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1 H ngDnS D ng

11 H ngDnS D ng

)T P T HI, XD L 4Y0 8 NX & "48&@4 DMZ &[E4Y0 +=\]T %9X" 401 X
(RAPID Biomedical). Ap d ng cho cac ca nhan's d ng, IJp &At hoAc v n hanh s8n phNm nay. CLn
&24 "6 T P T )i 4°- ) 8 NX ,E O0X~ 891 B +=\]JT %9X~" -40I

B. C 4 0 M.la >°b L ,909) )T P T ) \8Il.c 4.) 4> )T
P T )4090>048 ) d- _Q)N9 ) .0Dd )0 0.?-024Y0 8 NX e) 84 _EM )09

YT P T )49 )d : F.g) d Q) 8 NXDIMB DA9

1.2 KyHi"uvaNhadn An Toan S nPh m
Ky Hi(u va Nhan An Toan S8n PhNm & "cmét8 nh d i&ay.

A THAN TRONG

9 -BDIF . ) ).E MX4VD M_ D ich>nth <ng nhh hoAc via nBu khong tranh & “c.

§: +k: )IXA4G4EB.D 0. &[E

Tinh hu ng | Théng tin v tinh hu!ng nguy hiAm.

Nguy hiMm | Cac h8u qu n ukhoéng tranh B 6c tinh hu!ng nguy hiAm.

\m) / C CcCD/ E -1/ /-FhiAm.
)io

9 BI4GAD c )D n.O M2 )&MDc ) G97 -X2- ) d 70 F)H)YX- - ).E -MX4VDIM_
cacs c ngoai ch>nth <ng ca nhan.

D -

LoU Y glm cacyBut sau &ay:

Tinh hu ng | Théng tin v tinh hu!ng nguy hiAm.

Nguy hiMm | Cac h8u qu n ukhoéng tranh B 6c tinh hu!ng nguy hiAm.

\m) / C CcCD/ E -V / /F A G
)io

@ 9 Bild-~ .EZ 9A4 F¥ )" .EB 4G9 f.pM

1.3 B nquy#n

P09 4 q NG- g D09, OEX D L T P T ) ,E (49-lavi phCm b8n quy@n cYa
RAPID Biomedical.

14 $ % & T

Cac thong s k6 thu tvadFlilucotrongH ngD nS D ng &@u chinh xac tCi thdi &Mm in >n.
RAPID Biomedical khéng chku trach nhi(m v@ cac khiBu nCi cYa bén thR ba do x8y ra thi(t hCi lié
n.0 & D -BD K7FIN_9 _ ) 8 NX ™ c)&r ) 4G4 9A4DG- g s O VODI9 ) n.GDIF
v n hanh hoAc khéng tudnthY H ngD nS D ng, &Ac bi(tlacac h ngd n an toan. Cac &i@u
ki(n trach nhi(m va b8o hanh c6 trong 3i@u Kho8n va 3i@u Ki(n Tiéu ChuNn (AGB) cYa RAPID
Biomedical &@u khéng bt 8nh h - ng.
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15 N(@GDungH ngD nS D ng

CD-ROM: BtaCD chRan idungH ngD nS D ngb8n &(nt bung nhi@u ngbn ngF
khac nhau & "c cung c>p kém theo s8n phNm. 3M biBt thém théng tin, vui Idng tham kh8o
Td R<i elFU.

T8ixu ng: C6thMt8ixu ngH ngD nS D ngb8n &(nt bung nhi@u ngbn ngF khac
nhau va : t>t c8 cac phién b8n kh8 d ng trén trang web cYa RAPID Biomedical:
www.rapidbiomed.de

H ngD nS D ngb8n gi>y hoAc b8n ghi trén 3ta CD. Cé thM yéu cLu RAPID Biomedical
cungc>pmivnphiH ngD nS D ng b8n gi>y hoAc b8n ghi trén &ta CD qua th &i(nt
(xem &a chith &i(nt trén trang 2). Tri khi c6 yéu cLu khac, nBu khdng, phién b8n m i
nh>t sx & "c cung c>p trong vong 7 ngay kM ti ngay yéu cLu. 3M biBt cac ngbn ng¥ kh8
d ng, vui long tham kh8o Td R<i Td R<i elFU.
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2 X Ly

21  (Nh yThi tB

Tinh hu ng | ThiBtbf&(nt r>tnhCy, khéng& "cx IycNnth n.
Nguy hivm | C6 thM [am hyng thiBt bf.

\m) Lz W7, _ )4N D

)i0 16 70& 9A40G4& ))[ES : )& D B
\ 81l.c I3 DB k7,97y
L B) R44N D T -D090G4T7 -4G T7,&L. 4AIX XD N T c )& "4 Q)
4 r )&MALXD -B) &

A THAN TRONG

Tinhhu ng | LXD -B) f u )46 7,5 9A4&L. 4IX

Nguy hiMm VIM)[ED < )4 49 ( [ 7,09 ) d- _ D)s4vDIMI,X y )D -B) &

va/hoAc thiBt bf khéc.
\m) 5 ¢ ) & "4 4LX thiBt bl bung cap va/hoAc &Lu cJm.
)i0 LXD -B) KDC-7DIpDOE4LX 9A4 u )4G4 [) L D[ 47

L z DB K4N D

22 B otri
Khéng cLn b8o tri nBu thiBt bk & "cs d ng &ung cach va v( sinh th dng xuyén.

23 Boqun

%89 n.8 0 -B) (4G4 xa cac nguln 6 nhivm va tac & ng c< h2c tCi n<i thoang mat khéng cé6 s biBn
&?inhi(t & &ang kM (xem 10.1 Thdng S K6 Thu t).

2.4 )< +) -
RAPID Biomedical theo &[E zG4 lu ) 4G40 -BD K4Y0 | )D.[ D YD "NO&r ) ) _ sn.E
& 7,1 DX - >4Y0 -Z *- [-}-704G4 D 8 yD B kK&(C 7,&(C D ~ c ) 4m

d ng (xem10.3TG ; | ).

Tinh hu ng 8 y 0-464
Nguy hiMm | G&y nguy hCit i mditr dng.

\m) 5c)& 408 yb B f ,E 164D 8- - 9Ch -IC-D -B) K4ed4 9 , 8
)io z.>)&MD 8- yD eo &uing quy trinh (xem &a chi tCi trang 2).

@ RAPID Biomedical &Ing y nh n ICi bao bi va thiBt bf ce.
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25 Tr LiThi tB

RAPID Biomedical giao s8n phNm trong céac bao bi chuyén d ng c6 thM tdi s d ng nhi@u ILn. Nha
phan ph i sx ph trach vi(c tr8 ICi thiBt bf. Vui lIdng lién h( v i &Cidi(n b ph n dich v cYa hang tCi
&a ph <ng.

Tinh hu ng | Bao bi sai quy cach va/hoAc ph <ng thRc v n chuyMn khdng &lng quy &nh.
Nguy hiMm | C6 thM lam hyng thiBt bf.

Phong CLns d ngbao bi g ckhitr8ICi s8n phNm.
ngia

26 B oV"MOGIiTr ng

RAPID Biomedical b8o &8m sx ludn tuan thY cac quy &nh b8o v( méi tr dng & "c néu trong Chi Thf
cYa Lién Minh Chau Au trong su t thdi gian tu?i th2 cYa thiBt bf, ti khau phét triMn s8n phNm &Bn
khéu s8n xu>t va th8i by (xem 10.3 Dan Nhan).
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3 H

ng D n An Toan Chung

3.1 Thodng tin Chung

V n hanh an

toan va &ing cach Cu n N i Soi Tr ¢ Trang cung v i h(th ng MR yéu cLung div n

hanh ph8i cé kiBn thRc chuyén mén, hiMuré H ngD nS D ngnayvaH ngD nS D ngH(

Th ng MR.
A THAN TRONG
Tinh hu ng 09064 0-019 )n.GIIF I &A7 , § 89 _ ~ )7,10 oAcs achfa thiBt bf.
Nguy hiMm VIMIIED < )4 49 ( L 7,09A4 ) d _ D)s4VIMILX y )D-B) &
va/hoAc thiBt bf khac.
\m) Ching di& "cYyquy@nh m i& "c phép IJp &At thiBt bl nay.
)i0 i) d-&n.0&,90C9X -& "4 g v nhanh thiBt bl nay.
\ 8D.EQ&-D.L DY )T P T ) LE
TuanthYH ngD nS D ngcYah(th ng MR, cac thiBt bf va ti(n ich b? sung.
A THAN TRONG
Tinh hu ng | ThiBt bf y tB bf hyng.
Nguy hiMm VDI M)IED < )W chob(nhnhan va/hoAc ng dis d ng, c6 thM lam hyng thiBt bk
va/hoAc thiBt bf khac.
\m) \ 8- "-MXD07,&8X 89& ) 4 E7 , 4Y0D -B) K01 4X -IL )
)i0 5c¢c)& "4 _ DB k> -4v >, (. y) O.-im)Dc) G9 )OE4 9
&C- _( k47 4Y0 | )IC- &0 <)

5MX00& D- 4 E7 ,  4YOD -BD £ 09 )IX “-MX DO 7ys ~-MX DIO "B) - S4G s&L. 4IXU7, ~-MX
trat>tc8 cac nhdn (10.3TG ; | U e )G _ )n.E& D <)D & -7 -0>D484G4D -B) (~ G4

4L D -B04 94c )IG47 , 1, T) &0 )& T4 )

\ 81 DR4Dc ) G94 98&C _-( _f4 7 4Y0 | ) C- &0 <)o )H)md) = DB
kav > -(. & y ) 9A4D 4D0A4 v ) d-&C-_-( _f4 7 4Y0 | ) X -4V n.E@
O 9AMADOEDDB 4G4 | XG4 [ X>0 9A4 ( 9 ) 1G4 ) d-&C- _-( & "4 +=\]T

Biomedical Yy quy@n m i co quy@n s a chfa hoAc thay &?i s8n phNm nay. Xem Ch <ng4 1 d )

5.7 , 0-B) fIL &L. 7,01 4° - JIL &L.DZ D1Z & -D % )D ) (X 4m )s

8-&8X 89D -B) k 9Ch& ) &r ) 4G4 7,_) -IC-n_EDMF D ) - (XNnz (0 )*+89 Q
h®"p (9.1 B8o 38m Ch>t L "ng/ Hi(u Qu8).

A THAN TRONG

Tinhhung |\ G -C 4V -(.)[E ~v. 9 0G4& )4Y0ODA I -(.g ~v.SP;+UD > OA4
xu>t hi(n 8nh gi8.

Nguy hiMm VIM[ED <) 49 ( [ 7,09A4 ) d-_ D)s4VDMI,X y )D-B) &
va/hoAc thiBt bt khac.

\m) 1 4X-IL )5 8 -MXDNO&M&SX 89D -B) K& ) 9CD& ) &r ) 4G4

)i0 5c)& "4 _ )D-B) K B. G -C 4V 4 9C0& ) c )&r ) 4G4

) d-&n.0&,90C9X -& "4 q 7 , D iBt bf nay.

