 Mb to may khoan ELAN 4 ¢6 khép ndi bén trong

» Dé biét hudng dan cu thé cho timg bai viét vé cach sir dung va thong tin vé kha ning
tuong thich cta vat li¢u, hdy xem B. Braun elFUs tai eifu.bbraun.com

1.2  Canh bao
Céac canh bdo chi ra cdc moi nguy hiém doi voi bénh nhan, ngudi dung va/hoac san pham
c6 thé xay ra trong qua trinh st dung san pham. Cac canh bao dugc danh dau nhu sau:

A NGUY HIEM
Chi ra moi nguy hiém tiém an. Néu khong dwgc ngan chin, cé thé dan den tir vong
hoac bi thwong nang.

A CANH BAO
Chi ra moi nguy hiém tiém an. Néu khong dwgc ngin chin, c6 thé bi thwong nhe
hoac trung binh.

A THAN TRONG ) . .
Cho biet kha ning hu héng tai san. Néu khong dugce ngian chin, sin pham c6 thé bi
héng.

2. Thong tin chung

2.1  Muc dich sir dung

Mb to may khoan ELAN 4 va khop ndi Intra GA724 1a mét phu kién ciia hé théng M6 to may
khoan ELAN 4.

Ong mb to khi ELAN 4 GA705R duoc sir dung dé két néi moé to tde do thap voi bo diéu khién
khi bang chan ELAN 4 GA708 hoic md to toc do thap duoc két ndi v6i dng mo to khi ELAN 4
diéu khién bang tay GA706R hoic GA707R.

Mo to tbe do thap duoc sir dung dé diéu khién tay khoan c6 khép ndi Intra (phu hop voi EN ISO
13940 hodc ISO 3964).

2.2 Moi trwong ap dung
Ap dung trong khu vyc vo khuan

2.3 Chidinh

Cac phuong thire ap dung
Tach, cat va tao hinh mo ctrng, sun, cac vat liéu twong tu va thay thé xuong



Quy dinh phf“l‘u thudt/khu vyre ap dung N N
Phau thuat than ,kinh, phau thuat tai mti hong, phau thuat mi¢ng-ham mat OMF, phau thuat
chinh hinh va chan thuong

Loai va khu vwc ap dung phu thuoc vao tay cam va dung cu lya chon.

Nguwoi van hanh chiu trach nhiém vé tinh twong thich va sit dung thich hop, an toan cdc tay cam
va dung cu duwoc si dung voi bo phdan ap dung nay.

2.4 Choéng chi dinh tuyét doi ‘ ‘
San pham khong dugc cap phép su dung trén hé than kinh trung wong hodc h¢ tuan hoan trung
uong

2.5 Chéng chi dinh twong ddi

Viéc sir dung an toan va hi¢u qua cac san pham phuy thudc rat nhidu vao cac anh hudng ma chi
ngudi ding méi c6 thé kiém soat dugc.

Viéc str dung san pham thanh céng vé mat 1am sang phu thudc vao kién thirc va kinh nghiém cta
bac si phau thuat. Bac si phau thuat phai quyét dinh vé cdu trac co thé nao dé sir dung san pham
va tinh dén thong tin canh bao va an toan co trong cac hudéng dan sir dung nay.

3. Thao tac an toan

& CANH BAO ]
Nguy co bi thwong va hw hong vt li¢u do sir dung séan pham khong ding cach!
» Chi sir dung san pham theo ding muc dich sir dung.

& CANH BAO
Nguy co bi thwong hoic thiét hai tai sin do thao tic sian pham khong diing cach!
San phim nay 1a mét phan cia hé théng mé to khi ELAN 4.
» Thuec hién theo 10i khuyén an toan chung dwgc dwa ra trong hwéng din sir dung dng
din khi ELAN 4 diéu khién bing chan khi GA708, dng treo twong khi ELAN 4, bj diéu
hop treo twong khi ELAN 4 (TA014450) va/hodc hwéng din sir dung 6ng din khi ELAN 4
diéu khién bing tay (TA014481).
» Lam theo hwéng din sir dung ciia tit ca cac san pham dwoc sir dung.

Céc yéu t6 rui ro chung gin véi cac thi thuat phiu thuat khong duge mo ta trong tai liéu nay.
Béc si phau thut van hanh thiét bj c6 trach nhiém dam bao thu thuat phau thuat duoc thuc
hién chinh x4c.

Béc si phiu thuat van hanh thiét bi phai c6 hiéu biét siu vé cac khia canh nhan thtc va thyc
tién cla k¥ thuat van hanh da xac lap.



