https://trungtamthuoc.com/

HUGONG DAN SU DUNG THUbOC
Poc ki hudng dan sl dung trudce khi diing
N&u cén th&m thdng tin, xin vui Idng hdi ¢ kién béc sy clia ban
TEN THUOC: DOTAREM®
™ Thudc K& don.
Dung dich tiém Dotarem 0,5mmol/mL.
Chi duing thuBc theo don ké clia bac s¥.

THANH PHAN VA HAM LUONG
10 mL dung djch ¢ chia:
GaUOtEHC BORI® isiiiiiinnnsinnnniisimrasGmimimivs v .2,7932 g
Tuong AUONG VO DOTA .....cooiiiiinnsincssscsnressnsns s nss s seesnnsenssanennenn 2,0246 @
GRdoliniUm 0800 ...c.cumniivmimininsrisiassiisrsisissss e 0,9062 g
Meglumine .........cccoe.e. 0,976 g

Nubc cét pha ti8m vira 4 10 ml

*Gadoteric acid: 1a phic cht clia gadolinium va 1,4,7,10-tetraazacyclododecane-N,N',N",N"
-"tetraacetic acid"

Néng db trong thubc cén quang: 0.5 mmol/mL

DANG BAO CHE

Dung dich ti®m ch(a trong lg.

Dung dich thudc trong, khdng mau hodic c6 mau vang nhat.
Nfng @b Osmol: 1350 mOsm.kg*

D8 nhét &20°C: 3,2 mPa.s

DO nhét &37°C: 2,0 mPa.s _

pH: 6,5 @n 8,0. /

CHU SO HOU GIAY PHEP LUU HANH & NUOC SO TAI
Guerbet | &

BP 57400

95943 ROISSY CDG CEDEX - Phéap

NHA SAN XUAT

Guerbet | &

16-24 RUE JEAN CHAPTAL

93600 AULNAY-SOUS-BOIS

CAC DAC TINH DUQC LY

Pac tinh duoce luc hoc

Nhém didu tri duge If: thubc can quang thufin ti diing @8 chup cing hubing ' MR,

ma ATC:V08 CA02

Acid gadoteric c6 d%c tinh thufin tir cho phép t&ing @6 tuong phan trong chup cdng hudng tir.
Chét ndy khéing c6 hoat tinh dubt lut hoc ndo 8%c biét va kha tro'v8 mit sinh hoc

Dac tinh dubc aéng hoc

Sau khi tiém tinh mach, acid gadoteric phan b8 chi yu & dich ngoai t8 bao. ThuBc kh8ng lién k&t
véi albumin huy8t tuohg va khéng qua dutic hang rdo méu ndo & ngudi khde manh.

O bénh nhén cé chiic ndng thén binh thuding, thi gian ban thii trong huyét tuong khodng 90
phat. Acid gadoteric dugc thai trif nguy@n dang qua loc clu than

o} nhiing bénh nhéin suy thén, qué trinh thanh thai khdi huydt tuong bi chim lai.

Chl m@t lugng nhd acid gadoteric bai tiét dupc vao sifa me va di qua dugt nhau thai.

