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1 Hwéng dan st dung

1.1 Hwéng dan sir dung

Huéng dan s dung nay la mot phén cla san phdm da dé cap & trén cta RAPID Biomedical GmbH
(RAPID Biomedical). Huo’ng dan st dung nay danh cho cac ca nhan van hanh, I&p dat ho&c chay thir san
phdm nay. Trwéc khi st dung san pham nay, diéu quan trong la phal doc ky Hwdng dan s dung. Tham
khao RAPID Biomedical trong trwd'ng hop ban khong hiéu cac phan cua Huong dan st dung HLPo’ng dan
st dung phai dwoc cung cAp cho moi nguwdi dung tai moi thoi diém trong subt vong ddi sdn phdm. Huéng
dan st dung phai dwoc chuyén cho bat ky chii s& hiru/ngwdi dung tiép theo nao ctia sdn pham.

1.2 DAu hiéu va nhan an toan san pham

DAu hiéu va nhan an toan san phadm dwoc mé ta nhw sau.

A THAN TRONG

Biéu thi méat tinh huéng nguy hiém ma néu khéng tranh khaéi thi c6 thé dan dén thwong tich nhe
hoac trung binh.

THAN TRONG bao gbém cac yéu tb sau:

Tinh huéng Théng tin vé ban chét ctia mét tinh hubng nguy hai.

Nguy hai Héu qua cua viéc khéng tranh khéi mot tinh huéng nguy hai.

Phong ngtra & Phuong phap phong tranh tinh huéng nguy hai.

THONG BAO

Biéu thi thong tin quan trong can xem xét dé théng bao cho moi nguwdi vé cac médi nguy hai co
thé dan den nhirng hau qua khac ngoai thwong tich ca nhan.

THONG BAO bao gdm cac yéu té sau:

Tinh huéng Théng tin vé ban chét cua mot tinh hubng nguy hai.

Nguy hai Héau qua cda viéc khéng tranh khéi mot tinh huéng nguy hai.

Phong ngtra @ Phuong phép phong trénh tinh huéng nguy hai.

@ Biéu thi i khuyén hodc khuyén nghi hivu ich.

1.3 Ban quyén

Viéc sao chép trai phép mot phan hay toan bd Hwéng dan s dung nay la mét hanh vi xam pham ban
quyén clia RAPID Biomedical.

1.4 Gi&i han Trach nhiém phap ly

Céc thong sb ky thuat va dir lieu trong Hwéng dan st dung nay la chinh xac tai thoi diém in. RAPID
Biomedical khéng chap nhan trach nhiém phap ly va dwoc mién trir moi khiéu nai cia bén th ba phat
sinh tr hw hai cla thiét bi do st dung khéng phu hop hodc trai phép, 16i van hanh hodc bd qua Huéng
dan st dung nay, dac biét la cac hwédng dan an toan cé trong tai liéu nay. Cac diéu kién bao hanh va
trach nhiém phap ly cé trong Diéu khoan va Diéu kién tiéu chuan (AGB) cla RAPID Biomedical khéng bi
anh hwéng.
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1.5 Cung cap Hwéng dan stv dung

e O dia CD: Mét dia CD chra Hwéng dan s dung dién t&r bang cac ngdn ngir khac nhau sé
duwoc giri kém theo sa&n pham. Dé biét thém thong tin, hay tham khao T roi elFU.

e Tai xubéng: Huéng dan s dung dién t& cé thé duwoc tai xudng bang cac ngdn ngir khac nhau
va tat c& cac phién ban cé sén tir Trang web cla RAPID Biomedical: www.rapidbiomed.de

e Huwéng dan sir dung dwéi dang gidy hodc ban mém trén CD: Huwéng dan s dung dudi
dang gidy hodc ban mém trén CD cé thé dwoc dat hang mién phi tai RAPID Biomedical qua
email (xem dia chi email & trang 2). Trir khi c6 thay dbi trong ndi dung d&t hang, phién ban méi
nhat sé& dwoc giao trong vong 7 ngay sau khi nhan duwgc don dat hang. Tham khéo T roi elFU
dé biét hién c6 sdn cac ngdn nglr nao.
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2 X ly

2.1 D6 nhay cua thiét bj

THONG BAO

Tinh hudng | Thiét bi dién t& nhay cam, khéng dwoc x( ly can than.

Nguy hai Thiét bi c6 thé bi hw hai.

Phong ngtra | < Can trong khi x( ly va st dung.

Tranh rung I&c hodc tac dong cé thé anh hwdng dén thiét bi.
Chi mang vac thiét bi cé vé boc.

X ly cén than va khéng st dung day cap va phich cdm di kém cho muc dich mang
vac thiét bi.

9 9 9

A THAN TRONG

Tinh huéng | Mang vac thiét bi bang day cap va/hoac phich c&dm.

Nguy hai Dung cu va/ho&c thiét bi khac cé thé bi hw hai.

Phong ngtra | = Khoéng mang véac thiét bi bang day cap va’hoac phich cdm cua thiét bi.
@ Mang vac thiét bi bang tay cdm hay nang than chinh.
@ X ly thiét bj can than.

2.2 Bao dwong

Khéng can bao dwdng néu thiét bj dwoc sir dung ding cach va dwoc vé sinh thudng xuyén.

2.3 Bao quan

Bao quan thiét bi 6: noi khé mat, khéng cé su thay doi manh vé nhiét do va tach biét khéi cac ngudn cod
kha nang gay 6 nhiém va tac dong co hoc (xem 9.1 Thong so ky thuat).

2.4 Thai bé cac thiét bi ct

RAPID Biomedical theo day xac nhan rang cac thiét bj tuan thi theo phién ban m&i nhét cta cac nguyén
tac, quy dinh va luat phap cda Lién minh Chau Au lién quan dén viéc x ly thiét bj dién va dién tlr thai bd
(xem 9.3 Nhan hiéu).

THONG BAO

Tinh huéng | Thai b khéng phu hop.

Nguy hai Nguy hai méi trvdng.

Phong ngira | = Khong duoc thai b thiét bi nay nhuw dbi voi chat thai sinh hoat. Gwi thiét bi cii can
thai bd dén nha san xuat (tim dia chi trén trang 2).

@ RAPID Biomedical ch4p nhan vat liéu dong goi va thiét bi cii dwoc tra lai.
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2.5 Tra lai thiét bi

RAPID Biomedical van chuyén san pham trong bao bi chuyén dung c6 thé duoc tai st dung nhiéu lan.
Qua trinh tra lai thiét bj dwgec xt ly b&i nha phan phdi. Vi vay hay lién hé véi dai dién dich vu dia phuwong.

THONG BAO

Tinh huéng Bao bi khong day du va/hoac phwong tién van chuyén khong phu hop.

Nguy hai Thiét bi c6 thé bi hw hai.

Phong ngira @ Can st dung bao bi gbc khi tra lai san phadm.

2.6 Bao vé méi trwong

RAPID Biomedical dam bao sé tuan thu cac quy dinh bao vé mdi tredng cua cac Chi thj EU hién hanh
trong toan bd vong doi cla thiét bj tir khi phat trien dén san xuat va thai bd (xem thém 9.3 Nhan hiéu).
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3 Huwéng dan an toan chung

3.1 Théng tin chung

DPé van hanh Eqdorectal Coil két hop Hé théng cong hwédng twr dlivcyc dung cach va an toan, nhan viép van
hanh phai co kien thirc va mire do thong thudc cao voi Huwdng dan str dung nay cling nhw Huéng dan st
dung Hé thong cong hwéng tir.

A THAN TRONG

Tinh huéng Thao tac sai trong qua trinh cai dat, van hanh, dich vy va/hoac stra chira.