» Thao bao bi vin chuyén va lam sach san pham méi trudce khi tiét khuan 1an dau (bang
tay hodc bang may).
» Trudc khi str dung, kiém tra san pham xem c6 ¢ tinh trang hoat dong tot hay khong.
» Dé ngin ngira hu hong gay ra do cai dit hodc van hanh khong diing cach, va dé khong
lam anh hudéng dén viéc bao hanh va trach nhiém cta nha san xuit:
- Chi sir dung san pham theo hudéng dan st dung nay.
- Tuéan theo cac hudng dan an toan va bao tri.
Pam bao san phém va phu kién chi dugc van hanh va sir dung boi nhitng ngudi dugce
ddo tao, c6 kién thirc hodc kinh nghi¢m yéu cau.
Giir huéng dan sir dung nay sao cho ngudi dung c6 thé tiép can dugc.
Lu6n tuén thu cac tiéu chuan dugc ap dung.
Tiét khuan cac bo phan ap dung va cap mé to trude khi st dung.
Khi thao tac, tuan tha hudng dan sir dung lién quan dén cac hé thong gia d& Aesculap
TA009721, xem B. Braun eIFU tai eifu.bbraun.com.
> Str dung cac bo phan va cong cu duoc ap dung trong pham vi ap suat duoc chi dinh
» Khong st dung dong co toc do thap dé cit ren
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Nguoi ding dong y bdo cdo tat cd cdc su co nghiém trong xay ra lién quan dén san pham cho
nha san xudt va cho co quan cé tham quyén ciia quéc gia ma nguoi dimg da dang ky.

4. MO ta sin phim
4.1 Pham vi cung cip

S6 hiéu sian pham Tén goi

GA724 Mo to méy khoan toc d6 thap ELAN 4 c6 khdp ndi bén trong

TA014462 Huéng dan st dung M6 to may khoan toc do thip ELAN 4 c6 khép ndi bén
trong (t0 in roi)

4.2  Cac bd phin can cé dé van hanh
Bo diéu hop treo tuong khi ELAN 4 GA710R, GA712R, GA713R hodc GA715R
Ong khi gan tuong ELAN 4 GA702R hodc GA703R, diéu khién bang chan khi ELAN 4
GA708 va ong mo to khi ELAN 4 GA705R
- Hodc la-
Ong mb to khi ELAN 4 véi diéu khién bang tay GA706R hoic GA707R
Tay cAm c6 khép ndi bén trong Intra

4.3 Nguyén ly van hanh

Mb to tdc d6 thap ELAN 4 c¢6 khép ndi bén trong c6 thé duge sir dung dé diéu khién phy
ting khop v6i khép ndi micro (INTRA matic). Khong can co 1& dé lap/thao cac phu tung cd
khop nbi tuong thich.

Mo to tbe d6 thap duoc sit dung v6i bd diéu khién bang chan ELAN 4 hoic bo diéu khién
bang tay.

Téc d6 quay dugc thay ddi lién tuc nho diéu khién bang chan/bang tay.



5. Chuan bj
Aesculap khong chiu trach nhiém khi cic huéng dan dudi day khong dugc tuan thi.
» Khong str dung san pham tir bao bi dong goéi vo khuan d3 md hodc bi hu hai.
» Trudc khi sir dung san pham va phu kién, kiém tra dé dam bao khong c6 san pham hay
phu kién nao bi hu héng.
» Chi str dung san pham va phu kién néu chung ¢ tinh trang k¥ thuat hoan héo.

6. Lam viéc véi san pham

Nguy co nhiém khuén va nhiém bén!
Cac bo phan ap dung, cap mo to va doi khi cac dung cu dwgc giao & trang
CANH BAOQ  thai khong vé khuan!
» Tién hanh xir Iy vé khuén cho b phin 4p dung, cip mé to va cic
dung cu chua vo khuin trwéce khi sir dung theo hwéng dén sir dung.

Nguy co thwong tat va hu hong vat li€u do vo y kich hoat bo phan ap dung!
» Dim bio cac b phan dp dung khong dwgc sir dung do kich hoat vo
y (vi tri “Off” (Tat))

CANH BAO
Nguy co thwong tat va hw héng vat liéu do sitr dung dung cu khong dung
cach!
CANH BAO » Luén tuin theo 16i khuyén an toan va théng tin c6 trong hwéng din
st dung.
» Quan sat téc do truyén dong tdi da ciia tay khoan
c Nguy co' thwong tich va thi¢t hai vat chét do sir dung cic cong cu khong phi
hop!
CANH BAO » Luén Iam theo 11 khuyén an toan va théng tin dwgc cung cip trong
hwéng din sir dung.
» Khi ghép / tach roi, cha ¥ xir 1y cac dung cu ¢é canh cit.