CHi DINH DIEU TR

ThuBc nay chi diing cho muc dich chn doan.
Dlng trong chup ¢dng hudng ti' (MRI) ad chﬁn doéan céc trubng hop:
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* Bénhly &'nédo, tly sbng
* Chyp bénh Iy cft sbng
* Céc trudhg hop bénh If toan co'thé khéc (ba¢ gbm ca chup mach méu).
LIEU LUONG VA CACH DUNG
Liéu dung
Lidu khuy8n c4o 1a 0,1 mmol/kg, tdc 12 0,2 mL/kg, &ngudi I6n, trd em va trd so'sinh.
Trong chup mach méu, liéu diing tily thuic vao k8t qua thdm kham, cé thé tidm thém lidu the: hai
trong cdng mot 18n chyp ndu cén thiét.
Trong mét s8 trudng hop c4 biét, vi dy nhu'dé khang djnh di cin phén 18p hodc oé phéat hién u
mang néo tly mém, ¢ th# tiém th&m lidu thi hai 0,2 mmol/kg.
Cach dung
Chi dugt tiém thuBc theo Bubing finh mach c6 kibm soét véi tBe 86 tiém 1-2 mi/gidy.
Thuéc dugt dung theo loai quy trinh va thyc hanh 1Am sang tai cac b&nh vién bdi cac bac s§.
Do thidu céc nghién cdu v8 tuong ky, khdng ndn trdn thubce v6i cac thubce khac (xin xem muc
Tuong ky)
Si'dung thudc trén céac @bl tupng bénh nhéin ddc biét
Chi khuy8n ding Dotarem cho cac b&nh nhén suy thdn nZng (GFR < 30 mL/phat/1,73m?) va cac
bénh nhan dang trong thdi ky ghép gan sau khi 83 cn nhic k¥ Igi ich/nguy co gap phai va chi
diing thudc trong trudhg hgp thding tin chén doén Ia rt cén thidt song khéng tién hanh duge theo
céc phubhg phép chyp cfng hudng tif khSng ting tubhg phdn (xem thém Luu § va théin trong
d@ic biét khi sirdung). N&u cén thidt phai strdung Dotarem, khéng n8n vugt qua mit liéu
0.1mmol/kg cAn ngng co'thd. Khbng vugt qué 1 Ifu cho 1 14n chyp. Do chua cé ali thiing tin v&
li8u 13p lai, khBng dibu trj nhXc lai véi Dotarem khi khodng céch gitia hai 1An tiém dubi 7 ngay.

h h n i

O'trd so'sinh tiy 4 tuﬁn tuél tré xuﬁng va tré dudi 1 n&m tudi, chiic n'.ﬁng th&n chua hoan thién, do
vy chi sirdung Dotarem tr8n céc b&nh nhan nay sau khi da cAn nhic thén trong, va lifu ding
khong vugt qua 0,1 mmol/kg cln ngng co thé. Khoing diing qué 1 1i8u/ 18n chyp. Do chua c6 di
thBng tin va lidu IEp lai, khdng tiém Dotarem I3p lai ndu khodng céch gilia hai 14n tiém khdng dd
tBi thidu 7 ngay

Khéng khuy8n co chi dinh Dotarem trong chyp mach cho trd em duii 18 tudi do chua cé ab d
ligu v@ tinh an toan va hiéu qué cla chi dinh ndy. '
Khong cén phai hidu chinh liu cho a8i tugng bnh nhéin nay. Cén than trong khi diing thudc cho
nguidi cao tubi (xem thém Luu § va théin trong d¥c biét khi si'dung)

CHONG CHIDINH

B@nh nhén cb tiin s{r qua mén véi vai acid gadoteric holic cht can quang gadolinium ho3c véi
meglumine.

LUU Y VA THAN TRONG DAC BIET KHI SUDUNG

Chi duot tidm thubc theo dudhg tiém finh mach.

Kh8ng tiém acid gadoteric theo dudhg dudi mang nhén (hay ngodi mang cing)

Luu ¢ vé kha nding xay ra phan (ing quéa mén khdng phu thudc vao Iiéu ding.

anh bao dic hiﬂ:

Tat ca céc thube can quang chup cdng hubhg tircé thé gly ra céc phan dng qui mén & mc 88
nhe ho#c nding, ho#c c6 thé de doa mang sBng. Céc phén (ing qué mén nay cé thé Ia phan (ing
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di (ng (khi trém trong co thé thanh cac phan (ing phan v&) hodic khong dj (hg. Cac phﬁn ung

nayr cb th8 x3 xay ra tdc thi (trong vong 60 phut) hodc cham (co thé sau tdi 7 ngay). Cac phan ung

phan vé x%y ra ngay I&p tdc va cd thét gﬁy t vong Céc phan (ng qua man nay khong phy thudc

liu dung, cb thé x&y ra ngay sau liéu ddu tién, va thubhg khdng thd dy' doén trudk.