Nguy hai Bénh nhan va’hodc nguwoi dung cé thé bi ton hai, dung cu va/hoéc thiét bi khac co thé bi
hw hai.

Phong ngira | = Chinhan vién dwoc Gy quyén méi dwoc phép lap dat thiét bi.

@ Chi nhan vién dwoc dao tao méi dwoc van hanh thiét bi.

@ B&t budc phai thuc hién theo Hwédng dan st dung nay mot cach nghiém ngat.

&  Thywc hién theg Hwéng dan st dung cho Hé théng cong hwéng twv, cac thiét bj va
phwong tién bd sung.

A THAN TRONG

Tinh huéng | Thiét biy té bj I6i.

Nguy hai Bénh nhan va/hodc ngudi ding cé thé bi ton hai, dung cu va/hoac thiét bi khac co thé bi
hw hai.
Phong ngira | = D0 tin cay van hanh cuda thiét bj phai dwoc kiém tra va dam bado trwdc méi lan st
dung.

& Khéng dwoc phép s dung néu thiét bj b 16i.

Kiém tra d6 tin cay van hanh cua thiét bi, bao gébm kiém tra vé boc, kiém tra cac dworng két néi (day cap,
phich cdm) va kiém tra tit cd cac nhan (9.3 Nhan hiéu). Diéu nay ciing ap dung cho tat ca céac thiét bj
khac can thiét dé van hanh va cac phu kién dwoc st dung.

Dai dién dich vu dia phwong phai dwgc thong bao ngay lap tire trong treong hop hw hdng hay truc trac.
Nhan bi thiéu hay bi hw hai chi cé thé dwoc stra d6i hoac thay thé béi dai dién dich vu. Chi dai dién duoc
RAPID Biomedical Gy quy&n m&i cé quyén sira chira hodc thay déi s&n phdm nay. Xem chwong 4 Error
Case.

Khi dwoc van hanh 1an dau va trude khi si dung 1an dau tién trén mot dbi twong thlr nghiém truc tiép,
chirc nang thich hop cla thiét b phai dwoc kiém tra va ghi lai bAng mét thir nghiém trén phantom cong
hwéng t thich hop (8.1 Dam bao hiéu suat/chat lvong).

A THAN TRONG

Tinh huéng | Phat hién tin hiéu bi nhiéu do SNR hoéc xao anh thap.

Nguy hai Bénh nhan va’hodc nguwoi dung cé thé bi tdn hai, dung cu va/hoéc thiét bi khac co thé bi
hw hai.

Phong nglra | = Chic nang cla thiét bi phai dwoc kiém tra va ddm bao trwéc méi lan st dung.
& Khéng dwoc st dung thiét bi néu phat hién 16i chirc nang.
@ Chi nhan vién dwoc dao tao méi dwoc van hanh thiét bi.
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@

Chi str dung theo toa ké — “chi R~

Luéat phap cla tivng qudc gia quy dinh thiét bi nay chi dwoc ban bdi hodc theo y 1énh cla
bac s, ho&c theo chi dinh mé ta cla bat ky bac si nao khac dwoc cap phép st dung hodc
ra'y lénh st dung thiét bi theo phap luat ctia quéc gia dé. Thiét bi nay chi cé thé duoc
phan phéi cho bac si dwoc cip phép hodc nhivng ngudi dwoc phép mua thiét b theo toa
ké hoac y Iénh khac tir bac si dwoc cép phép.

3.2 Pham vi str dung

Thiét bi dwoc phat trién dé st dung cluing véi Hé thdng cong huéng tlr dwoc chi dinh trong 5 M6 ta thiét

bi.

@

Tuyén bb ctia Uy ban Chau Au theo Diéu 12 ctia Chi thi 93/42/EEC quy dinh réng thiét bi
chi c6 thé dwoc st dung két hop véi cac thiét bi dwoc chi dinh. Viéc st dung thiét bi két
hop v&i cac thiét bi khac khong dwoc liét ké dwoce coi la st dung ngoai huéng dan va bd
qua Muc dich st dung. Diéu nay dan dén viéc khéng dwoc bao hanh.

A THAN TRONG

Tinh huéng | Thiét bi khéng dwoc van hanh theo Muc dich s dung.

Nguy hai Bénh nhan va/hodc ngudi dung cé thé bi tén hai, dung cu va/hoac thiét bi khac co thé bi
hw hai.

Phong ngtra | = Phai st dung thiét bi can cr theo Muc dich st dung.

@

Thuc hién theo cac chi dan trong huéng dan siv dung Hé thdng cong hwdng tir.
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4 Trwong hop 16

4.1 Chi bao 16i
Thiét bi khéng c6 den chi bao I6i. Ngudi van hanh phai dwa vao cac phwong tién chi bao 16i khac. Vé van
dé nay, ho can phai:
e lién tuc quan sat thong tin 16i do hé thdng cong hwéng tir cung cap
e thwong xuyén kiém tra chirc nang cla thiét bi (vi du: két qua chup khong nhw dy kién, suy giam
chat lwgng hinh anh coéng huwéng tir, v.v.)

4.2 Tinh trang 16i

Dam bao rang san pham duogc thiét 1ap va s& dung theo Hwong dén s dung hién hanh. Lién hé véi dai
dién dich vu tai dia phwong dé dwoc hd tro' trong moi trudng hop khéac.

A THAN TRONG

Tinh huéng | Thiét bi hw hdng hoac truc trac.

Nguy hai Bénh nhan va/hodc ngudi dung cé thé bi tén hai, dung cu va/hoac thiét bi khac co thé bi
hw hai.

Phong ngtra & Khéng dwoc st dung thiét bj trong trwdng hop hw héng valhodc truc tréc. Thong
bao cho dai dién dich vu tai dia phwong ngay Iap tirc.

A THAN TRONG

Tinh hudng | Stra chiva trai phép mét thiét bi hu hdng hodc truc trac.
Nguy hai Bénh nhan va/hodc nguwdi ding co thé b tdn hai, dung cu va/hodc thiét bi khac co thé bi
hw hai.
Phong ngtra | < Chi nguoi dai dién dugc RAPID Biomedical Gy quyén mai duoc phép sta chiva
thiét bi.
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Phan Il Théng tin sédn pham
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5 M6 ta thiét bj

Endorectal Coil (1.5T Endorectal Coil O-HLE-015-01899, 1.5T Endorectal Coil O-HLE-015-01946, 3.0T
Endorectal Coil O-HLE-030-01900 va ER Coil Support ZUB-01955) duwoc thiét ké dé st dung véi hé
thdng cong hudng tir (MR). Cudn thu duoc thiét ké dé st dung két hop véi Cudn phat (BC) clia hé thdng
céng hudng tlr. Cudn phat sé kich thich hat nhan hydro (1H) v&i tir triedrng tan sé vo tuyén (RF) dé cudn
thu c6 thé nhan dwoec tin hiéu RF sinh ra tlr hat nhan dworc kich thich. Cuén thu dwoc thiét ké nhw mot
cudn ¢ thé tai st dung chi cé tac dung thu tin hiéu chup céng hudng tir d6 phan gidi cao cla tuyén tién
liét.

V4 cudn thu cé kich thwéc nhé gon va hinh giot d& mang lai sy thoai mai cho bénh nhan. Cudn c6 mot
dau det dé giam thiéu khoang cach ctia bd phan dién tir bén trong cudn thu véi tuyén tién liét. Cudn chi
c6 thé thu tin hiéu (Rx) va bao gdm mét phan tlr cudn don, ciing véi bo tién khuéch dai tiéng n thap tich
hop va dau ndi véi GE 1.5 T MR-System hodc GE 3.0 T MR-System. Cudn thu duoc didu chinh cé dinh
va khép véi diéu kién tai trong dién hinh khi kham tuyén tién liét & tan sé Larmor la 1H Ian lvot & mirc
1,5 T (63,9 MHz) hoac 3,0 T (127,7 MHz) Céac mach tach roi dwoc tich hop trong phan tir vong don cung
cap s tach roi khéi Cudn day co thé cia Hé théng cong huwédng tir trong qua trinh truyén xung kich thich
RF.