Nguy co bong da va mé do dung cu bi chay, khong dwogc bao dudng diy di!
» Chi sir dung san phan néu ¢ trang thai ky thuét hoan hao.
CANH BAO » Thay thé dung cu chay.
» Dim bio bio duong bd phin ap dung diy di, xem Bao dudng.

Hu héng san phim néu bi roi!
> Chi sir dung san phim néu ¢ trang thai ky thuit hoan hio, xem
CANH BAO phan Kiém tra chirc ning

6.1  Thiét 1ap hé thong

Nguy co' thwong tat khi lip/thao cic dung cu tai vi tri “On” (Mé) do vd y
kich hoat by phan ap dung!
CANH BAO » Chi ldp/thao cac dung cu tai vi tri “Off” (Tit)



Nguy co chin thwong do cic by phin nhé cé thé xam nhép vao khu vire phiu
thuat!
CANH BAO » Khong ghép/tich dung cu phia trén khu vie phiu thuit.

Cac bo phd}g dié‘u’ khién trén cdc bé phan hé théng cua hé théng Mo to may khoan ELAN 4 dwoc
dan nhan bang dau mau vang.

Két ndi phu kién

Khong sur dung cac phy kién két hop khong duoc dé cap trong cac hudng dan sir dung nay.
Su ket hop cua cac phu kién duoc st dung khong dugce anh hudng xdu dén hiéu suit va cac yéu
cau vé an toan.
» Lam theo huéng dan sir dung cua timg phu kién.
» Vui long lién hé Pdi tac B. Braun/Aesculap hoac Dich vu Ky thuat Aesculap (dia chi:
xem phén Dich vu K¥ thuat).

Noi by phén dp dung vao ng md to

> Lap b6 két ndi 6ng mo to ciia bo phan ap dung 3 vao bd két nbi cta by phan ap dung 4 cua
ong mo to, xem hinh C. Khi thyc hién, dam bao rang chét 8 trén dng mo to thang véi duong
rénh trén bo két ndi cho éng mo to 9.

B phan ap dung duoc nbi. Khi truong nhin “Off (Tat)” 6 trén dng mo to, c¢6 thé nhin thiy
dau mau vang.

Luu y
Bé phén dp dung dwrge gdn vao éng mé to chi ding d@é vin hanh khi mit nha 6 vi tri “On (M6)”.

Lip tay cim vao bd phén ap dung

» Khoa bd phén ap dung (vi tri “Off (tat)”) xem Khoa bg phan ap dung (vi tri “Off (tat)”).
» Dat dau ndi ctia tay cam trén khop ndi tay cAm Intra 1.

Tay cam kh6p ngay vao.
» Kéo tay cam dé kiém tra khop ndi an toan.

Nha bd phan ap dung dé van hanh (vi tri “On (Mé)”)

» Kich hoat nat nha 7 trén dng mé to va ddy bo két ndi bo phan ap dung 4 trén bd phéan ap
dung, xem hinh C”).
B phan ap dung khép. Khi truong nhin “On (M) 5 trén 6ng mo to, c¢6 thé nhin thay diu
mau vang.

Khoéa bg phan ap dung (vi trl “Off (Tat)”)

» Kich hoat nut nha 7 trén dng mé to va thao dng mé to khoi bo phén ap dung, xem hinh C.
Bo phan ap dung an khop. Khi truong nhin “Off (Tat)” 6 trén 6ng mo to, co thé nhin thy
diu mau vang.



Thao tay cam khoi b6 phan ap dung

» Khoa bo phan ap dung (vi tri “Off (Tat)”) xem Khoa bo phan ap dung (vi tri “Off (Tét)”).
» Nhén nhe nut dé mo khoa tay cAm 2 xudng dudi va gitr.

» Thao tay cam.

Ngit két ndi bd phan ap dung khoi 6ng mo to

» Khoa bo phan ap dung (vi tri “Off (Tat)”), xem Khoa bo phén ap dung (vi tri “Off (Tat)”)

» Kich hoat nut thao 7 trén dng mo to va kéo & két ndi cho bd phan ap dung 4 dé ngit két ndi
6ng mo to khoi bo phan ap dung, xem Hinh C.

6.2 Kiém tra chirc niing

» Trudc mdi lan sir dung, hiy kiém tra xem tt ca cac san pham duoc st dung c6 hoat dong tot
hay khong.

» Kiém tra két ndi an toan cua tt ca cac san pham sé& duoc st dung.