@

Chi danh cho cac Qu c gia Thanh vién EU: M2is ¢ nghiém tr2ng x8y ra lién quan &Bn
thiBt bk ph8i & "c b&o cao cho nha s8n xu>t va c< quan c6 thNm quy@n cYa qu c gia n<i
ng didung va/hoAc b(nhnhan & "cthanhl p.
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@

Chi3 "cS D ng Theo Chi 3tnh —*“Chi R

Lu t phap cYating qu c gia sx hCn chB hoCt & ng kinh doanh thiBt bt nay cYa hoAc theo
&<n &At hang cYa bac s6, hoAc v i chi &nh mang tinh mo t8 cYa b>t kb chuyén gia nao
khac & "c c>p phép theo quy &nhcYalu tphapn cs: tCin<ing di&06 tiBn hanh s
d ng hoAc chi &nh's d ng thiBt bl. Chi & "c phan ph i thiBt bf nay cho nh¥ng chuyén
gia &a & "c c>p gi>y phép hoAc cho nhfngng di & "c chi&nh hoAc nhfng ng di &

chuyén gia &4 & "c c>p phép chi &nh mua thiBt bf.

C

3.2 PhmViS D ng
ThiBtbf& "cphattriMn&s d ngcungv ih(th ng MR nh & "c néutrong phLn 5 M6 T8 ThiBt Bf.

@

Tuyén B EC theo 3i@u 12, Chi Tht 93/42/EEC [3i@u 22 cYa Quy chB (EU) 2017/745] quy
&nh rung chi& "cs d ng thiBt bf cung v i nhfng thiBt bk & "c chi &nh. Vi(c s d ng
thiBt bl kBt h"p v i nh¥ng thiBt bf khdng & "c chi &nh khac bt coilas d ng sai quy cach
va khong tuan thY M ¢ 3ich S D ng. 3i@u nay sx khiBn s8n phNm khéng & "c b8o
hanh.

A THAN TRONG

Tinh hu ng ThiBt bk khéng & "c v n hanh &ling theoM ¢ 3ichS D ng.

Nguy hiMm Cé6 thM gay th <ng tich cho b(nh nhan va/hoAc ng dis d ng, c6 thM lam hyng thiBt
bl va/hoAc thiBt bl khac.

Phong ngia Chiv n hanh thiBt bt &ing theo M ¢ 3ichS D ng.

@

3lIng thdi, ceng ph8i tuanthY cach ngd ntrongs?tayh ngd ns d ngdanh cho
H( Th ng MR.
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33 CacVY uT.R/iRO

A THAN TRONG

Tinh hu ng

Vi(c b(nh nhén tiBp xdc v iti tr dngtLns vd tuyBn (RF) cé thM lién quan &Bn cac yBu

t
o

OO O 0O o

rYi ro sau:

C6 cac v t (kim loCi) hoAc thiBt bk c>y ghép c6 tinh d n &i(n trong ving nh n ¢c8m
cYa cu n truy@n phat tin hi(u RF

C6 céac s8n phNm thu c trén miBng dan xuyén da
TiBp xtc da gifacac b ph n khac nhau trén c< thM
MAc quLn 40 Nm

VK trit thB cYa b(nh nhan hoAc vk tri tR chi so v i b@ mAt cu n truy@n phat tin hi(u
RF.

B(nh nhan tiBp xtc v icap kBt n i cu n nh n tin hi(u RF khi &nh tuyBn cap kBt n i
cu nRFgLnv icu ntruy@n phattin hi(u RF.

Hinh thanh vong IAp v icap kBtn icu nnh ntinhi(u RFvadayd n ECG
S d ngcacé&(nc cvadayd nECGt <ngthichv i MR

Ch p MR trén nh¥ng b(nh nhan & "c cho dung thu ¢ an thLn, &ang b>t tinh hoAc
m>t c8m giac - b>tkb b ph nc<thM nao.

Céac cu n nh ntin hi(u RF ch a kBt n i hoAc con sét cap &i(n trong cu n truy@n
phat tin hi(u RF trong qua trinh ch p MR.

Nguy hiMm | B(nh nhan cé thM bf néng do tin hilu RF ¢ ¢ b qua mRc.
Phong CLn théo t>t c8 cac v t d n &i(n c6 thM thdo rdi ra khyi c< thM b(nh nhén; vi d :
ngia &Ing hl, ti@n xu, &1 trang sRc, v.v.

Khéng th c hi(n ch p MR cho nh¥ng b(nh nhan & "c c>y ghép thiBt bk co tinh d n
&i(n.

Khéng th ¢ hi(n ch p MR : nhfng b(nh nhan &ng s d ng cac s8n phNm thu c
trén miBng dan xuyén da.

KiMm tra v tri vat thB cYa b(nh nhan &M tranh tiBp xGc v icacvm )IA & ( A7p
d : gifa cac bJp chan, gifa cac tay, v.v.

Khéng th ¢ hi(n ch p MR : nhfng b(nh nhan &ang mAc quLn ao Nm.

KiMm trat thB cYa b(nh nhan &M tranh tiBp xdc v i b@ mAt cu n truy@n phat tin hi(u
RF.

KiMm trat thB cYa b(nh nhan &M tranh tiBp xtc gifa b(nh nhan va cap kBtn icu n
nh n tin hiu RF khi &nh tuyBn cap kBt n i cu n RF gLn v i cu n truy@n phat tin
hi(u RF.

KiMm tra &nh tuyBn gifa cap kBt n icu nnh ntin hi(u RFvadayd n ECG &M tranh
vong IAp.

Tham kh8o0 H ngD nS D ngv@&(nc cvadayd n ECG. 3Ac bi(tl uy &Bn
ngay hBt hCn.

Liént c theo d6i nhfng b(nh nhan & “c cho dung thu ¢ an thLn, &ang b>t tinh hoAc
m>t ¢c8m giac - b>tkb b ph nc<thM nao trong qua trinh ch p MR.

Théao cac cu nhoAccap & & "cngJtkBtn itr ckhich pMR.

12/ 47




4

4.1 ChiBaolL i
ThiBt bk khéng ¢c6 chibao | i. Ng di v n hanh ph8id avao cac ph <ng phap chibao | i khac. Theo
&0, cLn ph8i:
e th dng xuyén quan séat théng tin v@ | i phat sinhd avao h(th ngc ngh :ngti
» th dng xuyén kiMm tra chRc nCng cYa thiBt bk (vi d : cac kBt qu8 xét nghi(m ngoai y mu n,
ch>tl "ng hinh8nhc ngh :ngti bixu ngc>p...).

42 TinhTr nglL i

Ph8i &8m b8o s8n phNm & “c thiBt &Atvas d ngtheo&IngH n) T P T ) -Z (7 -&C
_( 4 7 4Y0 | )IC- &0 < )&M& "4 D179 ) 4GAIF . ) G4

A THAN TRONG

Tinhhu ng [P 04 FONG- q X DD B k k y)

Nguy hiMm VD M)[ED < )04 4 9 ( hnhanva/hoAcng dis d ng, c6thMlam hyng thiBt bk
va/hoAc thiBt bf khac.

\)m ) Chi &Ci di(n do RAPID Biomedical Yy quy@n m ic6 quy@n s a cha thiBt bf nay.
i0
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PhLn Il Thong Tin S8n PhNm
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5 MOT Thi tB

CunNiSoi Tr c Trang (Cu n N i Soi Tr ¢ Trang 1.5T O-HLE-015-01899, Cu n N i Soi Tr ¢
Trang 1.5T O-HLE-015-01946, Cu n N i Soi Tr ¢ Trang 3.0T O-HLE-030-01900 7, 3B Cu n ER

ZUB-01955) & "c thiBt kB &M kBt h"p v i h(th ngc n) = ) Di S*+U . )40, )& "4
)-B)BEMB) " 7 - . NGIPV)S% UNZ (D )*+s4V4 R4 C)p4 Dpd4 464 O [
E19)A S UN9 )7Q )Didl d )4VIL  7cD.EB S+EUs &MDi &V 4. 0140, )4AVD M

& "ctin hilu RFt <ng Rng ti cac hCt nhan bk kich thich. Cu nn itr ctranglacu nchinh ncé thM
tais d ng & TcthiBt kB cho quy trinh ch p MR & phén gi8i cao tuyBn ti@n li(t.

Vy cu ncokichth c¢gi8mt i&ahinhgi2tn c gidp b(nh nhan c8m th>y tho8i mai h<n. S8n phNm
dht phia trén &M gi8m thiMu kho8ng cach ti cu n nh n &Bn tuyBn ti@n li(t. Cu n chi c6 chRc nCng
nh n (Rx), bao glm m t cu nlAp duy nh>t cé tich h"p m tb ti@n khuBch tan nhivu th>p va &Lu kBt
niv iH(Th ng MR GE 1.5 T hoAc H( Th ng MR GE 3.0 T. S8n phNm nay & "c tinh chinh ¢ &nh
phu h®"p v i &i@u ki(n xét nghi(m tuyBn ti@n li(t ¢ thM -z tLns Larmor 1H & iv i 1.5T (63.9 MHz)
hoAc 3.0 T (127.7 MHz). Cac mCch c6 thM thao 1IJp & “c tich h"p trén m t vong IAp duy nh>t cho
phép thao rdi khyi Body Coil cYa H( Th ng MR trong thdi gian truy@n tiBp xung kich thich RF.

L 42 *9 AN . ;-P9 14 1,) 094 94VD M B " 7-3B . + 2 .)

-( 4V 3B . +& "4) -B)CBEM4VO M )7 -0>0484G4>*9 N . ; iSoiTr ¢ Trang
(Cu nN iSoi Tr ¢ Trang 1.5T O-HLE-015-01899, Cu n N i Soi Tr ¢ Trang 1.5T O-HLE-015-01946
7, Cu nN iSoiTr ¢ Trang 3.0T O-HLE-030-01900U % ,E)r ? & . ; -P9- 14

1, )OC- >D"b7kdp ,90QED "9 4 *+ -0 40, ):Di ) g di. 3BCu nERIam t ng khp
M gif Cu nN iSoi Tr c Trang. Cu n N i Soi Tr ¢ Trang & "c gJn c &fnh bén trong ng khp &6
bung cach bJt vit. Ngoai ra co thMt do &i@u chinh trong phCm vi 5 & sao cho vk tri cYa ng khp kh p
v ivitrim ctiéucYavy Cu n N iSoi Tr ¢ Trang. Hai vit khia b? sung giip ¢ &nh phLn 3B Cu n

ER sao cho Cn kh p.

51 Ch0l nh,Ch.ngChl nh, MGiTr ng

thiBt bk chNn &oan t <ng thich v i H( ) *+ 7,
) *+ " 7-4R4 C)HNO104G4 F 8 z90E )O

lit.

théng tin h tr* cho vi(c chNn &oan.