Nén st dung Model Endorectal Coil két hop véi ER Coil Support cé6 sn. ER Coil Support dwoc thiét ké
dé st dung voi bat ky Model Endorectal Coil nao (1.5T Endorectal Coil O-HLE-015-01899, 1.5T
Endorectal Coil O-HLE-015-01946 va 3.0T Endorectal Coil O-HLE-030-01900). B& phan nay giup cb dinh
Endorectal Coil & bat ky vi tri nao theo y&u ciu cia méi lan chup cdng hwéng tir ndi trwe trang. ER Coil
Support c6 dai kep dé 1ap Endorectal Coil. Endorectal Coil dugc cb dinh bén trong dai kep bang cach siét
chat vit co khia. Cé nam mdrc de can chinh dai kep v&i vi tri khong gian can thiét ‘cua v6 Endorectal Coil.
Hai vit c6 khia khac cho phép cb dinh ER Coil Support & vi tri can chinh mong muén.

5.1 Chi dinh sir dung, chdng chi dinh, méi triwéng

Chi dinh st dung Endorectal Coil dwoc chi dinh dé& st dung lam bd phan mé rong cho
thiét bi chan doan cia GE 1.5T MR Systems va GE 3.0 T MR
Systems nham tao ra hinh anh ngang, ding doc, dirng ngang va
xién, hinh anh quang phé va/ho&c phd, hién thi cdu truc bén trong
cla tuyén tién liét.

Khi dwoc phan tich béi bac sT dwoc dao tao, cac anh sé cung cép
thong tin gitp hé tro chan doan.

Chéng chi dinh Endorectal Coil khéong lam thay dbi cac chéng chi dinh chung cho
GE 1.5 T MR Systems va GE 3.0 T MR Systems.

Déi voi phup c@ng hwéng ti noi trwc trang, bac si cé thé xac dinh va
can nhac cac chong chi dinh khac, xem thém 7.1 Lwa chon bénh

nhan.
Ung dung Tuyén tién ligt
Déi twong bénh nhan Ngudi trwdng thanh (trén 21 tudi)
B& phan ap dung Thiét bi y t& nguyén ven
Heé théng MR GE 1.5 T MR Systems ho&c GE 3.0 T MR Systems
Cuong doé twr trrdng By 1.5 T hodc 3.0 T twong rng
Van hanh cuén phat 1H can thiét (kich tr 1H)
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5.2 Pham vi cung cap

Cac thanh phan sau day dwoc cung cap cling vai thiét bi nay:

Débi voi GE 1.5 T MR Systems c6 “két néi céng P”
e 1.5T Endorectal Coil (S6 hiéu bd phan ctia GEHC 5772252-2)
e ToroielFU
e CD chtva Hwéng dan st dung dién tir bang cac ngén ngir khac nhau

Déi v&i GE 1.5 T MR Systems c6 “két néi cong A”
e 1.5T Endorectal Coil (S6 hiéu bd phan ctia GEHC 5818916-2)
e T&roielFU
e CD chtva Hwéng dan st dung dién tlr b&ng cac ngén ngir khac nhau

DPéi v6i GE 3.0 T MR Systems
e 3.0T Endorectal Coil (Sé hiéu boé phan ctia GEHC 5772250-2)
e T&roielFU
e CD chira Hwéng dan st dung dién tlr bang cac ngdén ngl khac nhau

D6i voi tAt ca cac Model Endorectal Coil
e ER Coil Support (Sé hiéu bd phan ctia GEHC 5772250-3)

5.3 Téng quan vé thiét bi
5.3.1 Céac model Endorectal Coil

Hinh 1:  1.5T Endorectal Coil - O-HLE-015-01899 (“Céng P”)
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Hinh 2:  1.5T Endorectal Coil - O-HLE-015-01946 (“Céng A”)

Hinh 3:  3.0T Endorectal Coil - O-HLE-030-01900

5.3.2 ER Coil Support danh cho tat cd model

Hinh 4:  ER Coil Support - ZUB-01955
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6 Van hanh ban dau va tai chay the

6.1 Hwéng dan chung

Sau khi thiét bi dwgc cung cap, trwdc lan van hanh, bao tri hoac stra chira ban dau, can ludn kiém tra do
tin cay van hanh cta thiét bi.

THONG BAO

Tinh huéng Thiét bi dwoc van hanh truéc khi cho thich nghi véi thoi tiét.

Nguy hai Hw héng thiét bj y t& do nwéc ngwng tu.

= Chi dwoc 1ap dat va van hanh ban dau cho thiét bi sau mét thoi gian thich nghi
hop ly voi thoi tiét. Lwu trir thiét bi & trang thai khéng dong goéi trong moi trwdng

Phong ngira van hanh trong 24 gi& trwdc khi van hanh.

& Xe['n Tai liéu dinh kém 9.1 Théng sb ky thuat vé& moi trwdng dwoc phép van hanh
thiét bi.

6.2 Giam sat SAR

Thiét bi khéng cé tinh ndng giam sat riéng biét vé téc d6 hap thu cu thé (bdo vé bénh nhan) ciing nhw
cong suét tan sé vo tuyén RF dwoc ap dung téi da (bdo vé thanh phan, xem 9.1 Thong sb ky thuat). Diéu
nay duoc Hé thdng cong hudng tir thwe hién bang cach theo ddi va gi¢i han cong suét tAn sb vo tuyén
RF tdi da trong qua trinh quét.

Dé& dam bao viéc kiém soat SAR va codng suat tan sb vé tuyén RF tdi da hoat dong chinh xac, cudn day
dwoc ma héa va nhan dang béi Hé thdng cong hwéng tlr khi dwoc cdm. Khi cdm cudn day, Hé théng
céng hudng tlr nhan ra sy cb nay va dat cac tham sb lién quan dwoc cung cép trong tép ciu hinh twong
&ng. Theo co ché nay, bénh nhan va cudn day duoc gitr an toan khéi bi tén hai/pha huy.

A THAN TRONG

Tinh huéng Tién hanh kiém tra khi thiét bi khong dwoc két néi theo Hwéng dan siv dung nay.

Nguy hai Bénh nhan va/ho&c ngudi dung cé thé bj tén hai, dung cu va/hoac thiét bi khac co thé
bi hw hai.

Phong ngtra @ Thiét bi phai dwoc két ndi theo quy dinh trong Hwéng dan sir dung nay.

= Thuc hién theo cac hwang dan vé két néi duoc dwa ra trong Hwéong dan st dung
Hé thong cong hwéng tir.

@ Trwdc khi kiém tra, ddm bao tat ca cac két ndi da dwoc hoan tt.

@ Két ndi gira cudn day va Hé thong cong hudng tr can dwoc kiém tra trong giao
dién ngwdi dung ctia phan mém trwdc méi lan chup.

= Khoéng duoc tién hanh chup néu cudn day nam trong nam cham va bi ngat két noi
khoi Hé thdng cdng huéng tee. Khong thue hién béat ky lan chup nao néu thiét bj
trong tinh trang ngat két néi.
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7 St dung thwéng xuyén

7.1 Lwa chon bénh nhan

A THAN TRONG

Tinh huéng

Bén canh cac chéng chi dinh chung danh cho chup cong hwéng tw, co thé co cac
chong chi dinh khac déi véi chup céng hu;é’ng tr ndi tryre trang. Chong chi dinh co thé
bao gom (lwu y danh sach dwéi day coé thé khéng day da):

Bénh nhan khéng cé hdu mdn hoac tryc trang.