» Kiém tra khop nbi an toan cua tay cam: Kéo tay cam.

» Kiém tra xem cac bd phan diéu khién khong bi hu hong vé mit co hoc.

» Chay nhanh tay cam & toc do ti da cho phép.

» Khong str dung san phadm néu san pham bi hu hong hoc bi 15i.

6.3  Van hanh an toan

A\ cinnBio
Pong miau moé bénh nhian hodc nguy co béng cho bénh nhin va ngudi dung tir bd
phan/dung cu ap dung néng!
» Dé ngudi dung cu trong qua trinh van hanh.
» Pé san pham/dung cu tranh xa tAm tay ciia bénh nhén.
» Dé bo phan/dung cu dwoe dp dung ngudi di.
» Khi thay ddi dung cu, hiy sir dung mét miéng vai dé bao vé khéi bi béng.

A cinuBio
Nguy co nhiém khuén do tao khi dung!
Nguy co bi thwong do cac hat roi ra tir dung cu!
» Thue hién cic bién phap bao vé thich hop, vi du nhw quin so bio hd kin nwéc, khdu
trang va kinh bdo vé, hit dich.

A\ cinnBio
Nguy co chan thwong va/hoac truc trac!
» Luon kiém tra chirc ndng trwéce khi sir dung san pham.

A CANH BAO



Viéc vo tinh nha tay cim c6 thé din dén thwong tich!
» Khong nhan niit mé khéa tay cam dang hoat dong.
» Sau moi lan thay tay cam, hay kiém tra xem tay cam da dwgre lap chac chan chwa.

Hoat dong ctia bo phan ap dung chi ¢ thé thyc hién duoc néu:
B phén ap dung dugce roi ra (vi tri "On (Bat)")
Diéu khién bang chan hodc diéu khién bang tay dugc két ndi

7. Quy trinh tai xir ly hop 1€
7.1 Luwuy an toan chung

Tuan theo cdc quy dinh cua ludt phap quoc gia, cdc tiéu chuan va chi thi cua quoc gia va quoc
te, va cac huong dan vé sinh lam sang cua dia phwong vé tai xi ly.

DPoi véi bénh nhan mdc bénh Creutzfeldt-Jakob (CJD), nghi ngo CJD hodc cdc bién thé c6 thé
¢6 ciia CJD, tudn thii cac quy dinh quoc gia c6 lién quan vé viée tai xir 1y san pham.

Tai xw ly bang may nén dwoc wu tién so voi vé sinh bang tay do co két quan tot hon va co do tin
cdy cao hon.

Viéc tdi xir Iy thiét bi y té nay chi ¢6 thé thanh cong néu phwong phap xu Iy hop 1é tie dau. Nguoi
van hanh/ky thudt vién xir 1y vé khudn chiu trach nhiém vé viéc nay.

Néu khong c6 bude tiét khudn cudi ciing, phdi sir dung chat diét khudn virus.

Xem thém elFU cua B. Braun tai eifu.bbraun.com dé biét théng tin cdp nhdt vé qud trinh xir 1y va
kha nang twong thich cua vat liéu

Quy trinh tiét khuan bang hoi nuoc hop lé duoc thuc hién trong hé thong thung chira vo khuan
Aesculap.

7.2 Thong tin tong quat

Vét bén sau phéu thuat da khé hodc bam dinh c6 thé khién viéc lam sach trd nén kho khan hodc
kém hiéu qua hon va dan dén dn mon. Vi vay, khoang thoi gian tir khi st dung cho dén khi xtr Iy
khong nén vuot qua 6 gio; ngoai ra, khong nén st dung nhiét do ¢ dinh trude khi 1am sach >
45°C hay cac chét tiét khuan cb dinh (bd phéan hoat tinh: aldehydes/con).

Céc bién phap sir dung qua mirc chat trung hoa hodc cht 1am sach co ban c6 thé gdy dn mon hoa
hoc va/hodc 1am phai va 1am cho diu laser khong thé doc duoc bang mét thuong hodc bang may.