H ngdns dng/M cé&ich Cu nN iSoi Tr ¢ Trang & "c chi &nh nh la phLn m: r ng cYa

z90E _245 z90E 7m ) 7, z90E (4 )V4 & s4G4 F 8 n.0)
ph? va’/hoAc quang ph? &M nhin rd c>u trac bén trong cYa tuyBn ti@n

Nh¥ng hinh 8nh nay, theo s @i8i trinh cYa bac s6, sx cung c>p

Ch ng Chi 3fnh . 3 -P9- 14 1,) c)I,X)OE&?>-4G44 )4 &
7-0Y0 .04  *+NZ ( ) *+ T va H( Th ng
MR GE 3.0 T.

3-7-4640Y0D .04 *+ -0 4101, )sl.c 4V D ZX 4G4
ch ng chi &nh theo nh n &nh cYa bac s6 (xem 7.1 L a Ch2n B(nh

Nhan).
Nng D ng TuyBn ti@n li(t
3iT "ngM cTiéu Ng ditr :zngthanh (trén 21 tu?i)
CacB Ph n3 "cApD ng Toan b thiBt by tB
H(Th ng MR H(Th ng MRGE 1.5 T hoAcH(Th ngMRGE3.0T
Tr dngL c By 1.5ThoAc3.0Tt <ng Rng

V n hanh Cu n Phéat Sang 1H cLn thiBt (kich thich 1H)
(Body Caoil)
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5.2 Ph mViBan Giao

Céacb ph nsaué&ady& "ccungc>pcungv ithiBt bl nay:
3 iv iH(Th ngMRGE 15T c6 “kBtn ic?ng P”
e« CunN iSoiTr cTrang 1.5T (GEHC m ¢cs 5772252-2)
+ Td R<ielFU
« 3taCDcungc>pH ngD nS D ngb8né&i(nt bung nhi@u ngdn ngF khac nhau

3 iv iH(Th ngMRGE 15T c6 “kBtn ic?ng A"
e« CunN iSoiTr cTrang 1.5T (GEHC m ¢cs 5818916-2)
+ Td R<ielFU
« 3taCDcungc>pH ngD nS D ngb8né&i(nt bung nhi@u ngdn ngF khac nhau

3ivicacH(Th ngMRGE30T
e« CunN iSoiTr cTrang 3.0T (GEHC m ¢cs 5772250-2)
+ Td R<ielFU
« 3taCDcungc>pH ngD nS D ngb8né&i(nt bung nhi@u ngdn ngF khac nhau

3 iv it>tc8cac Model Cu nN iSoi Tr ¢ Trang
e« 3BCu nER (GEHC b ph ns 5772250-3)

53 TingQuanThi tB
5.3.1 Cac ModelCu nN iSoi Tr c Trang

Hinh 1: Cu nN iSoi Tr&c Trang 1.5T - O-HLE-015-01899 (“Ct%ng P”)

Hinh 2: Cu n N iSoi Tr&c Trang 1.5T - O-HLE-015-01946 (“C%ng A”)
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Hinh 3: Cu n N iSoi Tr&c Trang 3.0T - O-HLE-030-01900

5.3.2 Cu nERchoT tC Model

Hinh 4: Cu n ER - ZUB-01955
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6 VnHanhL n wuvaCh yTh L i

Tr ¢ khiv nhanh ILn &Lu sau khi ban giao, b8o tri/b80 d ~ng hoAc s a chfa, ph8i luén kiMm tra
chRc nCng cYa thiBt bf.

Tinhhu ng | V nhanhthiBtbitr 4~ - -MXDI0
Nguy hiMm B) KEDB y) 9F NC) ) D& ) < 4
& "413 &ADT7, 7 , D-B) KIL &L. 0.~ -&] ~-MX D10 &LE &Y %89 n.8
D-B) K4 0& )DIV-M9)7m) DddN 4 -7 , M9) Xcld)
\)'ino) Y49 900& )7 ., 0. ,E
0X589 ,- (.3 5{X10.1ThéngS K6 Thu t&M B)Xc-0l d ) Q ~
&M 7 , 0 -BD K
ThB) kX -44& "47( - )4 0& "4° )Q )ICD d-&MX)-09 , )
1 4° -7 , L &L.sD -BD k4L & "4z W0l 4 u )4G4 I,XD "9 4G4 )
d ntrongch <ng8 G-H |
A THAN TRONG
Tinh hu ng -B) K4 0& "4z WD 40 4° - )IL &L.
Nguy hiMm |O-(4~ ¢ )&D& "4XR4~ DNQ ) X . 4 x_ & ).E4< -vXIQ)
Phdng ThiBt bt ph8i & "c x Iy tr ¢ bung cach lam theo h ng d n trong ch <ng
)io 8 GH I
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7 S D ngTh ng Xuyén

7.1 L2a Ch3n B"nh Nhan

A THAN TRONG

Tinhhu ng | Ngoai 4G4 4 )4 w& 4 . )" -4 *+s4m 4V 4G4 4 ) 4w &8 T G4 khi 4
MRn itr ctrang G44 )4 u& 4VvD0 M 09)IXSinl uyrungdanhsachd i&ay
c6thMch aé&ly &Y):
o B(nh nhéan thiBu h u mén hoAc tr c trang do ph uthu t.
o0 B(nh nhan bf b(nh trt (xu>t huyBt trt).
o B(nhnhané&i & "cph uthu ttr c kBttrang (xu>t huyBt hoAc &Rt ru t).
o0 B(nh nhan mJc b(nh viém ru t (xu>t huyBt hoAc &Rt ru t).
o %( [ k0?2 D <) 0.&@.0 V)YzC xIC) ).Ed4< (D? D < gtrc
trang.
o0 B(nh nhén bf chRng co thJt (biBn chRng).
0 B(nh nhan bftJc tr c trang (biBn chRng).
0 B(nh nhéan bf tiéu ch8y c>p.
Nguy hiMm | Cé thM gay th <ng t?n cho b(nh nhan.
\m) B(nh nhan ph8i & "c kham sang I2c &M phat hi(n cac ch ng chi &nh.
)io Qua trinh khdm sang 12¢ nay sx & "c &anh gia b:i bac s6.
A THAN TRONG
Tinhhu ng | Op_  %( [ KdfRng (xinl uyrung danhsachd i&aycothMch aé&lLy &Y):
0 V idLubébitr<n (vid : lidocaine).
0 V ibaocao su (vid : latex, polyisoprene).
Nguy hiMm | Cé thM gay th <ng t?n cho b(nh nhan.
\m) B(nh nhan ph8i & "c kham sang I12c &M phat hi(n cac dt Rng.
)i0 Ph8ituanthYH ngD nS D ngdLu bditr<n va bao cao su.
Vi(c | ach2n bao cao su va dLu bdi tr<n thu c trach nhi(m cYa bac s6.
KhuyBn céo
RAPID Biomedical = .EB 4G9 Z _ )%09 09P.0O Bg%09 3L. TmP-Z. }Xs 7
d nh :
o %09 3L. Tm P-Z. }Xs %09 09 P. Oc 1Q)7 - F)Y XB)4v "p4 1 4
@ "z AXA4AYO NI <A 40l 0" M A5
« BaoCaoSuVé 1Q ) $M0497M° 4V p4 D 4 z™ XX 4Y0 4910 AU 11
e %09 3L. TmPZ.3}X V3 + ) h ;79 .00% c)IXDdi 09P. -Z

5 2 4V T4l 4 z' 4X4Y0 -749001 -844
. V.V.

7.2 Chu nB cho B"nh Nhan

A THAN TRONG

Tinhhu ng | Vid : b(nhnhanch aé& "c chuNn bf san sang &M 4 *+ -0 40, ) (xinl uyrung

danh sachd i&ay c6 thM khdng &Ly &Y):
o ,X C4 1.0 4°-76X

Nguy hiMm VI M)[ED < )4 49 ( [ 7,0 9A4 ) d- _ )s 4V dhM lam hyng thiBt bk

va/hoAc thiBt bl khac.
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Phong
ngia

Vi(c chuNn bf cho b(nh nhén thu c trach nhi(m cYa béac s6.
MRc & chuNn bt cho b(nh nhén thu c quy@n quyBt &nh cYa bac s6 ph trach.

7.3 ChuNn BK ThiBt Bf

A THAN TRONG

Tinh hu ng | ThiBt bt khéng & "c v( sinh va kh tring &lng céach.

Nguy hiMm | Vi(c khéng &Ct & "c mRc kh trung bJtbu ¢ sx d n &Bn nguy c< nhivm tring.

Phong ThiBt b ph8i & "c kh trung : mRc & caotr cvasaum illns d ng, kMc8ILn
ngia s d ng&Lu tién.

Chis d ng thiBt bk khi &4 & "c b2c hail p bao cao su.

Ph8i tai x ly thiBt bf theo cac h ng dn trong ch <ng
8 Tai X Ly.

Cudn Noi Soi Trwe Trang

Pé Cudn ER

Béu hinh giot

nwéc véi dinh det

Hinh 5:
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Ph8i chuNn bf Cu n N i Soi Tr ¢ Trang khi ch p MR theo hinh 8nh minh h2a ti Hinh 6 &Bn Hinh 10.

Hinh 6: Thao n)prakh i Hu do MR B&B 6¢ kh trung 1 MJc Caoc"aCu n N i Soi
Tr&c Trang.

Hinh 7: B"c BHu hinh gi"tn cc"aCu nN iSoi Tr&c Trang bKng hai | p bao cao su.

@ Ch2n cac bao cao su cho phép khp chAt bung vong khp hinh nén &M ¢ &nh bao cao su.
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Hinh 8: Chu nb Cu nER BA ghép nli Cu n N iSoi Tr&c Trang bKng cach n il ng vit
khias! 1.

Hinh 9: L)p Cu n Tr&c Trang vao vong kLp sao cho "mMt tr c¢" c"a nhan h ng |én trén.
B)t chMt bKng vit khia s? 1.
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AN 2

Hinh 10: M$i IHn ch p MR n i tr&c trang B u cHn ph i c! Bnh cu n. Cu n ER co6 thA
B 6c¢ c! Bnh bKng vit khia s! 2va s! 3.
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A THAN TRONG

Tinh hu ng | RYiro chen ép khi cai &At thiBt bf.

Nguy hiMm | C6 thM gay th <ng t?n cho b(nh nhan va/hoAc ng dis d ng.

Phong Cai &At thiBt bk hBt sRc cNn th n.

ngia

A THAN TRONG

Tinh hu ng | Khis d ngtrong Signa PET/MR, tin hi(u PET sx bf suy gi8m do tac & ng cYa thiBt bf.
Nguy hiMm | Tin hi(u PET & "c hiMn thk cé thM bk suy gi8m va/hoAc gAps ¢ d nt ikBt qu8 chNn

&0én sai.
Phong Khi &b cLns d ngcong c hi(u chinh PET.CLn| uyrung, chimAttr ccYaCu n
ngia N i Soi Tr ¢ Trang c6 &Lu hinh gi2tn c¢cm i& T"c &At trong vong ¢c8m biBn PET.
Khéng & "c &M 3B Cu n ER vacap kBt n i béntrongb c¢8m biBn PET.