Bé&nh nhan bi tri (chdy mau bui tr7).

Bénh nhan tirng phau thuat dai tryc trang (chay mau hoac thang rudt).
Bénh nhan bj viém rudt (chdy mau hoac thing rudt).

Bénh nhan bi co that (bién chirng).

Bénh nhan c6 khéi tdc nghén trong trwc trang (bién chirng).

O O O O O

Nguy hai

Bénh nhan cé thé bj tdn hai.

Phong ngtra

& Phai sang loc trwdng hop chdng chi dinh cho tirng bénh nhan.
@ Sang loc nay phai do bac si danh gia.

A THAN TRONG

Tinh huéng Bénh nhan bi di &ng, vi du (Ilwvu y rdng danh sach dwdi day cé thé khong day da):
o V&i chét boi tron (nhw lidocaine).
o Véibao cao su (nhw bang cao su, polyisoprene).

Nguy hai Bénh nhan cé thé bj tbn hai.

Phong ngtra @ Bénh nhan phai dwoc sang loc di (rng.

& Xem Huéng dan st dung chét béi tron va bao cao su.
& Bac si co trach nhiém lwa chon bao cao su va chat béi tron phu hop.

@

Khuyén nghi
RAPID Biomedical khuyén nghi st dung cac loai Bao cao su y t& / Boc dau do ndi soi,
chang han nhu:

e Ultracover Latex 40 x 300 mm cuUa Ecolab; #86694

¢ Boc Latex vo trung 3,5 x 20 cm cula Protek Medical; #3230

¢ NeoGuard khong dung Latex ty nhién 4 x 30 cm cla Civco; #610-844
e V..
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7.2 Chuan bi bénh nhan

A THAN TRONG

Tinh huéng Bénh nhan khong dwoc chuén,bi dé chup cong hwdng tir ndi trwre trang, vi du (Ilvu y
rang danh sach dwéi day co thé khong day da):
o Chuén bi rudt trwde khi chup.

Nguy hai Bénh nhan va/hodc nguoi dung cé thé bi tén hai, dung cu va/hodc thiét bi khac c6
thé bi hu hai.
Phong ngtra @ BA4c si phai chiu trach nhiém chuén bj bénh nhan.

@ Pham vi chuén bj b&nh nhan phu thudc vao quyét dinh ctia bac s7 phu trach.

7.3 Chuén bj thiét bij

khéng vé tring tai thoi diém giao hang.
DPé khir truing mirc dd cao cho thiét bi, thwc hién theo hwéng dan trong chwong 7.8 Vé

@ Endorectal Coil do Rapid Biomedical cung cdp chwa duwoc khir trung mirc d6 cao va
sinh va khir trung.

A THAN TRONG

Tinh huéng V& sinh va khir trung thiét bi khéng phu hop.
Nguy hai Viéc khéng dat dwoc mirc d khir trung can thiét ¢ thé dan dén nguy co' nhiém trung.
Phéng ngira @ Phai khir tring mirc d6 cao cho thiét bj truedc va sau mdi lan st dung, ké ca st
dung lan dau.
& Sﬁ;guqc phép st dung thiét bi sau khi boc thiét bj bang hai bao cao su chéng lén

Drop-shaped tip
with flat top

Endorectal Cail

ER Coil Support

Hinh 5:  Endorectal Coil v&i ER Coil Support

Phai chuan bi Endorectal Coil d& chup cdng huéng tir phu hop véi seri hinh tir Hinh 6 dén Hinh 9.
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Hinh 6:  Boc d4u hinh giot ctia Endorectal Coil bdng hai I6p bao cao su.

@ Chon bao cao su cho phép méc chat vao vong hinh nén dé cb dinh bao cao su.

knurled screw

collet

Hinh 7:  Chuén bi ER Coil Support dé Ip Endorectal Coil bang céch néi Idng vit cé khia sé 1.
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Hinh 8:  L&p Endorectal Coil vao trong dai kep sao cho nhan “anterior’ (phia truéc) quay Ién trén.
Dung vit ¢6 khia s6 1 dé cé dinh.
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Hinh 9:  Phai dinh vi cuén méi lan chup cong huéng tir néi truc trang. C6 thé diéu chinh ER Coil
Support pht hop béng cach st dung vit ¢é khia s6 2 va 3.

A THAN TRONG

Tinh huéng Nguy co bi kep trong qua trinh thiét 1ap thiét bi.

Nguy hai C6 thé gay nguy hiém cho bénh nhan va/ho&c ngudi dung.

Phong ngtra @ Cén than khi thiét |ap thiét bi.

A THAN TRONG

Tinh huéng Khi str dung trong Signa PET/MR, thiét bj lam suy gidm tin hiéu PET.

Nguy hai Tin hiéu PET hién thi c6 thé bj suy giam va/ho&c sai léch, dan dén két qua chan doan
khong chinh xac.

Phéng ngira @ Khuyén nghi s& dung phwong phép hiéu chinh d6 suy gidm PET. Lwu y rang chi
d&t dwoc phan trwdc cia Ong dat trwc trang véi dau éng hinh giot nwéc bén
trong cac vong phat hién PET. Khéng nén dat phan D& éng va day ndi bén trong
vong phat hién PET.
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7.4 Dinh vi bénh nhan va cuén

Phan dwdi day mo ta quy trinh dinh vi bénh nhan va cuén. Nén cé hai nguoi dé dé dang thao tac véi
bénh nhan va thiét bi. Danh sach nay khéng nhét thiét phai chira tat ca cac bién phap dwoc liét ké, vi du
phén tich chéng chi dinh dwgc thwe hién cho tirng bénh nhan. Cac bién phap nay sé duwoc tich hgp vao
quy trinh m4u nay.

7.4.1 Moé ta quy trinh mau

e  Dét chan bénh nhan 1én truwdc & tu thé nam nghiéng, quay lwng vé phia nhan vién.
e Tién hanh chup trirc trang ky thuat so trwédc khi dwa Endorectal Coil vao.
- Diéu nay nham dam bdo truc trang tréng va khéng cé chuéng ngai vat.
- Cén kiém tra dwdng dan tryc trang.
e Thao cuén khdi ER Coil Support béng cach nai 16ng vit c6 khia sb 1, néu cuén duoc I&p vao ER
Coil Support.

A THAN TRONG

Tinh huéng Thiét bi qua to ho&c qua cdng kénh, khéng thé dua vao nhe nhang.

Nguy hai Bénh nhan cd thé bj tdn thwong.

Phong ngtra < B6i mot I6p gel bbi tron qugnh thiét bi dwoc boc bao cao su co thé giup bénh
nhan thodi mai hon khi dwa 6ng vao.

& Yéu cau xem Hwéng dan s dung chét béi tron.
@ BA4c si chju trach nhiém trong viéc lwa chon chét béi tron.

e Duwa cudn vao mot cach can than.
- Voi nhan “anterior” (phia trdc) quay vé trwdc (xoay dau det cia v cudn thu vé phia
tuyéen tien liét; xem Hinh 10).
- Cho dén khi co that tha 1dng quanh cb cudn thu.
e D& bénh nhan khi chuyén sang tw thé ndm ngtra.
- Dan huéng Endorectal Coil cin than khi bénh nhan chuyén dong.
- Dac biét can than dé bénh nhan cdm thay thoai mai nhat co thé
e Phu vai [&n chan bénh nhan dé tranh thiét bj tiép xuc truc tiép véi da bénh nhan.
Viéc kéo dai thoi gian tiép xuc truc tiép gitra thiét bi va da bénh nhan co thé khién bénh nhan ra md héi.
Mo hoi c6 thé dan dién, co nghia la cong suat tan so vo tuyen co thé bi hap thu trong cac chat liéu thwong
khong dan dién.