Vét ban chira clorua hodc clorit, vi du trong vét ban phau thuat, thudc, dung dich nudc mubi va
trong nudc cong nghiép dung dé lam sach, tiét khuan va tiét khuan s& gdy dn mon (rd, an mon do
mg luc) va pha hily cac san pham bang thép khong ri. Cac vét ban nay phai dugc loai bo bang
cach rira k¥ bang nudc da khir khoang va sau d6 1am kho.
Lam kho thém néu can.
Chi str dung céac hoa chét xur ly da duogc kiém thtr va chép nhan (vi du dugc VAH hoac FDA phé
duyét hodc co dau CE) va twong thich voi vat liéu cua san pham theo khuyén dung cua nha san
xuat hoa chat dé xur 1y san pham. Tat ca cac thong so ky thuét ap dung cta nha san xuit hoa chét
phai dugc tuan thu nghiém ngat. Néu khong, cac van dé sau c6 thé xay ra:
Hu hdng vat li¢u nhu an mon, nut, gay, ngung két sém hodc phong.
» Khong st dung chai lam sach bang kim loai hodc cac chit mai mon khac 1am hu hong
bé mat san pham va co the gdy dn mon.
» Xem thém tu van chi tiét vé& an toan vé sinh va tai xtr Iy bao quan vat liéu/gia tri tai
www.a-k-1.org, duong dan dén Publications, Red Brochure — Proper maintenance of
instruments (An pham, Brochure dé - Bao tri thiét bi phu hop).

7.3 San phim c6 thé tai sir dung
Tudi tho str dung cta san phdm bi gidi han boi hu hong, hao mon binh thuong, loai va thoi
gian ap dung, xu 1y, bao quan va vén chuyen san pham.
Kiém tra chirc ning va bang mat thudng can than trudce khi sir dung tiép theo 1a cach tét nhat
dé xac dinh san phém bi truc trac.

7.4  Chuén bi tai noi sir dung
» Dé riéng cac san pham véi nhau ngay sau khi str dung.
» Loai bo bat ky vét ban phiu thuat nao thiy dwoc trong pham vi c¢6 thé bang vai am,
khong c6 xo vai.
» Dé san pham kho rao trong thung bit kin va van chuyén san pham dé 1am sach va khir
khuan trong vong 6 gio.

7.5  Chuén bi truée khi lam sach
B0 phan dp dung
» Trudc lan lam sach/khir tring bang may lan dau: Lip gia & ECCOS GB057R vio khay
thich hop (vi du: JF222R).
» Dat san pham vao dung vi tri trong gia 46 ECCOS GB057R, xem Hinh A.
7.6  Lam sach/khir khuin
Huwoéng din an toan vé quy trinh tai xir Iy cu thé cho tirng san phim
& THAN TRONG ] )
Huw héng san pham do sir dung chat lam sach/khir khuan khong phu hgp va/hoac nhiét do

qua cao!
» Sir dung chat lam sach va ti€t khuan theo hwéng dan ciia nha san xuat



- dwoc phé duyét cho vt liéu nhya va thép chit lugng cao,

- khong in mon hoéa chit 1am mém (vi du, trong silicone)

Khéng sir dung cac chét 1am sach cé chira acetone.

Tuén thii thong s6 ki athuat vé ndong dd, nhiét do va thoi gian tiép xic.

Khéng vwot qua nhiét dd téi da 60°C trong khi 1am sach va/hoic tiét khuin héa
hoc.

Khong vuwot qua nhiét do téi da 96°C trong khi tiét khuin biang nhiét véi nuwée
khir ion (DI).

Lam khé san pham t6i thiéu 10 phut tai nhiét dd t6i da 120°C.

vV vV VVvVYy

Thoi gian lam kho chi dinh chi la thoi gian mang tinh huong dan. Can kiém tra thoi gian nay cé
xem xét cdc diéu kién cu thé (vi du nhu tdi trong) va diéu chinh néu ap dung.

7.7  Lam sach bing tay véi bd phan ap dung tiét khuin ngim

Giai Buéc T T P)Am  Chétlwong  Hoa chit
doan [°C/°F] [%] nuoéc
[phut]
I Rira so' bd RT - - D-W -
(lanh)
I Lam sach RT >5 1 D-W pH trung tinh, pH ~ 9*
(lanh)
I Rira ¢ budc RT - - D-W -
trung gian (lanh)
v Tiét khuén RT >5 2 D-W DPam dic, khong
(lanh) aldehyde, khong phenol,
khong QUAT, pH ~ 9*
\ Rira lan cudi RT - - D-W -
(lanh)
VI Lam kho RT - - - -
D-W: Nudc udng
RT: Nhi¢t do phong
*Khuyén dung: BBraun Helizyme
*Khuyén dung: BBraun Stabimed fresh

» Lam theo huéng dan st dung thiét bi rta ELAN 4 va bo diéu hop rira TA014447 va
TA014448.

» Khong 1am sach bo phan ap dung trong bé siéu am.

» Khong bao gio dat bo phén ap dung trong chit 1ong ma khong két ndi bo diéu hop khi ELAN
4. GB697R duoc két ndi. Bé tranh nguy co an mon/truc tric, hiy dé bat ky chit 1ong nao lot vao
san pham thoat ra ngoai ngay 1ap tirc.