Nguy co' quéa mén khi tiém bt ki 1i8u nao. Cén chuén bi s&n céc thibt bj hdi siic cAp ciiu phéng

nguy co g&p phan (ng nang.

Bénh nhén @4 tiing c6 tién si’phan (ing trong nhiing 14n si’ dung c4c thubc can quang chyp cfng

huidng ti'chia gadolinium, s& ting nguy co gap lai phan ting trong nhiing I4n diing tiép theo cla
cling mdt thudc, hodc thudc khéc, va dugt x8p vao nhém bénh nhén ¢ nguy co cao.

Tiém acid gadoteric cb thé 1am n&ng hon bénh hen san cé. O'cac b&nh nhén bj hen khdng dugc

kidm sokt, chi quydt dinh diing acid gadoteric sau khi @& danh gid can thdn ty 18 Igi ich va nguy co:

Véi céc thuBc can quang cb chia iod, phan (ng qué m&n c6 thd kh diu tri hon & nhiing banh

nhén diing thuc chen beta, @c bidt 1A nhiing ngudi m&c bénh hen. Céc phan (ing qua mén &

nhiing b&nh nhéin ndy khé c6 thd didu tri théng thuding bing thuBc kich thich beta

Thén trong khi si’'dung:

Qua mén véi cac tac nhén can quang diing trong chup cdng hudng ti’ MRI:

Trudc khi tham kham:

s X&c djnh cac abi tuong b@nh nhén ¢6 nguy co’cao bang cich sang loc k tifn s& bénh Iy

e Cac thubc corticosteroid va khang histamine H1 dugt dung lam thube du phdng cho céc
b&nh nhén cb nguy co cao gap phan (ng qué man (nhihg b&nh nhén 84 cb tién st qua mén
véi céc thuBe can quang). Song céc thuBc nay cung kh8ng ngin ngia dugc tién trién clia
shock phan v& niing hodic shock phan vé gy tii vong

Trong qua trinh tham kham:

» Dam bdo giam sét y t& chit ché.

o M0 s&n mét dubhg truy8n finh mach,

Sau khi tham kham:

+ Sau khi ding thubc c&n quang, b8nh nhén phéi AuQE theo dBi trong t thidu 30 phit, vi phdn
I6n céc phan (hg phu nghiém trong thudng xay ra trong khoang thoi gian nay

« B&nh nhén phai dugc cAnh bao vé kha nang xay ra cac phan dng mudn (cé th® xay ra 7 ngay
sau khi duing thuﬁc}()(em thém muc Céc thc dung khéng mong muﬁn)

Diing thube cho bénh nhiin suy thin:

Tt ca céc bénh nhn trudc khi sif dung Dotarem &8u phai duot ki®m tra sang loc i loan chiic

nang thén bing xét nghiém.

Da cb bao céo v8 benh xo héa toan than do than (NSF) lign quan d&n viéc si dung mét sb thubc

cén quang c6 chiia gadolinium & cac b&nh nhén suy thén cp hodc man tfnh thé nﬁng (GFR <

30mL/phit/1.72m". Céc b§nh nhén ghép gan gap nguy co dgc biét cao do ty I8 méc suy thén

cép cao & nhdm bénh nhén nay. Do kha nang gap NSF khi diing Dotarem, chi dubic chi dinh
thudc cho cac b&nh nhan suy thén niing va cac bénh nhén dang trong thoi ky phéu thuét ghep
gan sau khi da danh g,a ky nguy cojlgi ich dem lai, va chi su’dung khi kat qua chéan doan |a rat
can thist ma khong thé tién hanh phuohg phap chup cong hu’ong i khdng tang tu’ohg phan.
Thém phén mé&u ngay sau khi tiém Dotarem c& thé loai bé duoc thuBc ra khdi co'th®. Khéng co
bang chiing ndo cho thay vide tham phén méu gilp phdng tranh hoac didu tri dugc b@nh NSF
cho cac bénh nhén.
Chi nén chi dinh Dotarem cho tré so'sinh t'4 tufin tudi trd xudng va tré nho dudi 1 nm tudi sau
khi @& cén nhic ky Iudng Igi ich/ nguy co..
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(vdsasinh va tré nhd, 1du cln thidt phai dutt tiém bang tay.