7.4 C. nhB"nh Nhanva Cu(n N( Soi Tr2c Trang

Quy trinh ¢ &nh b(nh nhdnvacu nn isoitr ctrangm u& "cmdét8nh d

i &ay. CLn haing di

&M cong vi(c nay & "c thu n ti(n. Danh sach nay khéng bJt bu ¢ ph8i &Ly &Y. C6 thM cLm thém céac
-( G A4 ang hCn nh :ti kBt qu8 phan tich ch ng chi &nh cYa b(nh nhan.

7.4.1

MO T Quy TrinhM u
e B(nhnhan& "cc &nh phLn ban chan tr
e Qua trinh xét nghi(m tr ctrang bung cébng ngh(s & "cth chi(ntr

c -t thB nghiéng.
ckhis d ngCu n

N i Soi Tr c Trang.

ThCm kham &M &8m b8o rung tr c trang &ang tr ng va khéng co v t c8n.
CLn thCm kham &M kiMm tra tuyBn théng tr c trang.

e Thaocu nn isoitr ctrang rakhyi 3B Cu n ER bung cachn ilyngvitkhias 1nBucu n
n isoitr ctrang& "clJpvao 3B Cu nER.

A THAN TRONG

Tinh hu ng | ThiBt bt qua | n hoAc qua clng k@nh &M c6 thM & a vao m t cach nhh nhang.

Nguy hiMm | C6 thM gay th <ng t?n cho b(nh nhan.

Phong Bo6i vao thiBt bt &a b2c bao cao sum t| p gel béi tr<n & b(nh nhan c8m th>y tho8i
ngia mai khis d ngcu nn isoitr ctrang.

e S dngcu nn isoitr ctrang hBt sRc cNnth n.

V inh@n"Tr c¢"h ¢ (xoay &Lu dht cYa vy cu n v@ phia tuyBn ti@n
li(t; xem Hinh 11).

Khi c< thJt num bao quanh ¢? cu n.

ng v@ phia tr

e B(nhnhdné& “"ch tr® khinumng atr: ICi.

CunN iSoiTr cTrang & "c &@uh ngcNnth nkhib(nhnhdnc & ng.
CLn hBt sRc cNnth n &M b(nh nhéan & "c tho8i mai nh>t cé thM.

e Cang chén cYa b(nh nhan & "c che bung v8i &M tranh tiBp xdc tr c tiBp v i thiBt bf.
TiBp xdc lau gifa da b(nh nhan va thiBt bk c6 thM lam b(nh nhan tiBt m1 hdi. M1 hdi c6 tinh nCng d n

&(n, conghtalac dng & tLns vob tuyBn co thM bk h>p ph

&i(n.
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A THAN TRONG

Tinh hu ng | TiBp xUc lau gifa da b(nh nhéan va thiBt bf.

Nguy hiMm | Lam nhivu tLn s v0 tuyBn.

Phong 16 &M ( [ 0B zrddl 40B 7 -0 -B) 7p_  u )4G4 _Q ) t>mlét hoAc

ngia miBng v8i phu h*p.

A THAN TRONG

Tinh hu ng | TiBp xUc lau gifa da b(nh nhan va thiBt bk.

Nguy hiMm | Kich Rng da.

Phong Chi's d ng thiBt bt khi &Lu hinh gi2t n ¢ & & "c b2c hai | p bao cao su.Tranh

ngia tiBp xtc tr c tiBp gifa b(nh nhan va cac b ph n khéac cYa thiBt bf; vi d : bung cach
dung t>m 16t hoAc v8i.

e 3BCu nER& "c &Atgifa hai chan & che cYa b(nh nhén. Cacvits 2va3& "cn ilyng.
e CunN iSoiTr cTrang & "c &At sao cho phLn &Lu cYa cu n - gLn tuyBn ti@n li(t tCi vk tri

scan.

CLn &Ac bi(tl uyrung khdng & "c gay ap | c qua nhi@u Ién tuyBn ti@n li(t.

@

3At &ung vk tri b(nh nh&nva cu nn isoitr ctrang la r>t cLn thiBt &M &Ct & "c ch>t
I "ng hinh 8nh va SNR t t nh>t.

Ph8ichiychi& "cé&e m tl cr>tnhhlén b(nh nhan. 3At b(nh nhan sai v tri sx lam
tCng rYi ro b(nh nhan hay ph8ic & ng trong qua trinh xét nghi(m. Ch>t| "ng hinh 8nh
theo &6 ceng bf gi8m xu ng.

Vui long xem cac hinh 8nh m u sau &y minh h2a &ing vk tri cYa Cu n N i Soi Tr ¢ Trang.

Hinh 11:

May Bnh v trén nh minh h"a theo chi ud"c (trdi) vatr ¢cBi uh ng (ph i) B 6¢
hiAn th /chia B BA xa4c nh8n xem v tri ¢"'a cu n Bdng hay ch a. — Bén trai: HiAn th
chi ud"c dung BAxac nh8ntuy nti nli tB 6c BMt chinh giNat OngJngv iph m
vi tin hi u cu nn isoitr&c trang. Bén ph i: HiAn th chi u ngang BA xac nh8n BHu
dLt (1) c6h ngv phiatuy nti nli t(2)vacoékh pv tri hay khéng.
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Hinh 12: T2 trén nh minh h"a theo chi u d"c (trai) va chi u ngang (ph i) hiAnth Cu n N i
Soi Tr&c Trang Bang 1 Bang v tri trong Botuy nti nli t(2) B 6c BMt chinh giNa va

BHudLt (1) h ngv phiatuy nti nli t.

VitricYaCu nN iSoi Tr ¢ Trang & "c ?n &nh trong vung scan bung 3B Cu n ER.
Cu nN iSoiTr c Trang & "c &At cNnth n &0ng vk tri; cac chénh I(ch vitricLn & “c
&i@u chinh nBu cLn thiBt.

- angkhp & "cdichuyMnqua Cu nN iSoi Tr ¢ Trang.

- angkhp & T"cdichuyMn : phiatr ctrénphLntr c-cu nn isoitr ctrang &

&At nghiéng : phLn| ngch x <ngch u.
(Thao tac nay gilp trdnh cac yBut nhan tCotiBp xdc v icu nn isoitr ctrang tCi

tuyBn ti@n li(t, tranh lam biBn dCng tuyBn ti@n li(t.)
VAN chAt cac vitkhia& Cu n N iSoi Tr ¢ Trang & "cc &nh - &Ung vk tri.

Cc

L6t &Lu g i b(nh nhan &M b(nh nhan ¢8m th>y tho8i mai h<n.
M ts loCidLu bdi tr<n c6 thM tCo ra cac 8nh gi8. Cé thM gi8m thiMu cac 8nh gi8 do dLu
bdi tr<n tCo ra bung cach gi8m | "ng dLu bébi tr<n.

CunNiSoiTr cTrang & "c kBtniv i h(th ng MR theo ch <ng 7.5 KBt N i v i H(
Th ng MR.
e Banb(nhnhan & "cdichuyMnt igLnh(th ng MR.
- 3iMm chinh gifa khu v ¢ thCm kham cLn trang v i &Mm tr2ng tdm cYa nam cham.
- Chinh gifa &Lu hinh gi2t n ¢ c6 kho8ng cach 150mm tinh &Bn cu i vong &(m hinh
nén &M &8m b8o &ung vk tri (xem Hinh 13).

—
N

150 mm

Hinh 13: Kho ng cach t? chinh giNa BHu hinh gi"tn ¢ v phia culi vong B m hinh nén BA

B mb oBlngv tri.

e BJt&Luquytrinhch p MR n isoitr ctrang (7.6 3anh Gia Qua Hinh anh)
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75 K tN.iv iH"Th.ng MR

CunN iSoiTr cTrang& “ctrangbfm tcapkBtn iv i&Lun i GE (&Lun i GE C?ng P cho Cu n
N i Soi Tr ¢ Trang 1.5TO-HLE-015-01899 va Cu n N i Soi Tr ¢ Trang 3.0TO-HLE-030-01900; &Lu
n iGEC?ngAchoCu nN iSoi Tr ¢ Trang 1.5TO-HLE-015-01946).

Cu nN iSoi Tr&c Trang 1.5T O-HLE-015-01899 va Cu n N i Soi Tr&c Trang 3.0TO-HLE-030-01900:
C6éthMcIm &Lu n i GE C?ng P vao ? 1, 2 hoAc 4. Ph8i &8m b8o rung &Lun iGEC?ngP & "cch t
ICi sau khi && c¢JIm vao ?.

Xinl uyrung CunN iSoi Tr c Trang & "c s d ng cung v i cac cu n Anterior Array AA va
Posterior Array PA, trong &6 cu n AA ph8i& "c cJmvao ? 1.

Cu n N iSoi Tr&c Trang 1.5T O-HLE-015-01946:
3Lun i GE A-Port ph8i & "c cJmvao ? A.

Caccu nsx & "cnh nbiBtva hiMn thf trén h(th ng MR sau khi kBt n i.
KiMm tra Tha cYa Cu n N i Soi Tr ¢ Trang trén giao di(n ng di dung cYa H( Th ng MR GE tr ¢ khi

bJt &Lu ch p MR. Ch2n Cu n N i Soi Tr ¢ Trang ti danh m ¢ Cac Thanh PhLn Cu n va c>u hinh
cu nm c tiéuti danh sach C>u Hinh Cu n.

Cu n khéng & "c kBtn i &ing v i H( Th ng MR nBu khéng & "c hiMn thk trén danh sach Céac B
Ph n Cu n. Khi &6 khéng & "c tiBn hanh xét nghi(m.

A THAN TRONG

Tinh hu ng | Xét nghi(m bung thiBt bl khdbng & “c kBtn itheo&ingH ngD nS D ng.

va/hoAc thiBt bk khac.

Nguy hiMm | C6 thM gay th <ng tich cho b(nh nhan va/hoAc ng dis d ng, co thM lam hyng thiBt bk

Phong Ph8i kBt n i thiBt bftheo &ngH ngD nS D ng.
ngea TudnthYcach ngd nkBtn inh néutCiH ngD nS D ngH(Th ng MR.
Tr ¢ khi xét nghi(m, ph8i &8m b8o kBt n i &Ly &Y.

dung cYa phLn m@m tr ¢ khi xét nghi(m.

& "ckBtn iv iH(Th ng MR.

Ph8i kiMm tra kBt n i gifacu nn itr ctrang va H( Th ng MR : giao di(n ng di

Khéng & "c xétnghilm nBucu nn itr ctrang num - béntrong ti tr dngvach a

NBu cLn b? sung thiBt bf ph tr® &M v n hanh s8n phNm, ph8i lamtheoH ngD nS D ngcYa t>t
€8 cac thiBt bt lién quan.

A THAN TRONG

Tinh hu ng | Dung thiBt bl khdng an toan choch pc ngh :zngti hoAc khdng & “c phé duy(ts
d ng cung v i thiBt bf.

Nguy hiMm | C6 thM gay th <ng tich cho b(nh nhan va/hoAc ng dis d ng, c6 thM lam hyng thiBt bf
va/hoAc thiBt b khéc.