» Dé b diéu hop nudc rira GB697R trén bd phan ap dung cho toan bd qua trinh lam sach.

Giai doan I
» Lam sach san pham dudi nudce voi chay, sir dung chai lam sach phu hop cho dén khi tat
ca cac vet ban nhin thay dugc da dugc loai bo khoi cac bé mat.



» Lay dong cac bd phan khong cb dinh, chiang han nhu vit cdy va khdp nbi, trong khi lam
sach.

» Rira bd phan ap dung thong qua bd diéu hop GB697R it nhét 3 1an trong 5 gidy bang
sung nudc.

Giai doan II
» S dung bom tiém dung mot 1an, d6 ddy dung dich lam sach vao bén trong bd phén ap
dung bang bo diéu hop rira GB697R.
» Dat bo phan ap dung co két ndi v6i bo diéu hop rtra, db déy dung dich lam sach enzyme
trong 5 phit.

Giai doan 111
» Rura toan bo san pham (tat ca cac bé mat co thé tiép can) bang nudc voi.
» Lay dong cac bo phan khong c6 dinh, chang han nhu nut nha, can mé, vv. trong khi
rua.
» Rira bd phan ap dung bang bo diéu hop rira GB697R it nhat 3 lan trong 5 gidy bang
sung nudc.

Giai doan IV
» Trudc khi khir tring bang tay, rira san phdm bang nudc trong khoang thoi gian du dai
va cho khi nén thdi toan bd nudc ra khoi san pham bang bo diéu hop rira GB697R dé
tranh pha lodng chat long tiét khuén.
» St dung bom tiém ding mét 1an, d6 day dung dich lam sach vao bén trong b phan ap
dung bang bo diéu hop rira GB697R.
» Nhing bd phan &p dung voi cac bd diéu hop nudc rira dugc két ndi vao dung dich ti¢t
khuan trong it nhat 5 phiit.
Giai doan V
» Rira toan bo san pham (tat ca cac bé mit c6 thé tiép can) bang nudc voi dang chay
» Lay dong cac bd phan khong ¢ dinh, chfmg han nhu ndt nha, can mo, vv. trong khi
ria.
» Rira bo phan 4p dung bang bo diéu hop rira GB697R it nhit 3 1an trong 5 gidy bang
sung nudc.
Giai doan VI
» Lam kho san pham trong giai doan lam kho voi day d thiét bi (vi du nhu vai, khi nén).
» Sau khi lam sach/khtr khuan bang tay, kiém tra cac bé mit c6 thé nhin thiy dugc bang mat
xem c6 vét ban nao hay khong va lap lai quy trinh lam sach/khtr khuén néu can.

7.8 Lam sach/khir khuin bang may véi lam sach so by bang tay

Thiét bi lam sach va tiét [chucfn phai co hiéu qua da dwoc kiém tra va chcfp nhan (vi du duoc
FDA phé duyét hodac co dau CE theo DIN EN ISO 15883).

Thiét bi lam sach va tiét khudn ding dé xir Iy phdi dwoc bdo dudng va kiém tra thuong xuyén.



Lam sach so bd bang tay ding ban chai

I Chai RT (lanh) -

Rira RT (lanh) 5 - D-W -
D-W. Nudc udng
RT: Nhiét do phong

Lam theo huéng dan st dung thiét bi rira ELAN 4 va bd didu hop rira TA014447 va
TAO014448.

» Khong lam sach phan di boi trong bé siéu am.

» Khong bao gid dat bo phan ap dung trong chat long ma khong két ndi bo diéu hop khi
ELAN 4. GB697R. Pé tranh nguy co an mon/truc tric, hdy dé bat ky chat long nao lot vao
san pham thoat ra ngoai ngay 1ap tirc.

Giai doan I
» Lam sach san pham bang mot chai 1am sach pht hop cho dén khi tit ca cac vét ban nhin
théy duoc da duoc loai bo.
» Lay dong cac by phan khong ¢b dinh, chéng han nhu vit céy va khép ndi, trong khi 1am
sach.