A THAN TRONG

Tinh huéng Thoi gian tiép xuc truc tiép gitra thiét bi va da bénh nhan bi kéo dai.

Nguy hai Béng tan sb vo tuyén.

Phong ngtra @ Tranh tiép xtc truc tiép gitra bénh nhan va thiét bi, c6 thé s& dung miéng dém
hoéc vai phu hop.
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A THAN TRONG

Tinh huéng Thoi gian tiép xuc truc tiép gitra thiét bi va da bénh nhan bi kéo dai.

Nguy hai Kich trng da.

Phong ngtra = Chi s dung thiét bj khi dau hinh giot dwoc boc bang hai bao cao su chong Ién
nhau.Trénhrdé bénh nhan va cac phan khac cla thiét bj tiep xuc truc tiep, co thé
st dung miéng dém hoac miéng vai phu hop.

e ER Coil Support dwoc dat gitka hai chan dwoc phi vai cia bénh nhan. N&i ldng vit co khia sb 2
va soO 3.
e Dét Endorectal Coil sao cho dau cudn gan véi tuyén tién liét khi & vi tri chup
- Can can than dé tuyén tién liét khéng chiu lwc ép qua lén

Dinh vi bénh nhan va cudn phu hop déng vai trd quan trong dé cho phép dat dwoc SNR

va chat lwong hinh anh tét nhat.
Can than dé chi 4n nhe 1&n bénh nhan. Viéc dat bénh nhan & tw thé khong thoai mai sé

lam t&ng nguy co bénh nhan chuyén déng trong qua trinh chup. Do d6 chéat lwgng hinh
anh sé bj gidm.

Vui long tham khao cac dnh mau trinh bay cach dinh vi Endorectal Coil phi hop bén dudi.

Hinh 10:  Hinh anh trong co thé dinh vi theo huéng ding doc (tréi) va doc truc (phéi) duoc chia cira
sé/murc dé xéc nhan dinh vi cudn phu hop. — Anh trai: Dang xem dirng doc hitu ich dé xéc
nhan réng tuyén tién liét duoc dat & trung tdm vung tin hiéu cta cudn. Anh phai: Dang xem
ngang hitu ich dé xac nhén rang dau det (1) quay vé phia tuyén tién ligt (2) va duoc cadn
chinh dung cach.
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Hinh 11: Hinh &nh trong co thé T2 theo hudéng ding doc (tréi) va ndm ngang (phai) cho théy
Endorectal Coil duoc dinh vi phu hop véi tuyén tién liét ndm & giira (2) va déu det (1) quay
vé phia tuyén tién liét.

e Vi tri ctia Endorectal Coil dwoc ¢b dinh béng cach s dung ER Coil Support.

- Cén than gitr Endorectal Coil tai chd; hiéu chinh dé Iéch ngang néu can thiét.

- Di chuyén dai kep trén Endorectal Coil.
Di qhuyén dai kep trén tru ra trué’g - cubdn dwoc nghjéng vé phia xu’o’ng,chéu. o
(Diéu nay giup tranh bi xdo &nh gan cudn trong tuyén tién liét va lam bién dang tuyén tién
liet.)
Siét chat tAt ca cac vit cé khia mét cach cén than dé cb dinh Endorectal Coil tai ché.

Mot sd chéat boi tron co thé tao ra xao anh hinh anh. Cé thé gidm x&o anh do chét béi tron
bang cach gidm thiéu lwong chat boi tron sir dung.

@ C6 thé dung gia d& dau gbi bénh nhan dé gitp bénh nhan thodi mai hon.

e K&t ndi Endorectal Coil v&i hé théng cong hudng tir theo huwéng dan trong chuwong

7.5 Connecting to the MR System.
e Dichuyén ban bénh nhan vé phia hé théng cdng huéng tur.
Tam clia vung chup phai tring khép véi d-iém ddng tdm cia nam cham & murc toi da.
Tam cla dau hinh giot ndm cach dau vong hinh nén cé dinh bao cao su 150 mm (xem
Hinh 12).

eeeeee <

150 mm

Hinh 12:  Khoédng céach gitra tdm cta dau hinh giot véi dau ctia vong hinh nén c¢é dinh bao cao su.

e Quy trinh chup cong hwéng tir ndi trwc trang bat dau (7.6 Cac lwu y khi tao anh).
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7.5 Két ndi véi Hé théng cong hwéng tiv

Endorectal Coil dwgc trang bi mot cap néi cé dau ndi GE (dau ndi P-Port GE danh cho 1.5T Endorectal
Coil O-HLE-015-01899 va 3.0T Endorectal Coil O-HLE-030-01900; dau ndi A-Port GE danh cho 1.5T
Endorectal Coil O-HLE-015-01946).

1.5T Endorectal Coil O-HLE-015-01899 va 3.0T Endorectal Coil O-HLE-030-01900:

C6 thé cdm dau ndi P-Port GE vao 6 cdm 1, 2 hodc 4. BDam bao ring dau néi P-Port GE dwoc khoa sau
khi cdm vao 6 cam.

Lwu y rAng néu st dung Endorectal Coil két hop véi cac cudn AA Day trwdc va PA Day sau, thi phai cadm
cudn AA vao 6 cam 1.

1.5T Endorectal Coil O-HLE-015-01946.
Dau néi A-Port GE phai dwgc cam vao 6 cam A.

Cuon thu sé& dwoc nhan dang va hién thj trén hé théng cong hwéng tir sau khi két néi.

Kiém tra thé Coils (Cuén thu) trén giao dién nguoi dung ciia GE MR-System trirdc khi bat dau chup cong
hwéng tur. Chon Endorectal Coil tr danh sach Bo phan cudn thu va cau hinh cudén thu mong muon tw
danh sach Cau hinh cudn thu.

Thiét bj chwa dwgc két ndi dung cach voi Hé thdng cong hudng tir néu khong dwgc hién thi trong danh
sach B6 phan cuén thu. Cam tién hanh chup trong trwdng hop nay.

A THAN TRONG

Tinh huéng | Tién hanh kiém tra khi thiét bj khéng dwoc két néi theo Huwéng dan st dung nay.

Nguy hai Bénh nhan va’hodc nguwoi dung cé thé bi tn hai, dung cu va/hoac thiét bi khac co thé bj
hw hai.

Phong ngtra | < Thiét bi phai dwoc két ndi theo quy dinh trong Hwéng dan str dung nay.

= Thuc hién theo cac huwéng dan vé két néi dwoc dwa ra trong Hwéng dan st dung
Hé thong cong hwéng tir.

& Trwdc khi kiém tra, d@m bao tat ca cac két ndi da dwoc hoan tat.

@ Két ndi gilra cudn day va Hé théng cong hudng tir can duoc kiém tra trong giao
dién ngu¢i dung cla phan mém trwedc maoi lan chup.

= Khéng duoc tién hanh chup néu cudn day nam trong nam cham va bi ngat két ndi
khéi Hé thong cong hwéng tir.

Néu can céc thiét bi phu tro d& van hanh san phdm, hay tuan thi Huwéng dan s dung cla tat ca cac thiét
bi dwoc st dung.

A THAN TRONG

Tinh huéng | St dung thiét bj cong hwdng tir khdng an toan hoac khong dugc phé duyét riéng dé st
dung két hop vai thiét bi.