Phong Chis d ngthiBtbfantoanchoc ngh :ngtivaé&aé& “cphé duy(t
ngia

27147



7.6

7.7

anh Gia Qua Hinh 4nh

e Tr c khichNn &oan bung hinh 8nh, ding may &nh vk &M xac &nh vk tri &ing cYa Cu n N i
Soi Tr ¢ Trangt <ng Rng v ituyBn ti@n li(t.

« HiMn tht/chia mRc cac hinh 8nh cYa may &nh vk &M x&c nh n &lng vk tri cYa cu nnh  minh
h2a trén Hinh 11.

- HiMn thf chi@u d2c dung &M x&c nh n tuyBn ti@n li(t & "c &At chinh gifat <ng Rng
v iphCmvitin hiucu nn isoitr ctrang.

- HiMn thf chi@u ngang &M xac nh n &Lu dhtcé h ng v@ phia tuyBn ti@n li(t vacé kh p
vk tri hay khéng.

e Cac thu ttoan hi(u chinh &Ing kh p,vid nh PURE c6 thM sx r>t hfu ich trong vi(c lam
canbungm t& tinhi(ukhis d ngCu nN iSoi Tr ¢ Trang va & "c khuyBn cdo nén
dung nBu kh8 d ng.

* Chu iPROPELLER cengr>tcln & "cchiykhis d ngCu nN iSoiTr ¢ Trang.

- PROPELLER s d ng tin hi(u NEX nhum hai m c &ich: 1) C8i thi(n SNR va 2) gi8m
thiMu cac & dng s2c gi8.

- MAcduCu nN iSoiTr c Trang c6 thM gitp c8i thi(n SNR, tuy nhién, &M gi8m thiMu
cac & dngs2cgi8v n&oihyiph8icos | "ngNEXh"ply(s | "ng NEXt ithiMu la
2).

Ng5tK tN.iThi tB

NBu khéng c6 quy &knh nao khac trongh ngd ns d ng h(th ng MR hoAc thiBt bt ph tr®, cLn
thaotac nh d i&ay khithdo cu nrakhyi phCmvis d ng sau khi &a &o | dng/xét nghi(m xong.

1. Di chuyMn ban b(nh nhan ra khyi vung ti tr dng.
2.Thao Cu n N i Soi Tr ¢ Trang ra khyi h( th ng MR.

a. GJnnJpvao &Lun icu n (xem Hinh 14).
3.Thao 3B Cu n ER bung céach:
a. CNnth nn ilyng t>tc8 céc vit khia.
b. Thao vong khp rakhyi Cu n N i Soi Tr ¢ Trang.
c. Thao 3B Cu n ER ra khyi ban b(nh nhan.
d. BJt&lLux lytr cngayl ptRctheoch <ng 8.2 Phan Lulng 3B Cu n ER.
4. Thdo Cu n N iSoi Tr c Trang ra khyi b(nh nhdn m t cach cNnth n.
a. BJt&Lux lytr cngayl ptRctheoch <ng 8.3 PhanLulngCu nN iSoiTr ¢
Trang.
5.By | pv8iche.
a. Tiéu hYy!l pv8i &0 &lng cach.
6. Gitp b(nh nhan ra khyi ban b(nh nhan.

Hinh 14: G)nn)pvaoBHu nlicu nc"aCu nN iSoi Tr&c Trang.
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8

8.1 Thdng Tin Chung

tCi &a ph <ng n<i &At h( th ng.

Coéng &oCn v( sinh va kh tring ph8i tuan thY t>t c8 lu tva quy &nh apd ngcé hi(ul c

A THAN TRONG

lam sCch vakh trung khacv imét8trongH ngD nS D ng nay.

Tinhhu ng | S d ngdung dich tNy r a khac, ch>t kh tring, ph ki(n &Ac bi(t va/hoAc cac quy trinh

Nguy hiMm VOMIIED <)M 49 ( [ 7,09Ad ) d- _ D)s4vDdIMI,X y )D -BD
va/hoAc thiBt bf khac.
\m) ) d-&]n.0&,90C9X -& "4 q 0G-z IlD -B)bfnay.
)i0 Chis d ngdungdichtNyr avach>tkh trung& “cchi&nhtrongH ngD nS
D ng nay.
Chis d ngcacph ki(n&Acbhi(t& “"cchi&nhtrongH ngD nS D ngnay.
10 4 -C n.EIF DGz WMD"N94w_ & "4Xch8D9 ) )T S Dng
nay.
G4 )_ Gz & & "4 +=\]T %-9X~_-40i zG4 I, Q ® 7 -kh8nCng

tai x ly thanh cong thiBt bf &M tais d ng.

;) d Q)4 MG4  -(XG-z WD-B IsD.E -ZsDZ D 4DBsn.ENF ,E X
& 40 4 -( 0C-4< DGz Wl ;) d- Q) 8&8X 891u )D -B) K4VD M& "41G-

z MWXD0464 -(-n.87,& 406G _ )X D464 0 19, D9 ) . 0D d-)O D.?
D 250 N9 X 4 &p4 _ ) 3@. ,E&m- y- 8 0B , “-MXID07,y 9A4zG4 nh nva
giam sat th dng xuyén quy trinh tai x ly.

V sinh

oC - I, XD 40 -BDEB. D 4~ - MQ ) -(-n.8 * 484 4Y07-(41,X C4 1, &M uX

I9C- y 4G4 k704 a) C S&M7 04 > F.4< XG.s 4 0-Bis4 > ,-0BVT7, 7- -

70 0(C - UX X 4&4 19C- y < |, " BV 4G4 7- - TQ) 454 >)INEL1 07,0 09 0G4

c< h2c &M v( sinh.

Kh Trang

5 MQ )N, n.EMF  >) 9CD4G47- - 7 D)[E (

ThiBt bk nay, ngoCi tri 3Lu Do MR, & "cphanloC-I, X0 C)X 4~ ¢ )0 -BVEB. D9 ) n.ENF G
x ly.3L. Tm*+ & "4 [ I9C-i, XD 8 NXEDB G D-BVEB.D9 ) n.EDMNF Gz Il Sz™X
Hinh 15). Do &6, cLn ph8i kh triung 3Lu DO MR - mRc & cao.

Vi(c tai x ly thiBt bf nay chi & "c xa4c nh n khi s d ng ch>t kh trang mRc & cao 4V 4 RO
hydrogen peroxide “Ch>t Kh Triing MRc 3 Cao Resert™ XL HLD” theo Steris Corporation, Mentor,
OH 44060, U.S.A.
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Ban Thiét Yéu Khéng Thiét Yéu

Hinh 15: Phanlo icacb ph8ns nph mliénquanB n quy trinh tai x ly.

CengcLntudnthYH ngD nS D ng cho Trang ThiBt Bt B8o H C& Nhan (PPE), cac
ph ki(n &Ac bi(t, ch>ttNy r ava ch>t kh trung.

A THAN TRONG

Tinhhu ng | S D ng Trang ThiBt Bt B80o H Cé& Nhan (PPE) Khdong Phu H"p

Nguy hiMm | C6 thM gay th <ng tich cho ng di dung.

Phong Chis d ng PPE phu h"pchotingb ctiix Ily.TudnthYH ngD nS D ng
ngia chocacch>ttNyr avach>tkh trung& "cs d ngchom ib c.

811 Gi iH nvaH nCh trong Quy Trinh Tai X Ly
Sau khi s d ng trong thdi gian dai, céng tac kh trung mRc & cao (HLD) sx c6 tac d ng trén thiBt bk
dos t <ngtac hda h2c. Tu?ith2s d ngcYathiBtbfbkgi ihCnb:icact <ng tac nay.

ThiBt bk & "c phY m tl ps<nt <ng thich sinh h2c. Quy trinh thay &?i | p s<n nay ph8i & "c theo
ddi chAt chx:

e Tinh trCng bCc mau khéng 8nh h :ng b>t 1*i &Bn kh8 nCng t <ng thich sinh h2c cYal p s<n.

e« TinhtrCng phlngr pl ps<ncé 8nhh :ngb>tI"i&n kh8 nCng t <ng thich sinh h2c. ThiBt
bl khéng con antoan &M's d ng nfa.

D>u hi(u chibdo hBttu?ith2 s d ng:
e TinhtrCng phlngr p | p s<n sx khiBn thiBt bl khéng con tu?ith2s d ng.
e Tu?ith2s d ng cYa thiBt bf kBt thdc sau 500 chu kb x ly ICi.

A THAN TRONG

Tinhhu ng | S d ng m tthiBt bk khi &8 hBttu?ith2s d ng.

Nguy hiMm | C6 thM gay th <ng t?n cho b(nh nhan.

Phong KiMm tra k6 cac d>u hi(u chi bdo hBt tu?ith2s d ng.
ngea Khéng s d ng thiBt bt khi && hBt tu?ith2s d ng.
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8.1.2 QuyTrinhTai X Ly

* Mang PPE phu h*p khi x
gCng tay, kinh b8o h , a0 khoac ch ng th>m n
ph uthu t &<n gi8n, v.v.

* VRt by cic s8n phNm tiéu hYy & “c nh gCng tay, khCn lau, v.v. &ing cach.

e Quytrinhtaix Iyt & nglakhéng kh8 thi & iv ithiBt bk nay. Th ¢ hi(n cac quy trinh tai x
ly thiBt bf thY cdng theo n idung mé6 t8 bénd .

ly cac dung dich tNy r a, ch>t kh trang va thiBt bf. PPE bao glm
¢, t>m chJn b8o v( mAt hoAc khNu trang

¢ khi bJt &Lu

@ 3M tai x Iy thanh cong thiBt bk nhum tdis d ng an toan &oi hyi ph8i ndm rd ch <ng nay

(8TaiX LytrongH ngD nS D ngnay).

38m b8o rung t>t c8 cac ph ki(n &@u c6 san va san sang &V's d ng tr
8.2 Phéan Lu6bng
821 TOmMT tCacB c

Cu(nER

cach.

quy trinh téi x ly.

TiBt.

B8ng sau &ay cung c>p théng tin tom tJt v@ Cac B

Th c¢ hi(n theo Cac B

¢ cLn thiBt &M tai chB thiBt bk &ung

cchitiBt& "ch ngd ntrong ch <ng 8.2.2 Cac B c¢ Chi

(1) 3i@u Trk Ban 3Lu

(3) V( sinh

(4) Kh  Tring MRc 3 Th>p
(LLD)

(6) KiMm tra

(7) 36ng goi

3At thiBt bf trong m t thung & ng.
V n chuyMn thiBt b &Bn khu v ¢ tai chB ngay | p tRc.

Ngam cédc b ph n trong dung dich v( sinh.
V( sinh cac b@ mAt, | va vong ren.

R asCchcacb ph n.

Lau khé b@ mAt, | va vong ren.

KiMm tra & sCch bung mJt th dng.

Ngém cac b ph ntrong ch>t kh trung.
R a sCch.

KiMm tra d>u hi(u h hyng bung mJt th dng.