Giai doan 11
» Nbi bo két ndi cho cap mé to 3 bang thiét bi rira khi ELAN 4 GB692R.
» Rua bo phan ap dung:
- Trong 5 phat bang voi/dng hodc
- 3 lan trong 5 gidy bang siing nudc

Lam sach dung chit kiém bing may va khir khuén bang nhiét
Loai may: thiét bi 1am sach/khir khuin mot budng khéng c6 siéu 4m

Rira so bd <25/77
11 Lam sach 55/131 10 FD-W B Kiém dam dic:
- pH~13 i
- Chat hoat dong be
mat anion < 5%
B Dung dich lam viéc 0,5%
- pH~11*
I Rira é bwéc trung > 10/50 1 FD-W -
gian
IV Tié¢t khuin bing 90/194 5 FD-W -

nhiét




\Y% Lam khé Téi da Tég - -
120/248 thiéu
10

D-W: Nudc udng

FD-W: Nudce khir mudi hoan toan (khir khoang, nhim vi sinh vat ndong do thap: téi thiéu dat chat
luong nudc uong)

*Khuyén dung: Kiém BBraun Helimatic Cleaner

» Két ndi cho 6ng mo to 3 véi thiét bi xa khi ELAN 4 GB691R.

» Dat thlet bi rira trén mot gio day phu hop dé lam sach.

» Két ndi thiét bi rira x4 voi dau ndi rira xa clia xe day rira xa.

» Sau qua trinh lam sach/khtr trung may:

- Str dung sung khi nén dé loai bo nudc rira con sot lai trén cac bd phan cua &p dung, xem hudng
dan sir dung ELAN 4 cho hé théng rira va bo diéu hop rora TA014447 hoac TA014448.

- Kiém tra bang mit thuong dé tim can trén cac bé mat c6 thé nhin thay va 1ap lai quy trinh lam
sach/khtr tring néu can.

7.9  Kiém duyét, bao du’(rng va kiém tra
> Dé san pham ngudi xudng nhiét do phong.
» Két ndi bo diéu hop phun dau khi ELAN 4 GB600850 10 (mau tim) v6i két ndi cho éng
md to' 3 va phun qua bo phan ap dung trong khoang 2 gidy bang cach str dung binh xit dau
STERILIT Power Systems GB600, xem Hinh B.

Luu y
Aesculap ciing khuyén nghi thinh ‘thoang xit cdc bg phdn chuyén dong (nhw miim vén, khop
néi) bang cdch sir dung binh xit dau Aesculap STERILIT Power Systems

» . Kiém tra san pham sau mdi chu ky 1am sach va khir trung:
d6 sach, hu hong, chirc ning, tiéng on hoat dong bat thudng, qua muc nhiét hoic rung
dong manh

» Kiém tra cac dung cu bi v6, hu hong hodc c6 mép cun

» Loai bo san pham néu bi hu hong.

7.10 Dong goi

» Tuan thi hudng dan sir dung cac bao gbi va ngin chira duge sir dung (vi du: hudng dan s
dung TA009721 cho hé théng ngan giit Aesculap ECCOS).

» Dit bd phéan 4p dung vao dung vi tri trong ngan chira ECCOS GB057R, xem Hinh A.

» Dong goi cac khay dang cach theo quy trinh tiét khuan (vi du: Hop v6 khuan Aesculap).

» Dam béo rang bao bi s& ngin chin sy tii nhidm ban ciia san phdm

7.11 Tiét khuin bang hoi nuéc

» Kiém tra dé dam bdo chat tiét khuan s€ ti€p xtc vdi tat ca cdc be mat bén trong va bén
ngoai.



» Quy trinh tiét khudn hop 18
- Tiét khuan bang hoi nudc sir dung quy trinh chan khong phan doan
- May tiét khuan bang hoi nuéc theo DIN EN 285 va hop 18 theo DIN EN ISO 17665
- Tiét khudn sir dung quy trinh chin khéng phan doan tai 134 °C, thoi gian thyc hién 1a 5
phut
» Khi tiét khuan dong thoi mot s0 san pham trong may tiét khuan hoi nudc, dam bao
khong vuot qua dung tai t6i da ctia may tiét khudn hoi nuéce duoc quy dinh boi nha san
Xuét.

7.12 Bdo quan
» Bdo quan cic san pham vo khuan trong bao bi khang khuan, dugc bdo v¢ chong bui, ¢
noi kho réo, toi, duoc kiém soat nhiét do.

8. Bio dudng

DPé dam bao hoat dong tin cdy, san pham phai duoc bao dudng theo nhin bao dudng hoic tbi
thiéu mot 1an mdi nam.

S

vi du, 2016-07

Dé bao dudng ki thuat, vui long lién hé dai Iy B. Braun/Aesculap tai qudc gia cua ban. Xem
phan Dich vy K¥ thuat.

9. Danh muc khic phuc s ¢6

Pé biét thém thong tin, hdy xem hudng dgiNn sir dung doi véi diéu khién chan bang khi ELAN 4
GA708, ong khi treo twong ELAN 4, bg diéu hop treo twong khi ELAN 4 (TA014450) hodc huong
dan st dung cho ong mo to khi ELAN 4 diéu khién bang tay (TA014481).