Nguy hai Bénh nhan va/hodc ngudi dung cé thé bi tén hai, dung cu va/hoac thiét bi khac co thé bi
hw hai.

Phong ngtra | = Chi str dung thiét bi cong huwdng tir an toan va dugc phé duyét dé st dung két hop
voi thiét bi.
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A THAN TRONG

Tinh huéng | Om bénh nhan khi di chuyén vao khoang tur.

Nguy hai Bénh nhan cé thé bj tén hai, dung cu va/hodc thiét bi khac cé thé bi hw hang.

Phong ngira | = Di chuyén, dinh vi va c6 dinh cac bd phan clia cudn thu can than.Di chuyén ban
bénh nhan can than véi téc dd cham.

7.6 Cac lwu y khi tao anh
e Truwoc khi bat dau tao anh chan doan, ding bé dinh vi dé xac nhan da dinh vi Endorectal Coil phi
hop so véi tuyén tién liét.
e Chia ctra sé/murc hinh anh dinh vi dé xac nhan da dinh vi cudn thu chinh xac nhw dwoc minh hoa
trong Hinh 10.
- Dang xem dirng doc hiru ich d& xac nhan réng tuyén tién liét dwoc dat & trung tm ving
tin hiéu cda cudn.
- Dang xem ndm ngang hiru ich dé xac nhan rang dau det quay vé phia tuyén tién liét va
dwgc can chinh dung cach.
e  Céc thuat toan hiéu chinh tinh ddng nhat nhw PURE c6 thé kha hivu ich dé can bang cau hinh
cuwong doé tin hiéu doc khi str dung Endorectal Coil va dwgc khuyén dung, néu cé.
e Canchu y dac biét dén trinh tw PROPELLER vé&i Endorectal Coil.
- PROPELLER st dung mtc trung binh tin hiéu NEX dé: 1) cai thien SNR va 2) gidm xao
anh vét.
- Mac du Endorectal Coil c6 kha nang tang cwdng SNR, van can mot sd NEX hop ly dé
gidm xao anh vét.

7.7 Ngat két néi thiét bj
Néu khéng dwoc quy dinh khac di trong hwdng dan st dung hé théng cong hwéng tir nay hodc cac thiét
bi phu trg, hay tién hanh theo hwéng dan dwéi day khi thao cudn thu khéi vi tri st dung sau khi hoan
thanh do/chup.
1. Di chuyén ban bénh nhan ra khdi khoang tur.
2. Ngét két nbi Endorectal Coil khoi hé théng cong hwéng tr.
3. Thao ER Coil Support bang cach:
a. N&ildng tat ca cac vit co khia mét cach can than.
b. Thao dai kep khédi Endorectal Coil.
c. Thao ER Coil Support khoi ban bénh nhan.
d. Di chuyén thiét bj dén vj tri chuyén dung de tai x& ly ngay.
4. Théo tAm vai.
a. Tiéu hdy tAdm vai dung cach.
5. Thao Endorectal Coil khdi bénh nhan mét cach can than va di chuyén thiét bi dén vi tri chuyén
dung dé tai xt ly ngay.
6. HG tro bénh nhan ra khéi ban.
7. Taixw ly thiét bi.
a. Lan lwot thao hai bao cao su va tiéu hiy ching dung cach.

b. Thao roi ER Coil Support theo Hinh 13.
c. Thuwc hién theo hwéng dan trong chwong 7.8 Vé sinh va khi tring.
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Hinh 13: ER Coil Support duwoc thao roi.

STT | M6 ta S6 Hinh minh hoa
lwong
1 | Vit c6 khia (vo bd tién khuéch dai) 1
2 | Vit co khia (truc) 1
3 | Vit c6 khia (chinh chiéu ngang) 1 T
4 | Khép nbi truc 1 ;
o
—
5 | Dai chinh d cao khép nbi 1 N
(5
6 | Thanh ngang c6 tru 1 I
: =L s
7 | TAm dé 1
s

Béng 7-1: Cac b phén cua ER Coil Support
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7.8 Vé sinh va khtr trung

Cong tac vé sinh va khir trung phai tuan tha tat ca cac luat va quy dinh hién hanh cé hiéu

lwc thi hanh trong (cac) lanh thé tai phan noi dat thiét b.
Chi nhan vién dwoc Gy quyén méi dwoc phép vé sinh va khiy trung thiét bi.

Nguw@i dung chiu trach nhiém vé sinh va khi tring ding céach.

Vé sinh

Vé sinh la mot budce thiét yéu trwac khi tién hanh khir trung hiéu qua. Vé sinh la sy loai b cac vat thé
ngoai lai, vi du nhw bui, dat, chat liéu hiru co nhw mau, dich tiét, chat péi tiét va vi §inb vat. Vé sinh
thwdng sé loai bd chir khong tiéu diét vi sinh vat. Vé sinh dwgc thie hién bang nwéc, chat tay rira va thao
tac co hoc.

A THAN TRONG

Tinh huéng Phwong phap vé sinh khéng dung.

Nguy hai Thiét bi y té bi 16i.

Phong ngtra @ Chi str dung cac chét tay rtka gia dung hoat tinh nhe c6 ban trén thj trwdong, pha
loang v&i nwdc theo hwéng dan clia nha san xuat.

= Sk dung moét miéng vai dm, mém. Khong dwoc ngam thiét bi trong chat Iong.
Dam bao rang chat 1dng khéng xam nhap vao trong thiét bi.

= Khong st dung bat ky chét chui rira thd rap hodc mai mon nao vi diéu nay co thé
lam héng I&p son hoac chat liéu vé.

Khdr trang

Khir tring la hoat dong loai bd cac vi sinh vat gay bénh.

Thiét bi nay dwoc xép vao loai san pham y té ban thiét yéu vé mat khir tring. Do d6 yéu cau khi tring
mtrc d6 cao.

Endorectal Coil do RAPID Biomgdical cung cép da dwgc vé sinh, nhwng chwa dwgc khir trung mic do
cao va khdéng vé trung tai théi diém giao hang.

Phai khir trung mirc d6 cao cho Endorectal Coil trwdc va sau méi lan st dung, ké ca s dung lan dau.

Khuyén cao

RAPID Biomedical khuyén nghi st dung chat khir trting m&c dd cao bao gébm thubc diét

khuén (bao gébm Mycobacterium), thubc diét ndm va thudc diét vi-rat. (Vi du Meliseptol®

HBV tissues clia B Braun, Meliseptol® rapid ctia B Braun ho&c cac chat khir tring phu

hop cho thiét bi nay duwoc liét ké béi “Hiép hdi vé sinh trng dung (VAH)”, “Hoc vién Robert
Koch (RKI)” hodc “Trung tam kiém soat va phong ngtra dich bénh (CDC)”).

A THAN TRONG

Tinh huéng S& dung chét khir trung khéng dwoc khuyén nghi va’hodc quy trinh vé sinh va khi
trang khdng dung céach.

Nguy hai Khéng dat dwoc mire d6 khir tring can thiét, nhiém trang.

Phéng ngira = Pham vi thudc khi trung phai bao goém thudc diét khuan (bao gom
Mycobacterium), thudc diét nam va thuoc diét vi-rut.
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A THAN TRONG

Tinh huéng S dung mét ky thuat khir trung khéng phu hop.

Nguy hai Hw héng thiét bj y té.

@ Chét khi trung phai la dung dich chra con.
Phong ngtra @ Khong st dung béat ky dung dich khir tring nao gbc aldehyde hodc phenol.
@ Thiét bi khong duoc tiét tring.
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8 Hwéng din ky thuat dic biét dé stv dung thiét bj

8.1 Pam bao hiéu suat/chat lwong

Chuing t6i khuyén nghi nén kiém tra thuong xuyén chirc nang thiét bj thong qua thir nghiém Dam bao
chéat lwgng trén Cudn thu.