LJp ICi thiBt bf.
306ng goi thiBt bf trong m t chiBc thung sCch.
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822 CacB <cChiTit
Ph ki(n . Q)& ) Q = 4V JAh7p_ D <)Dpd *+sp4 D 4 4Xz 4Xz
21cm (dai x r ng x cao).
CacB ¢ « 3At 3B Cu n ER vao thung chRa.
Th cHi(n « TG 1 0Q)& Mn_ 7-
0 Théng tin nh n dCng thiBt bk
o F DNMC)4YOD B K7p_ K -vX N
o Ngay &bng goi
o Chfky
* V nchuyMn &Bn khu v c tai chB ngay | p tRc.
e BJt&Lu tiBn hanh ngay quy trinh “ChuNn Bf Tr ¢ Khi Lam SCch”.
Ph ki(n Khong cLn's d ng b>t kb ph ki(n &Ac bi(t nao.
CécB_c e« R asCchd ivoin cch8y.
Th ¢ Hi(n - Thao 3B Cu nER:
o N ilyng va thao t>t c8 céac vit khia (PhLn 1-3).
o Tachriéngtingb ph n (PhLn 4-7).
0 Xem Hinh 16 &M biBt thdng tin t?ng quan.
e BJt&Lu quy trinh “Lam SCch” ngay | p tRc.
Hinh 16: CunER & 6cThao.
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Ph ki(n « Ch>ttNyr aenzyme c6 & pH trung tinh; vid : dung dich B. Braun Helizyme 1%.
« %M r)4RO_.) 4 INE1 OA7p_ “p4 D 4 4Xz 4Xz 4XS_,-z
I ng x cao).
* 5C 0. X@Xs> c)4vz<78s&| I[X7 -_.)_f4 INELOL7p_ % %lO.

Melsungen AG, B. Braun Wipes ECO.

e %, 48I,X C4s>c)IEX,-Xms&.. , 48293 u) "- EHOA7p_
kichth ¢ 10mm x 50mm (& dng kinh x chi@u dai t i thiMu).

« 5C 10.X@Xs  cs c)AaVz<78iT7p_ % WO0. *N . )N = s% %I0.

Wipes ECO.
CacB ¢ * Ngém hoan toan ting b ph n trong thdi gian t i thiMu theo IFU cYa dung dich
Th c Hi(n INEL1 Ok 7p_ MN& -7 -_.)_f % %0. ~NAEXN S

e Lau sCch cac b@ mAt bung khCn  t &3 & "c ngam k6 trong khi nhing.
e V(sinh k6 cac| vavong ren bung ban ch8i trong khi nhang.

« R ak6v in ¢ may sCch.

e Lau khd b@ mAt, | va vong ren bung khCn lau kho.

o S5MXDO u ) XD d ) z~X 4G4 & C4 4 OLIA IC-n.EDF 49
nhfngb ph n& "cxac &nhlach a sCch khi kiMm tra bung mJt th dng.

Ph ki(n e Ch>tkh trang mRc & th>p, chRa cln, dung dich cIn c6 ning & 60%— Ok 7p
d : Schiilke & Mayr GmbH, dung dich AF mikrozid® AF/ khCn lau AF mikrozid®.

« BM nhdng chRa ch>t kh trung; vi d : kich th ¢ 50cm x 50cm x 20cm (dai x

r ng X cao).
CacB c * Ngam hoan toan ting b ph n trong thdi gian t i thiMu theo IFU cho ch>t kh
Th cHi(n trangh 7p _ N& -7 -_. ) 4 =E X197 _°.

e« R akév in c¢maysCch.

Ph ki(n e KhC 0. X@Xs ™~ cs>c)4vz<78i7p_ % %0. *N . ) = s% %I0.
Wipes ECO.

CacB c e Lau khé b@ mAt, I vavong ren bung khCn lau khé.

Th c Hi(n

(6) KieMTRA

Ph ki(n Khéng cLn's d ng b>t kb ph ki(n &Ac bi(t nao.

CacB ¢ * KiMmtra cac d>u hiluh hyngvav tli(uxu ng c>p khac bung mJtth dng.

Th ¢ Hi(n

e Trong tr dng h*"p phat hi(n th>y b>t kb d>u hi(u nao, xemch <ng3H ngD n
An Toan Chung.
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Ph ki(n . Q)& ) C4 Q "k7n_ dD<)Dpd *sp4 D 4 4Xz 4Xz
10cm (dai x r ng x cao).
CacB ¢ e LJIpICi3B Cu nER cho “ThiBt B’ nh & "¢ minh h2a trong Hinh 17.
Th ¢ Hi(n 0 Ch2n phLn cai &At “ThiBt Bf".
0 Xem Hinh 17 &M hiBt thdng tin chi tiBt v@ cach sJp xBp cac b ph n.
0 S d ngyvitkhia (PhLn 1-3) &M c &nhtingb ph n(PhLn 4-7).
e 3At 3B Cu nER vao m tthung chRa sCch.
e TG | DQD)& DATp_ T -
0 Thdng tin nh n dCng thiBt bk
o F MC )4Y03B . +H 70 & & "41,X C4s> DQ ) XR4
& th>p
o0 Ngay &bng goi
o Chfky
Hinh 17: Lp Cu n ER trong phHn cai BMt “Thi tB ™.
Ph ki(n Khong cLn's d ng b>t kb ph ki(n &Ac bi(t nao.
CacB ¢ eV nchuyMn &Bn vk tri b80 qu8n & "c xac &nh.
Th cHi(n «  B8o qusn trong &i@u ki(n quy &nh (xem 10.1 Théng S K6 Thu t).
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8.3 Phéan Luéng Cu(n N(i Soi Tr2c Trang
831 TOmT tCacB c

cach.

Th c hi(lntheo Ca&c B cchitiBt& "ch ngd ntrong ch <ng 8.3.2 Ca&c B ¢ Chi

@ B8ng sau &ay cung c>p thdng tin tom tJt v@ Cac B ¢ cLn thiBt &M tai chB thiBt bf &ing
TiBt.

(1) 3i@u Trt Ban 3Lu Théao bao cao su.
3At thiBt bf trong m t thung & ng.
V n chuyMn thiBt bf &Bn khu v c tai chB ngay | p tRc.

(2) Lam sCchtr c Khéng c6 hanh & ng nao & "c yéu cLu.

(3) V( sinh V( sinh thiBt bk theo chuyMn & ng xoay tron ti &Lu n i &Bn
&Lu vy.
R asCch bung khCnlau &éd & “clamNmv in c.
Lau khd bung khCn lau khé.
KiMm tra & sCch bung mJtth dng.

(4) Kh  Tring MRc 3 Th>p (LLD) S d ng khCn lau & th>m ch>t kh trung &M kh trung t>t
c8 cac b@ mAt cYa thiBt bf.
Lau sCch bung khCnlau & & “"clam Nmv in c.

(6) Kh  Trang MRc 3 Cao (HLD) Ngam 3Lu Do MR trong ch>t kh trung.
R asCch.

(8) KiMm tra KiMm tra d>u hi(u h hyng bung mJt th dng.
KiMm tra cac d>u hi(u chi bdo hBt tu?ith2 s d ng.
KiMm tra &Lu n i & gJn nJp.

(9) 36ng goi B8o v( 3Lu D6 MR c6 nJp & .
Déan nhan cho nJp &Lu do.
36ng gai thiBt bf trong m t chiBc thung sCch.

(10) B8o Qu8n va VvV n ChuyMn B8o qu8n thiBt b.
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832 CacB cChiTit

Ph ki(n « Thing& ) Q " 4V JA7p_ D <)Dp *+sp4 0 4 4Xz 4Xz
10cm (dai x r ng x cao).

CacB c e G~ hail pbao cao surakhyi 3Lu DO MR.

Th ¢ Hi(n

e Tiéu hYy bao cao su &lng cach.
e 3AtCu nN iSoi Tr ¢ Trang vao thung & ng.
e Dannhdnthung & ng;vid :v i
0 Théng tin nh n dCng thiBt bt
o F NC)Y4Y0 . ; -P9- 14 L,DHm_ & X N
o Ngay &bng goi
o ChFky
* V nchuyMn &Bn khu v c tai chB ngay | p tRc.
e BJt&Lu tiBn hanh ngay quy trinh “ChuNn Bk Tr ¢ Khi Lam SCch”.

Ph ki(n Khéng cLns d ng b>t kb ph ki(n &Ac bi(t nao.
CacB ¢ e Khbéng cé hanh & ngnao & “c yéu clLu.
Th cHi(n e BJt&Lu quy trinh “Lam SCch” ngay | p tRc.

Ph ki(n « Ch>ttNyr aenzyme c6 & pH trung tinh; vid : dung dich B. Braun Helizyme 1%.

* 5C 0. X@Xs> c)4vz<78s&| I[X7 -_.)_f4 INELOL7p_ % %lO.
Melsungen AG, B. Braun Wipes ECO.

e 5C 0. X@Xs  cs > c)MNz<78hTp_ % %O. FN . )N = s% %l0.
Wipes ECO.

CacB c e VJt khé khCn lau && ngdm v idung dich tNy r a.

Th cHi(n e Lau sCch b@ mAt cap theo chuyMn & ng xoay tron. Tranh nh¥ng chuyMn & ng qua
ICi. Di chuyMn ti &Lun i&Bnvycu n.

e V(sinhkhuv ccu nn isoitr ctrang bJt &Lu ti cap va di chuyMn Ién &Bn phLn
&Lu vy. Tranh nhfng chuyMn & ng qua ICi.

e 38m b8o rung t>t c8 cac khu v c¢ cYa thiBt bk &@u & “c tiBp xtc v i khCn lau.

e« 3 "cphéps d ngdungdichtNyr aconhCns d ngtrong thdi giant i thiMu
D "OIESAT7p MN& -7 -_. ) {4 % %raun Helizyme 1%.

e R ak6v ikhCnlau Nm &a ngamtrongn ¢ may sCch.

e Lau kh6é bung khCn lau khé.

e KiMm tra bung mJt th dng xem thiBt bf && sCch ch a.
LAp ICi quy trinh nBu thiBt bk & "c xac &nh la ch a sCch khi kiMm tra bung mJt
th dng.
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Ph ki(n

KhCn lau tNm ch>t kh truing mRc & th>p, chRa cln, dung dich cln cé nlng &
60%—80%; vi d : Schilke & Mayr GmbH, khCn lau AF mikrozid®.

5C 0. X@Xs ™ cs>c)avz<78h7p_ % %0O. *NM . )N = s% %l0.
Wipes ECO

CacB c S d ng khCn lau &a th>m ch>t kh tring &M kh trung t>t ¢8 cac b@ mAt cYa

Th cHi(n thiBt b.
Lau b@ mAt cap theo chuyMn & ng xoay tron. Tranh nh¥ng chuyMn & ng qua ICi.
Di chuyMn ti &Lun i&Bnvy cu n.
Lau sCch khuv ccu nn isoitr ctrang bJt &Lu ti & dng cép vao va di chuyMn
Ién &Bn phLn &Lu vy. Tranh nh¥ng chuyMn & ng qua ICi.
38m b8o rung t>t ¢8 cac khu v ¢ cYa thiBt bl &@u & "c tiBp xtc v i khCn lau.
3 "cphéps d ngch>tkh trangconhCns d ng trong thdigiant ithiMu theo
IFU;
vid :5phit& iv ikhCn lau AF mikrozid®.
R akév ikhCnlau Nm && ngdm trongn ¢ may sCch.