Tuyvéo luong acid gadoteric tiém vao benh nhi, c6 thé s dung lo thubc acid gadoteric va 8ng
tiém dng mt Ién véi thé tich phi hgp a6 thé tich tiém chinh xéc hon.

) ho uo? cao tubi

dbénh nhén cao :u6| chlic n@ng thanh thai acid gadoteric co thé bi glam sat, do a6 cén tién
hinh kiém tra sang Ioc chic nﬁng thén cho nhiing b&nh nhén tU'65 tUéI trg 18n.

Cacthm:chqn beta giao cém, cac thuéc vén mach, céac thube e ché men chuyén, thubc abi
Mmthunﬁangiotensm iI: khi dung dﬁng thoi, cac thube nay bi giam hidu qua bu tim mach
trong céc trubing holp rdi loan huyét 4 ap. Thong béo cho béc s§ chyp X-quang trutc khi tiém céc
phic gadolinium, va cin chulin bj sin céc thidt bj hdi st cAp clu.

TUONG TAC THUOC VA CAC TUONG TAC KHAC

Titing t4c véi cc thudic khéc chua dugc béo céo. Céc nghién cGu chinh that v8 tuong tac thudc
chiia B tén hanh.

DUNG THUOC CHO PHU NU CO THAI VA' CHO CON B0

Phu nif i

Hién chua c6 dir 1iu v& viéc sif dung acid gadoteric & phy nimang thai. Cac nghién cliu trén
ﬁrgvﬁ!khﬁng chi ré ﬂm;t tac 89ng c6 hai truc tiép hotc gian tiép lién quan aén @dc tinh trén
qualrinh sinh san. Khdng sU' dung Dotarem cha phy n'cé thai tri khi tinh trang clia bénh nhén
ra‘éw@lphal dung acid gadoteric.

Phunicho con bia 1

Chimt ighg rat nhd céc thudc can quang chifa gadolinium dugc bai tiét vao siia me. O'lidu
@But, tén i8u khdng cb anh hudng nio clia thubc I8n tré b me vi thubc bai tiét rAt it vao siia
v hip thu kém & rut. Quydt dinh tam ditng hay ti8p tuc cho con b( trong vong 24 gid sau khi
tiém Dotarem Ia tly thuOc bac sy va ngudt me.

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Hiénvén chua nghi@n cGu v8 anh hudng clia thuBc 18n kha nZng 4i xe v vAn hanh may méc

TAC DUNG KHONG MONG MUON

Tiong cac nghién ciu 14m sang trén 1941 bénh nhan, 3,6% s6 bénh nhan gap phai cac tdc dung
phy én quan @8n vidc tiém Dotarem, tac dung phy thudhg gip nhét 1a cdm giéc dau budt & noi

témvé bubn néin.
Céctéc dyng phy lién quan d@@n viéc sii dyng Dotarem thudng & mic nhe d&n trung binh, va chi
thoang qua.

Tmngsu&lthéfi gian ti@n hanh thi’ nghiém I1am séng, quan sat 1hﬁy tac dung khding mong mubn
xéy rar%lphé bién 1a dau 8u va dj cdm (>1/10), xdy ra phé bién I buén nBn, nén va phén ang
ién davidy nhu’ phéat ban va ngda (>1/100 &n <1/10)

Cactac dyng phy thutng giip nh'ﬁt do tidm Dotarem dugtc bao cao k8 tif khi Iiu hanh bao gbm
bubnnon, nbin, ngia, va cac phan Gng quéa mén.