10. Dich vu Ky thuat

A NGUY HIEM
Nguy hiém dén tinh mang ciia bénh nhan va nguwoi ding néu san phiam bi héng va/hoic cac
bién phap bao vé khong hoat dong hoidc khong dwogc sir dung!

» Khong thuwe hién bt ky cong tac sira chira hay bao dudng nao trong bt ky tinh huong
nio trong khi san phadm dang dwoc sir dung trén bénh nhan.

& THAN TRONG
Cic sira doi ddi véi thiét bi y té c6 thé din dén mit bao dam/yéu ciu bao hanh va bat ky
st chdp thuan nao.
» Khong sira d6i san pham.
» DPé dugc bao dudng va sira chira, vui long lién hé véi dai dién B. Braun/Aesculap tai
qudc gia ciia ban.



DPia chi trung tam dich vu

Aesculap Technischer Service

Am Aesculap-Platz

78532 Tuttlingen/CHLB Dtic

Dién thoai: +49 (7461) 95 -1601

Fax: +49 (7461) 14 -939

E-Mail: ats@aesculap.de

Co thé léy cac dia chi trung tdm dich vu khac tir dia chi trén.

11. Phu kién/Phu tung

S6 hiéu sian pham Tén goi

GB057R Gia do ELAN 4 khi ECCOS cho md to tdc d6 thap véi khop ndi Intra GA724

GB600 Phun dau hé thong dién STERILIT

GB600850 Bo diéu hop phun dau khi ELAN 4

GB691R Thiét bi rira khi ELAN 4

GB697R B0 diéu hop xa khi ELAN 4

TA014461 Huéng dan st dung M6 to may khoan téc do thip ELAN 4 c6 khép ndi bén
trong GA724 (dong quyén A4)

TA014462 Hudng dan str dung M6 to may khoan toc do thap ELAN 4 c6 khép ndi bén

trong (t0 in roi)

12. Dir li€u k¥ thuat
12.1 Phan loai theo Quy dinh (EC) 2017/745
S6 hi¢u

san phAm
GA724 Mo to may khoan d¢ thap ELAN 4 c6 khép ndi bén trong Intra IIa

Tén goi Loai

12.2  Dir liéu hiéu suit

Cong suat toi da Xap xi 80 W ¢ 8 bar

Mo6-men xodn cuc dai Xap xi 7,6 Nem 6 8 bar

Tbc d6 mo to toi da khoang 21.000 vong/phit & 8 bar

Trong luong 130 g+10 %

Kich thude (@ x chiéu dai) 23 mm x 93 mm x £+ 5%

Khép noi tay cam Khép noi trong (pht hop voi EN ISO 13940 hoac ISO 3964)
Hudéng quay Xoay chiéu kim dong ho

Murc 4p 8 bar +2 bar

12.3 Hoat dong trong khoang thoi gian ngin
Khoan/phay:

m Ap dung 30 gidy, tam dimng 30 gidy

mLaplai 15 lan



m Thoi gian dé nguoi 30 phut

m Nhiét d6 i da 48 °C

Cua:

m Ap dung 30 gidy, tam dimng 60 gidy
m Laplai 10 lan

m Thoi gian dé nguoi 30 phit

m Nhiét do tdi da 48 °C

Khoan:

m Ap dung 60 gidy, tam ding 180 gidy
m Laplai3 lan

m Thoi gian dé nguoi 30 phut

m Nhiét d6 i da 48 °C

12.4 Diéu ki¢n mdi treomg xung quanh

B¢ phan ap dung

Van hanh Bio quan va van chuyén
Nhiét do 10 °C dén 27 °C -10 °C dén 50 °C
Dg am tuong doi 30 % dén 75 % 10 % dén 90 %
Ap suit khi quyén 700 hPa dén 1 060 hPa 500 hPa dén 1 060 hPa

13. Thai bo

A CANH BAO

Nguy co nhiém khuén tir cac san pham bi nhiém bén!

» Tuén thi cac quy dinh quéc gia khi thii bo hoic tai ché san pham, ciac b phan ciia n6
va bao bi cia ching.

T6 chirc ciia nguoi ding c6 nghia vu xir Iy san pham triede khi thai bo, xem Quy trinh tdi xie Iy
hop lé.

» Thong tin chi tiét vé viéc thai bo san pham c6 sin tir dai Iy B. Braun/Aesculap tai quéc
gia cua ban, xem phan Dich vu K¥ thuat.
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