Cac thr nghiém Dam bao Chét lwong trénCudn thu phéi dwoc thwe hién b&i Dai dién Dich vu GE hoac
nha cung cép dich vu bén th(r ba. Dé tién hénh’thl]’ nghiém Bam bao chat lwgng trén cudn thu, vui long
lién hé v&i Dai dién dich vu GE hoac nha cung cap dich vu bén th& ba cta ban.

Vui 16ng lién hé véi GE Health theo s 800-582-2145 néu cé bat ky cau hdi hodc thac mac nao.
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9 Phuluc

9.1 Thoéng s6 ky thuat

Tén thiét bj

1.5T Endorectal Coil

1.5T Endorectal Coil

3.0T Endorectal Coil

Sé hiéu thiét bi (RAPID)

O-HLE-015-01899

O-HLE-015-01946

O-HLE-030-01900

Hat nhan MR 1H

Tan suét van hanh 63,9 MHz 127,7 MHz
Hé théng MR GE 1.5 T MR Systems GE 3.0 T MR Systems
Eﬂzo’ng do ti tridng clia hé thong 15T 30T

Phan cwc RF tuyén tinh

Kich thwéoc V6 cudn thu

Chiéu dai: 360 mm

Chiéu rong: 44 mm

Chiéu cao: 39 mm

Kich thwéc dau hinh giot

Chiéu dai: 97 mm

Chiéu rong: 25 mm

Chiéu cao: 17 mm

Kich thwdc cb cta vé cudn thu

Chiéu dai: 75 mm

Buwong kinh: 12 mm

Chiéu dai bd cong huéng (ving
nhay)

80 mm

Chiéu réng bd cong hwéng (ving
nhay)

16,5 mm

Chiéu dai cia cap két ndi 130 cm 110 cm
Trong lwong Endorectal Coil 1,0 kg
Trong lveng ER Coil Support 2,0 kg

Trong lwong t6i da cho phép cua
bénh nhan

Chi bj gi¢i han b&i trong lwong téi da cho phép ctia ban bénh nhan

Méi tredng ap dung

Chi str dung trong nha

Diéu kién hoat déng:

Pham vi nhiét d@
D6 &m twong dbi
Ap suéat khéng khi

Tl +15°C dén +24°C / +59°F
dén +75,2°F

80%

Do &m twong dbi tir 30% dén

70 kPa - 107 kPa

Diéu kién van chuyén va bao
quan:

Pha!n vi nhiét dgf)
b6 am twong doi

+140°F

Tl -25°C dén +60°C / -13°F dén

B=Q|®|>|D>

95 %

Do &m twong dbi tir 5 % dén

Bang 9-1: Thong sb k§ thuat sdn phdm
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A THAN TRONG

Tinh huéng Thiét bi khdng dwoc van hanh trong gi¢i han ctia cac Diéu kién van hanh chi dinh.

Nguy hai Bénh nhan va/hodc nguwdi ding co thé bi tdn hai va dung cu va’hodc thiét bi khac co
thé bi hw héng.

Phong ngtra = Dam bao rang cac diéu kién méi trudng xung quanh phong chup (Nhiét do, Do

am twong d6i, Ap suét khong khi) nam trong gi¢i han cac thong sbé ky thuat cua
Diéu kién van hanh chi dinh.
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9.2 Théng tin phap quy

Déi twong

Théng tin

Nha san xuét

RAPID Biomedical GmbH
Kettelerstrasse 3-11

97222 Rimpar, Blc

SDT: +49 (0)9365-8826-0
Fax: +49 (0) 9365-8826-99
info@rapidbiomed.de
www.rapidbiomed.de

Nha phan phéi

GE Healthcare, LLC

3200 N Grandview Boulevard
Waukesha, WI 53188

Hoa Ky

Ma UMDNS

Hé thdng danh phap thiét bi y té toan ciu

17-542

Co quan quan ly thwong mai

DE/CA59/5752/2016-R/Hd

Lién minh Chau Au

Phan loai thiét bi

Loai lla - theo Chi thi thiét bi y t&, Phu luc IX, Chuong Iil, Khoan 3,
Poan 3.2, Quy tac 5

Hoa Ky

Phan loai thiét bi
M3 thiét bj

S6 dang ky trwéde khi dwa ra thi
treong

S6 danh muc thiét bi
Nha san xuét FEI

Nha nhap khau/phan phéi FEI

Loai Il - theo 21 CFR 892.1000
MOS
dang cho xt ly

dang cho xt ly
3005049692
2183553

Canada

Phan loai thiét bi

Sé gidy phép thiét bi
ID nha san xuat
ID nha nhap khau/nha phan phéi

Loai Il - theo Quy dinh vé thiét bj y té clia Canada - SOR/98-282,
Biéu 1, Muc 6, Phan 1, Quy tac 2 va 12

dang cho xt ly
140730
117707

Théng tin chi tiét vé nha nhap khau Thé Nhi Ky:

Nha nhap khau

GE Medical Systems Turkiye Ltd. Sti.
Esentepe Mah. Harman Sok. Sé: 8
34394 Sisli, Istanbul, Thd Nhi Ky

Bang 9-2: Thoéng tin phap quy
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9.3 Nhan hiéu
Néu nhan hiéu bi thiéu hoac khong thé doc dwoc thi khong dwoc phép van hanh thiét bi.
Chi RAPID Biomedical hoac dai dién cia RAPID Biomedical m&i dwoc phép thay méi
hodc stra d6i nhan hiéu.

Muc

Ky hiéu

Danh dau/ghi chu thiét bi

Nha san xuét

-l

RAPID

Biomedical

RAPID Biomedical GmbH
Kettelerstr. 3-11
97222 Rimpar, Buc

Nha phan phdi

GE Medical Systems, LLC

1.5T-01899 1.5T Endorectal Coil
Tén thuong mai cla 1.5T-01946 Khong 6 1.5T Endorectal Coll
thiet b 3.0 T—01900 3.0T Endorectal Coil
01955 ER Coil Support
15T “P Port” O-HLE-015-01899
Sé tham chiéu thiét | 1.5 T “A Port’ O-HLE-015-01946
bi 30T O-HLE-030-01900
Gia d& cudn ER ZUB-01955
S6 sé-ri cua thiét by [SN] Khong co
1.5 T — 01899 5772252-2
sé hiéu bd phan cla 1.5T-01946 Khong c6 5818916-2
GE Healthcare 3.0 T— 01900 5772250-2
01955 5772250-3
Phién ban thiét bj REV. XX

Ngay san xuét
NAM-THANG-NGAY)

NAM-THANG-NGAY

~ x 01 )XXXXXXXXXXXX
Ma UDI (Mau) §21;xxx
Loai thiét bj (T/R) Cuon chi thu

Nhan CE (Phu hop voi cac yéu cau thiét
yéu theo Chi thi H6i déng 93/42/EEC lién
quan dén cac thiét bj y té).

0197 = M4 s6 t6 chirc chirng
nhan

Hoa Ky

Chng nhan th& nghiém mau Canada /

dang cho xwr ly

Tuan thi Hwéng dan st dung
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Muc

Ky hiéu

| Banh dau/ghi chu thiét bi

Tham khao Hwéng dan siv dung cho céc
van dé an toan lién quan bo sung.

B phan ng dung loai BF.

Loai Il theo tiéu chuén IEC 61140.