Phn Gng qué mAn g&p nhidu nhAt 1a ban da, cb thé 1a ban da tai chB, ban da difn réng hoc
toén thén. Cae phén (ing ndy thuding xuAt hién tc thi (trong khi tiém hodc trén 1 gid'sau khi bat
ghutiém), 6i khi muBn (i 1 gid’ @8n vai ngdy sau khi tiém), sau dé xult hidn dubi dang phan
ung phu trén da.
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Cac phan (ing tdc thi bao gém m$l hodic mt vai cac phan ing xay ra @ng thdi hodc k& tiép
nhau, lhu’o‘ng bao gbm céac phan u‘ng trén da, rbi loan hé hp hoac/vé rdi loan tim mach, 36

co thé la cac triéu chu’ng ban d4u cla tinh trang shock ddi khi c6 the géy tl'vong.

Mt so ca néng lé méc xo hba toan théan do thén (NSF) da dupt bao céo lidn quan dén Dotarem,
héu hét adu xay ra & céc bénh nhén dung thudc phdi hop v6i céc thudc cén quang ¢b chda
gadolinium khac (xem muc Luu ¥ va thﬁn trong dac blﬁt khi su’ dung)

Cac tac dung phu dugc trinh bay theo h& cd quan trong co thé va theo tdn suft phén thanh céac
loai sau: rat hay gap (=1/10), hay gap ( 21!100c‘ién <1/10), it gap (=1/1 000 dén <1/100), hi&m
g%p (>1/10 000 8&n <1/1000), rat hidm g3p (<1/10 000), chua xac dinh dugr tan suft (chua ube
tinh dugt dya trén céc dir lidu hidn cb). Cac tAn sullt nay rit ra tir di lidu clia céc nghién clu tidn

hanh trén 82 103 bénh nhan.
Co quan he thbng Tan sult: Tac dung khdng mong mudn
ROi loan h§ mi@n djch Khng pho bidn: qua mn, phan ng phan v&, phan ding kiéu
phan vé
R6i loan tAm thén Hiém gZp: bbi rdi, lo 4u
Ri loan hd thin kinh RA&t phd bidn: dj cim, dau 3du

Hiém gZp: rdi loan vi gi4c
Rt him gp: hén mé, co giét, nght, xiu, dau d4u, chéng mit,
r8i loan kh(u giac, rdng minh.

R&i loan v& mit RAt him gZip: viem mang k&, xung huydt mét, nhin md; tang tiét
nubc mit, phi mi mét.

—

R&i loan tim R4t hidm g3p: ngling tim, ch@m nhijp tim, nhjp tim nhanh, loan
nhip tim, @4nh trBng nguc

Ri loan mach RAt hiém g3ip: tyt huydt ap, ting huydt ap, gian mach, xanh xao

R&i loan h6 hap, nguc va R&t hiém g3p: ngiing thd, phii phi, co thét phé quan, co thit

trung thét thanh quan, khé thd, xung huy&t mi, hit hoi, ho, kh8 hong, phi
ving hdu hong

ROi loan h tiéu hoa Ph8 bién: budn ndn, nbn

RAt hiém gap: tiéu chay, dau bung, tidt nudc bot lidn tyc

Rdi loan da va cac md dubi Phd bién: ng(a, ban d6, phat ban

da Hi&ém gap: may day, nhiu md héi

RAt hiém gZip: eczema, phi mach thén kinh

Tan suét chua x4c djnh: xo hba toan thin do thén (NSF)

R6i loan co xuong va mé lién | RAt hiém giip: xo héa g, nhugt ¢o, dau lung

két

Céc rbi loan toan than va rbi | Pho bign: cAm gidc néng, cam giéc lanh, dau ndi tiém

loan tai nai tiém RAt hiém gip: mét mdi, dau ngyrc, khé chiju & ngyc, sbt rét run,
phi mat, suy nhutic, cam giac lanh, khé chju tai noi tiém, phi &
nai tiém, thoat mach tai noi tiém, viém sau khi thoat mach, hoai
tlr sau khi thoat mach tai ndi tiém, viém tinh mach huy8t khdi
ndng