Ph ki(n 5C 0. X@Xs > csc)avz<78ATp_ % %l0. *N . )N = s% %l0.
Wipes ECO.

CacB c Lau khé thiBt bt bung khCn lau khd.

Th ¢ Hi(n

Ph ki(n Kh tring mRc & cao; cLn ph8i: Steris Corporation, Ch>t Kh  Trung MRc 3
Cao Resert™ XL HLD.
BM nhing, kich th ¢t ithiMu 12cm x 12cm x 25cm (dai x r ng x sau) chRa ch>t
kh trang mRc & cao.
BM nhudng, kich th ¢ t i thiMu 12cm x 12cm x 25cm (dai x r ng x séau) chRa
n ¢ may sCch, vo trung.
Chan &B phong thi nghi(m &M gJn thiBt bt z vi tri HLD (xem Hinh 19Ut 7p _ 3B
Cu n ER trong phLn cai &At “HLD Cu n”.

CacB c GJncu nn isoitr ctrang vao gia &~ dung cho phong thi nghi(m.

Th c Hi(n

Ngam 3Lu DO MR trong bM nhing “HLD” &Bn mRc chuyén d ng nh & "c minh
h2a trong Hinh 19.

3M 3Lu DO MR tiBp xtc v i ch>t kh trung trong 8 phat - nhi(t & 20-24°C.

R a k6 3Lu D6 MR bung cach ngdm 3Lu D6 MR trong “n  ¢” bM nhdng.

3M 3Lu DO MR tiBpxdcv in cr avétrung trong 1 phat - nhi(t& 20-24°C.
Thao cu nn isoitr ctrang ra khyi chan &B phong thi nghi(m.
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L)p  Cu n ER trong phHn cai BMt “HLD Cu n”.
e Xem Hinh 18 &M biBt thdng tin chi tiBt v@ cach sJp xBp cac b ph n.
* S d ngvitkhia (PhLn 1-3) & c &nhtingb ph n (PhLn 4-7).

Hinh 18: L)p  Cu n ER trong phHn cai BMt “HLD Cu n”.

Hinh 19: MJc Ngam Hu Do.
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Ph ki(n e 5 C 0. X@Xs ™ cs” c)4Vz<78s7chQ A7 _ Pahiilke & Mayr GmbH,
khCn lau kho vo triing perform®.

CacB ¢ e Lau kh6 3Lu DO MR bung khCn lau khé v trung.

Th ¢ Hi(n

(8) KieMTRA

Ph ki(n Khong cLn's d ng b>t kb ph ki(n &Ac bi(t nao.

CacB ¢ * KiMmtra cac d>u hiluh hyngvav tli(uxu ng c>p khac bung mJtth dng.

Th cHi(n ¢ ChJc chJn rung s8n phNm ch a hBt hCh's d ng (xem 8.1.1 Gi i HCn va HCn

ChB trong Quy Trinh Tai X Ly).
e M:nJp&Lun icu nvaé&8m b8o rung khdng cé ch>t lyng xam nh p.

e Trong tr dng h*"p phat hi(n th>y b>t kb d>u hi(u nao, xemch <ng3H ngD n
An Toan Chung.

Ph ki(n e NJpphuh®"pcho3LuDoMR& & "ckh trung : MRc3 CaocYaCu nN i
SoiTr cTrangh 7p . J &L. msDI9 ) . s ¢ )4V XLX ( Z 019 )sav
thM IJp n i tiBp, kichth ¢t ithiMu 30cm x 10cm (dai x r ng).

. Q)& ) C4 Q "A7p_ D<)Dpd *+spd D 4 4Xz 4Xz
10cm (dai x r ng x cao).

CacB c e S d ngnJdpé&Lu do sCch &M b8o v( 3Lu DO MR khdng bk tai nhivm.
Th ¢ Hi(n

e Dan nhédn chondp &Lu do; vid :v i
0 Théng tin nh n dCng thiBt bk

o F0IC ) 4Y0 3L. Tm >t} & & T41,X C45° D1Q ) XR4
& cao

Ngay &béng géi
o Chfky
e 3AtCu nN iSoiTr ¢ Trang vao m tthung & ng sCch.
e TG | 0Q)& Dinp_ 7 -
0 Théng tin nh n dCng thiBt bk
o] FoDC )4Y0O3L. Tm>+k7p _ &4 & "c lam sCch, kh tring mRc

o

& th>p
o0 Ngay &bng goéi
o Chfky
Ph ki(n Khéng cLns d ng b>t kb ph ki(n &Ac bi(t nao.
CacB ¢ eV nchuyMn &Bn vf tri b80 qu8n & *c xac &fnh.
Th cHi(n « B8o0 qu8n trong &i@u ki(n quy &nh (xem 10.1 Théng S K6 Thu t).
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9 C&cH ngD nK Thut !cBi"tkhiS D ngThi tB

91 Bo mCh7tL ng/Hi"uQu

Chudng téi khuyBn cdo nén th dng xuyén kiMm tra chRc nCng cYa thiBt bt bung cach th ¢ hi(n quy
trinh kiMm tra B8o 38m Ch>tL "ng Cu n.

Chi 3<n Vf 3Ci Di(n GE cYa hang hoAc nha cung c>p dichv bénthRbam i& “cth c hi(nkiMm tra
B80 38m Ch>tL "ng Cu n. 3M kiMm tra B80 38m Ch>t L "ng Cu n, vui long lién h( v i 3<n VK 3Ci
Di(n GE cYa héng hoAc nha cung c>p dich v bén thR ba.

Vui long lién h( v i GE Healthcare theo s 800-582-2145 nBu c6 thJc mJc.
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10 Ph | c

10.1 Théng S. K Thu t

Tén ThiBt Bt Cu\nNiSoiTrc Cu\nNiSoiTrc Cu\nNiSoiTrc
Trang 1.5T Trang 1.5T Trang 3.0T

M& S ThiBt Bt (RAPID) 0O-HLE-015-01899 0O-HLE-015-01946 O-HLE-030-01900

MR Nuclei 1H

TLn'S HoCt 3 ng 63,9 MHz 127,7 MHz

H( Th ng MR GE (  )*+ T g.ICE)T( )=

Tr dngL ccYaH(Th ng MR 15T 30T

Phan C ¢ RF tuyBn tinh

KichTh c¢VyCu n Chi@u dai: 360 mm Chi@u r ng: 44 mm Chi@u cao: 39 mm

Kichth c&Luhinhgi2tn ¢ Chi@u dai: 97 mm Chi@u r ng: 25 mm Chi@u cao: 17 mm

Kichth cc?vycu n Chi@u dai: 75 mm 3 dng kinh: 12 mm

Chi@udaib ¢ ngh :ng (vung
nhCy c8m)

80 mm

Chi@ur ngb ¢ ngh :ng (vung
nhCy c8m)

16,5 mm

Chi@u Dai Cap N i 130 cm 110 cm
Tiz C)Trén-g YO LR 1.0kg
12) ")4Y03B . + 2,0 kg
BEnh;lf\lhgn 30 9N\ q 40 VK C 4B0"908N2))-8049 q 1Z , ( nhan
*c 1 d)YP T ) Chis d ngtrong nha

3i@u Ki(n HoCt 3 ng:

D8i Nhi(t 3
3 ImT <ng3 i
Ap Su>t Khéng Khi

+75,2°F

+15°C &Bn +24°C / +59°F &Bn

3 Nmt <ng & i30-80%

70 kPa - 107 kPa

3i@u Ki(n V n ChuyMn & B8o
Qu8n:

D8i Nhi(t 3
3 ImT <ng3 i

+140°F

-25°C &Bn +60°C / -13°F &Bn

B~ B |~

3 Nmt <ng & i5-95%

B ng10-17 Q /2! ;7

-8 "=
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A THAN TRONG

Tinh hu ng | ThiBt bt khdng & "c v n hanh trong phCm vi gi i hCn v@ 3i@u Ki(n V n Hanh theo quy
&nh.

Nguy hiMm | C6 thM gay th <ng tich cho b(nh nhédn va/hoAc ng dis d ng, ceng nh c¢6 thM lam hyng
thiBt b va/hoAc thiBt bt khac.

Phong Ph8i &8m b8o rung cac &i@u ki(n mai tr dng cYa phong xét nghi(m (Nhi(t 3 , 3
ngia imT <ng 3 i, Ap Su>t Khéng Khi) num trong phCm vi gi i hCn v@ théng s k6 thu t
trong 3i@u Ki(n V n Hanh theo quy &fnh.

10.2 Théng Tin Theo Quy nh

3 it "ng DFli(u

Nha S8n Xu>t RAPID Biomedical GmbH
Kettelerstrasse 3-11
97222 Rimpar, Germany
3T: +49 (0)9365-8826-0
Fax: +49 (0)9365-8826-99
info@rapidbiomed.de
www.rapidbiomed.de

Nha Phan Ph i GE Healthcare, LLC
3200 N Grandview Boulevard
Waukesha, WI 53188

M6
B Lu t UMDNS 17-542
H( Th ng Danh Phap ThiBt Bf Y TB Toan CLu
Lién Minh Chau Au
LoCi ThiBt Bf LoCilla-Ph | cIXcYaMDD vaPh | c VIl cYaMDR, QuytJdc5
3éanh d>u CE ban &Lu 2019
M6
LoCi ThiBt Bf LoCi Il - 21 CFR 892.1000
M& ThiBt B MOS

S 3Cng Ky Tr ¢ Thdi 3iMm K191539
Giao Dfch Th{ Tr dng

S Danh M c ThiBt B D371077

FEI cYa Nha S8n Xu>t 3005049692

FEI cYa Nha Nh p KhNu/Nha 2183553

Phan Ph i

Canada

LoCi ThiBt B¥ LoCi Il - CMDR - SOR / 98-282, Quy tJc 2
S Gi>y Phép ThiBt Bf 103012

ID Nha S8n Xu>t 140730

ID Nha Nh p KhNu/Nha Phan 117707

Ph i

Théng Tin v@ Nha Nh p KhNu Th? Nht Kb/Turkiye thalatci Bilgileri:

Nha nh p khNu/ithalatci GE Medical Systems Turkiye Ltd. &ti.

Esentepe Mah. Harman Sok. S : 8
34394 didli-istanbul Turkiye

B ng 10-2: Théng Tin Theo Quy nh
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1038 & 9

NBu khéng c6 hoAc khong &2c & “c nhén, khdong & "c s d ng thiBt bf. Chi RAPID
Biomedical hoAc &Ci di(n cYa RAPID Biomedical m i quy@n thay thB hoAc s a cac nhan.