Thu gom riéng ré dbi vdi thiét bi dién va
dién tir thai bd (Chi thi WEEE
2012/19/EU)

ﬁm»&

Hwéng dan s dung dién tir (elFU)

Q
>

(=
[

>

1.5T-01899
Cé:c dau noi meét bén hé 15T — 01946
thong dwoc phép

3.0 T-01900

Thdéng bao trén cudn thu (nhan dan)

>0
[e}]
>
«
Q

<=
[~
S

phia trwéc

Thong béo trén dau ndi cudn thu (nhan
dan)

Khdéng co

khéng dwoc quén thdo dau ndi
trong khoang ttr

Bang 9-3: Dan nhan thiét bi
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9.4 Bang chu giai ky hiéu
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A N S6 tham Ao e v ria
Ky hiéu Nguon chiéu Tén va dinh nghia ky hiéu
ﬁ ISO 7000 5957 Cpl st qung trong nha. ‘Xa‘c d!rjh cac thiét bi dién dwoc thiét
ké dé st dung trong nha la chu yéu.
ISO 7000 0632 G2|0’| pan nplet (?o. Chi ra glo’lvhan’nmet dé _t9| d_a va toi thiéu
dé bao quan, van chuyén hoac st dung thiét bi.
Gi6i han do am. Chi ra gi¢i han trén va dudi clia do am
ISO 7000 2620 twong déi chap nhan dwoc dé van chuyén va bao quan thiét
bi.
Gi6i han ap suat khi quyén. Chi ra giéi han trén va duéi clia
ISO 7000 2621 dé am twong doi chap nhan dwoc dé van chuyén va bao
quan thiét bi.
“ ISO 7000 3082 Nha san xuat. Xac dinh nha san xuét cia mot san pham.
Ngay san xuat. Ngay san xuét c6 thé 1a nam, nam thang,
! | ISO 7000 2497 h(’)gc.r;am, thang, n‘gay.,NgaX san xuzat sé du’o;c q‘?t lien ke’
V@i bieu twong. Ngay san xuat cé thé dwogc thé hién nhw vi
du sau: 1996-06-12.
S6 danh muc. Xac dinh s6 danh myc cda nha san xuét, vi du
ISO 7000 2493 trén thiét bi y t& hoc bao bi twong wng. S& danh muc phai
duwoc dat lién ké véi bidu twong
S6 sé-ri. Xac dinh s6 sé-ri clia nha san xuat, chang han nhu
[sN] 1SO 7000 2498 | trén thiét bi y t& hoac bao bi. S6 sé-ri phai duoc dat lién ké
v&i biéu twong.
:.;._r: IEC 60417 6191 Cl{Qn’ RF;’ truygn t[n h!?u. Xé&c dinh cudn tan so vo tuyén (RF)
chi c6 thé truyén tin hiéu.
- Cudn RF, truyén va thu tin hiéu. Xac dinh cuén tan sb vo
@ IEC 60417 6192 tuyén (RF) co thé truyén va thu tin hiéu.
v Cudn RF, thu tin hiéu. Xac dinh cuédn tan sé vo tuyén (RF)
s IEC 60417 6193 chi co thé thu tin hiéu.
1SO 7010 M002 Thgm k’hao ‘s'aghh/tai Ii,eu hu;(yng dan. Biéu thj rang can tham
khao sach/tai liéu hwéng dan.
Than trong. Chi ra réng can than trong khi van hanh thiét bi
hodc diéu khlen gan noi dat ky hiéu, hodc chi ra rang nguoi
A IS0 7000 0434A van hanh can cha y dén tinh huong hoac hanh ddng hién tai
dé tranh hau qua khéng mong mudn.
: Bo phan &ng dung kiéu B. Xac dinh mét boé phan trng dung
R IEC 60417 5840 | \i&u B tuan thi tiéu chudn IEC 60601-1,
- B phan wng dung kiéu BF. Xac dinh mét bd phan trng dung
IEC 60417 5333 | \idu BF tuan tha tidu chuan IEC 60601-1.
Thiét b loai Il. Xac dinh thiét bj dap ng cac yéu ciu an toan
IEC 60417 5172 | quoc chi dinh cho thiét bi Loai Il theo tidu chuan IEC 61140,
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C E Chi thi
0197  93/42/EEC

L n A S6 tham A e n

Ky hiéu Nguon chiéu Tén va dinh nghia ky hiéu

Biéu twong nay dung dé danh dau cac thiét bj dién va dién

Chi thi ttr. Bi€u twgng nay biéu thi yéu cau phai thu gom riéng ré

; Phu luc IV | cho cac thiét bj dién va dién t&r bao, c6 ky hiéu thung rac voéi
2002/96/EC . . . 2 . 2 L2

bgnh xe bi gach chgo.,B|eu twong nay phai dwoc in rd rang,
dé doc va khéng thé tay xda.
Tiéu chuén dién tlr ctia Nwéc Cong hdoa Nhan dan Trung
Hoa:

‘e’ SJ/2311264_ Chuong 5 | Biéu trwng nay thé hién déc tinh bao vé mai truong clia san
pham, cu thé la sdn pham khong chira bat ky chat déc hai
nao.

o~y Biéu twong chung vé tai st dung/tai ché. Dé chi ra rang san

%é ISO 7000 1135 pham dwgc danh dau hoac vat liéu cla sér] pham la mét

phan cla qua trinh tai str dung hodc tai ché.
Dé& v&, can x( Iy can than. Biéu thi rang san pham bén trong
I ISO 7000 0621 go6i hang van chuyén c6 tinh dé v& va phai dwoc xt ly can
than.
TT 1SO 7000 0623 bat thec3 c’h|e_u thapg dlz.Png. th ra goéi hang van chuyén can
41 dwoc dat & vi tri dat thang drng.
L Tranh nwéc mua. Biéu thj rang goi hang van chuyén phai
T ISO 7000 0626 dwoc bo tri tranh nwé'c mwa va bao quan trong diéu kién kho
rao.
C€E Chi thi Phu luc XII | D&u CE v& tinh Hop quy cia cac Thiét bi y t& loai |
93/42/EEC T i : :
Phu luc XII Dau CE thé hién tinh Hop quy thdng qua ma so cua Co quan

théng bao & bén phai biéu twong cho cac thiét bi y té # Loai |

Bang 9-4: Bang chu giai ky hiéu
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9.5 Danh muc tir viét tat
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Tie viét tt Giai thich

AGB Cac diéu khoan va diéu kién tiéu chuan
C Carbon

CD Pia CD

CFR B6 luat Quy dinh Lién bang (Hoa Ky)
CMDR Quy dinh vé Thiét bj Y té clia Canada
EC Cong ddéng chau Au

ECG Dién tam do

EEC Cong ddng Kinh t& Chau Au

elFU Huwéng dan st dung thiét bi dién to
EU Lién minh Chau Au

FID Suy gidm cam &ng ty do

IEC Uy ban Ky thuat Bién Quéc té

MDD Chi thj vé Thiét bi Y t& (EC)

MR Cong hwéng tw

Na Natri

O-HLE-015 Surface coil; 1H; cho cwdng d6 tr trvong 1.5 T
O-HLE-030 Surface coil; 1H; cho cwong do tir treong 3.0 T
P Photpho

PN Sé hiéu bod phan

QA Dam bao chét lvong

REF S6 tham chiéu (Sé hiéu bd phan)

RF Tan s6 vo tuyén

RoHS Han ché st dung cac chat doc hai
ROI Vung quan tam

Rx Chtrc nang thu

SAR Téc do hép thu dic biét

SN Sbé sé-ri

SNR Ty I& tin hiéu trén nhiéu

Tx/Rx Truyén/Thu

Tx Churc nang truyén

uDI Hé thdng nhan dang thiét bi duy nhéat
WEEE Chét thai tw thiét b dién va dién tir

Bang 9-5: Danh muc twr viét tat
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