Xét nghiém R4t hiém g&ip: ndng dé oxy bao hoa thép

Céc tac dyng phy sau dugc béo céo cho céc thubc can quang tiém tinh mach khéc ddng trong
chup cbng huding tix va do @6 c6 thé xdy ra sau khi tiém Dotarem:
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Co'quan hé thdng Tac dyng khéng mong mubn

Ri loan mau va h§ bach huyét Tan huyét

RS loan tAm than Tinh trang hdn loan

Rbi loan thj giéc Mét thj gi4c thoang qua, au mét

RBi logn tai va tai trong U tai, dau tai

R&i loan hd hlp, ngyc va trung that | Hen

R&i loan hé tiéu hoéa Kh® miéng

RBi loan da va cac mé dubi da Bong nudc & da

R&i loan thén va dudng tidt niéu Tibu ft, hoai t('dng thén, suy than cap

Xét nghiém Kéo dai khodng PR trén dién tdm db, nbng dé sit huybt
thanh cao, nﬁng @d bilirubin huyét thanh cao, nﬁng ao
ferritin cao, chat nZng gan bét thudng.

Céac phan (ing phu & tre em

Hi&m g&p c4c phan (ing phu lién quan @8n viéc sirdung Dotarem trén tré. Tinh cht cac tac dung
phu dugt du doan I3 tuong ty' nhu’ & ngubi trudng thanh. Tac dung phy khi xay ra 6 tré em thudhng
kh&ng nghi@m trong nhu & ngudi 18n.

Théng béo cho béc sy didu trj v8 céc tac dung khéng mong mudn giip phai khi strdung thubc.
Qua liéu

Chura cb béo co ndo vé finh trang qué liu.

Sau khi tiém & li8u rét cao, dich va dién gidi mAt & phai dugc bl lai bing bi®n phap bl nudc
thich hglp.

Cén theo ddi chiic nang than trong tbi thibu 3 ngay.

Dotarem cé thé loai bd dugc biing bién ph&p thAm phén méu. Tuy nhién, khéng cb bang ching
ndo cho théy thém phéin méau la bién phép phu hgp aé phdng nglia chiing xd héa todn thén do
b&nh th@n (NSF).

TUONG KY

Do thifu cac nghién clu v tudng ky, Khdng nén trdn thubce véi chc thubc khac.

HAN DUNG

3 ndm k& tir ngay san xuét.

Thubc ding mdt Idn, Dotarem 13 thubc diing mt li6u cho mdt bénh nhén, loai bo phén thubc con
du'néu khbng dong hét sau khi mé nép.

LUU Y DAC BIET KHI BAO QUAN

B4o quén & nhiét 46 khdng qué 30°C

D4 xa tm v61 clia tré nhd.

TINH CHAT VA DUNG LUQNG BAO Bi

Hop carton ¢ chiia 1l thubc dung tich 10, 15 hodc 20 mi, 1am bing thily tinh loai Il, déng chat
bing n&p cb niit cao su 3an héi.

LUU ¥ DAC BIET KHI HUY THUGC VA CAC LUU ¥ KHAC

Tach phﬁn nh&n theo ddi va dan vao hd so b&nh nhén dé cd the Iuu chinh xéc thdng tin Ve i16
thudc can quang gadolinium da ding. Thﬁng tin vé liéu dang cling nén dugcluu lai.

Chuén bi mdt xi lanh kém kim ti@m. Théo bo vong nhua. V@ sinh sach ndGt lo b&ng gidy tAm cBn,
diing kim tiém @am qua nit Ig rit mt Iughg thubc ad diing cho mdt I4n chup va tiém thubc theo
dudng finh mach.

Lugng thubc thia phai dugc hiy bd theo khuy8n cao x{ Iy chét thai yéu cAu tai dia phuong.

IS2100VNO2