>4 BiMuT "ng 51 (. B%y - r
u RAPID Biomedical GmbH
Nha S8n Xu>t RAPID Kettelerstr. 3-11

Biomedical

H

97222 Rimpar, Germany

8

Nha Phan Ph i GE Medical Systems, LLC
1.5T-01899 Cu nN iSoi Tr ¢ Trang 1.5T
Tén Th <ng MCicYa | 1.5T 01946 Khong x&c &nh Cu nN iSoi Tr ¢ Trang 1.5T
ThiBt B 3.0 T - 01900 Cu nN iSoiTr ¢ Trang 3.0T
01955 3BCu nER
15T0 ? )Nl O-HLE-015-01899
P (1)¢ -B. 4Y0 15Tu ? ) =( O-HLE-015-01946
ThiBt Bf 30T O-HLE-030-01900
3BCu nER ZUB-01955

P PZ-1-4Y0  -BD %k

khong xac &fnh

ThiBt bf y tB

M& nh n dCng thiBt bt duy nh>t

g |5/ [

1.5T-01899 5772252-2
khdng xac &nh
3.0 T-01900 5772250-2
01955 5772250-3
P 037 -BD % é; Pé=3U] XX

Qu c gia va Ngay s8n xu>t
(NGAY-THANG-N M)

NGAY-THANG-N M

M3 UDI (M u)

it

(OL)XXXXXXXXXXXX
(21)xxx

9C-  -BY%S g+U

N
&

4yN4 R C)

Nhdn CES .[ D Y4G4EZ. 4L.D -B)EB.

&0 v f -31) " (EECV@
ThiBt Bl Y TB).

C € 017

0197=MaS cYa3<nVfk3 ~c
Thdéng Bao

F R45 GXIC- 0 0_0g*6
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M c

BiMuT "ng

| Ky Hi(u ThiBt Bi/Ghi Chu

TuanthYH ngD nS D ng

ThamKh8oH ngD nS D ngé&Mm
hiMu thém v@ Cac V>n 3@ An Toan C6
Lién Quan.

B Ph n ThiBt Bf LoCi BF.

LoCi Il theo IEC 61140.

Phéan LoCi Riéng ThiBt Bt 3i(n va 3i(n
T Khéng ConS D ng (Chi Thi WEEE
2012/19/EU)

H ngDnS D ngB8n3i(nT
(elFU)

mmgﬁﬁ 0] | > 9@

=D
[

)

1.5T-01899
Cacb kBtn ih(th ng
& *cchi&nh 15T - 01946
3.0 T-01900

=D
D,
[ &)

Théng béao trén cu n (nhén dan)

khdng xac &nh

phiatr ¢

Théng bao trén &Lu n i cu n (nhan dan)

khong xac &nh

khdong & "c &M x8y ra tinh trCng
ngJt kBt n ibéntrong!| cu n

B ng 10-3: Dan Nhan Thi t B
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10.4 B ng Ky Hi"'u

Ma
BiMu Tham N . -
T *ng Nguln ChiBu Tén & 3fnh Nghta BiMu T "ng
STT
ﬁ 1SO 7000 5957 Chis d ng trong nha. §M nh n biBt thiBt bf &i(n & *c thiBt
kB chis d ng trong nha.
Gi ihCnnhi(t& . 3Mchi&nh mRec nhi(t& ti&avat ithiMu
/ﬂ/ ISO 7000 0632 ma s8n phNm cLn & "c b8o qu8n, v n chuyMn hoAc s
d ng.
Gi ihCn& Nm. 3Mchi&nh mRc& Nmt <ng & icao nh>t
ISO 7000 2620 va th>p nh>t phu h"p cho vi(c v n chuyMn va b8o qu8n.
Gi i hCn &p su>t khi quyMn. 3M chi &nh mRc & Nmt <ng
ISO 7000 2621 & icao nh>t va th>p nh>t phu h"p cho vi(c v n chuyMn va
b8o qu8n.
M ISO 7000 3082 Nha s8n xu>t. 3M chi &nh nha s8n xu>t s8n phNm.
Ngay s8n xu>t. Ngay c6 thM la nCm, nCm va thang, hoAc
&I ISO 7000 2497 nCm, thang, ngay. Co thM ghi ngay = gLn biMut "ng. Cac vi
d v@ cach ghi ngay nh sau: Ngay 12-06-1996;
N ¢ s8n xu>t. 3M xac &nh qu c gia s8n xu>t s8n phNm. Khi
ap d ng ky hi(u nay, "CC"sx & "c thay thBbungmaqu ¢
gia hai ch¥ cai hoAc mad qu c gia ba chfcai & "c xac &nh
IEC 60417 6049 trong 1SO 3166-1 (& iv i 3Rc “DE"). Tén cYa nha s8n xu>t
va ngay s8n xu>t c6 thM & "c thém vao bén cCnh ky hi(u
nay.
S catalogue. 3M chi &nh s catalogue cYa nha s8n xu>t, vi
ISO 7000 2493 d trén thiBt bf y tB hoAc bao bit <ng Rng. S catalogue co
thM& “cghi - gbnbiMut "ng
S sé-ri. 3M chi &nh s sé-ri cYa nha s8n xu>t, vid trén
[sN] SO 7000 2498 | thiBt bl y tB hoAc bao bi. S sé-rico thM & ¢ ghi = gLn billu
t "ng.
N Cu n RF, truy@n phéat. 3M chi &nh cu ntLns vb tuyBn (RF)
@ IEC 60417 6191 cho vi(c truy@n phat tin hi(u.
S Cu ntLns vo0 tuyBn, truy@n phat va nh n. 3M chi &nh cu n
@ IEC 60417 6192 | {ins vo tuyBn (RF) cho vi(c truy@n phét va nh n tin hi(u.
* Cu ntLns vbtuyBn, nh n. 3Mchi&nhcu ntLns vé
A IEC 60417 6193 | tuyBn (RF) cho vi(c nh n tin hi(u.
1SO 7010 M002 Xem cNm nang/s,ach h ngd n.3Mcho biBt rung cLn ph8i
&2c cNm nang/sachh ngd n.
Th ntr2ng. 3M chi &nh rung cLn ph8i th ntr2ng khiv n
hanh thiBt bf hoAc b  &i@u khiMn gLn n<i cé biMut "ng, hoAc
A ISO 7000 0434A | &M cho biBt rung tinh hu ng hi(ntCicLnc6é s chuy hoAc
hanh & ng cYang div nhanh &M trdnh cac h u qu8 ngoai y
mu n.
. B ph né& "cxac &nhthu c LoCi B. 3M cho biBt rung b
IEC 60417 5840 ph n& "c xac &nhthu c LoCi B tuan thY IEC 60601-1.
- B ph né& Tcxac &nhthu c LoCi BF. 3M cho biBt rung b
IEC 60417 5333 ph n& "c xac &nh thu c LoCi BF tuan thY IEC 60601-1.
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*I

BiMu 0X B . -
T *ng Nguln B. Z i3 ;) to%M. )
ST
B) Kk 9C-]] 3M4 9 -BMlu )D -B) K& R ) 4G4 EZ. 4L.
B IEC 60417 172 10 19, & -7 -0-B) L 9C-]]D A9] 1
%M.D " )&M&G _>.D0 -B) (&( 7,&( D %M.D ")
Chi Thi Ph Lc|4w& D .)9X1Z)464) B) (&( 7,&( 0 09)IX
2002/96/EC \Y, M.D " )DQ)IGA4AV G zM ()C4 y %M. D ") LE
ph8i rd rang, dv &2c va khdng thM tNy xoa.
% -Z. .N %8 3-( 40; 4 ) mo; [ TL
Trung Hoa:
le" SJ/Tzolllj’G“' Ch ;”g TieuchuN &6 >.7, G | & -7 -4G48&A4Y 89
v( mbi tr dng cYa s8n phNm, tRc la s8n phNm khéng chRa
b>t kb ch>t nguy hCi nao.
Yo %M.D " )4 . )497-(4 4 14964 B 3M4 9 -Bllu)
%@ ISO 7000 1135 hCng m ¢ & "c &anh d>u hoAc ch>t li(u cYahCng m c la
m t phLn cYa quy trinh ph c hli hoAc tai chB.
Tv 7~sD 090G4 4N D 3M4 9 Bllu) 8 NX 4V
I ISO 7000 0621 trong bao bi v n chuyMn la s8n phNm dv v~, cLn ph8i & "c
thao tac nhh nhang.
TT 1SO 7000 0623 H ngléntrén. 3M chi&nh vitrih ngléncYabaobiv n
11 chuyMn.
5c)&M p X 03M49 Blu) 09 F7 4 _EM
i ISO 7000 0626 | ohgi& *ckho thoang, khong &M dinh m a.
Chi Thk Ph L c
93/42/EEC XIl . .
C€ D>u CE Tuan ThY ThiBt Bl Y TB C>p |
Quy &nh (EU) | Ph L c
2017/745 \%
Chi Thk Ph L c
c E 93/42/EEC Xl D>u CE Tuan ThY kém theo ma's cYa 3<n VK3 “c Théng
0197 1 Quy &nh (EU) | Ph L ¢ | Bdo z bénph8ibiMut “ng& iv i ThiBtBlY TB C>p|
2017/745 \%
ISO 15223-1 | 5.7.7 | ThiBt bty tB. Cho biBt mAt hang I thiBt bl y tB.
) Ma nh n dCng thiBt bt duy nh>t. Cho biBt ph <ng ti(n c6
SO 15223-1 5.7.10 chRa théng tin S nh n dCng thiBt bt duy nh>t.
B ng 10-4? / ;< -
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10.5 Danh M cT: Vi tT5t

Ti ViBt T3t Gi8i Thich

AGB 3i@u Kho8n va 3i@u Ki(n Tiéu ChuNn
C Céc-bon

CD 3ta Nén

CFR B Phap 3iMn Lién Bang (M6)

CMDR Quy 3fnh ThiBt Bf Y TB Canada

EC C ng 3Ing Chau Au

ECG 3i(n tam &l

EEC C ng 3Ing Kinh TB Chau Au

elFU H ngDnS DngB8n3i(nT

EU Lién Minh Chau Au

FID Ph? Suy Gi8mC ngH :ngT Do
IEC ¢y Ban K6 Thu t3i(n Qu ¢ TB

MDD Chi Thi ThiBt Bk Y TB (EC) 93/42/EEC
MDR Phap I(nh v@ thiBt bl y tB (EU) 2017/745
MR C ngH :ngTi

Na Natri

O-HLE-015 Cu nb@ mAt; 1H; & iv itr dngl c15T
O-HLE-030 Cu nb@ mAt; 1H; & iv itr dngl c3.0T
P Ph t-pho

PN Ma&B Ph n

QA B8o 38m Ch>tL "ng

REF S Tham ChiBu (M&B Ph n)

RF TLn'S V06 TuyBn

RoHS HCn ChB Cac Ch>t Nguy HCi

ROI Vung Quan Tam

Rx ChRc NCng Nh n

SAR TA L( H>p Thu 3Ac Bi(t

SN S Sé-i

SNR TA L( Tin Hi(u/Nhivu

TX/RX Truy@n/Nh n

Tx ChRc NCng Truy@n Phat

uDlI M& Nh n DCng ThiBt Bt Duy Nh>t
WEEE Th8i By ThiBt Bf 3i(nva 3i(n T

B ng 10-5: Danh M c T? Vi t Tt
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