QS

?erp‘tihuoc com/

2 Ultrawst 300

BAYER
E
R

Thinbphia.

Hoat chit:

Ultravist 300 : Iml chia 0,623 g iopromide (trong duong véi 300mg iodine)
Ultravist 370 : Iml chira 0,76% g iopromide (trong dwong véi 370mg iodine)
trong dung dich giéng nude

Ta dugre:

Calci dinatri edetat, tromethamine, acid hydrochlorid (44 didu chinh pH), auéc
pha tlem

Dung d]Ch de tiém /tiém truyén
Dung dich trong suot khdng mau td¢i mau vang nhat.

Thuoc ch1 dung voi muc dich chén doan .

Ultravist 300/370: 5t dung theo dudng tinh mach hofic bom véo céic khoang
cua co the,

Thudc ¢b tac dyng Hm ting tuong phan trong, chup Lat Iop di¢n todn (CT), chup
X quang ddng mach va tinh mach, chup mach méu sé hoa xoa nén (DSA), chup
hé nigu qua tinh mach (UIV), chyp mjt tuy nguge dong (ERCP), chyp X quang
khop goi, va chup cac khoang khac cua co thé.

Ultravist 370: dic biét dung trong chup X quang mach méu tim
Khéng st dung Ultravist 300 va 370 d& chup néi tuy séng
Lidu llrgng vi céch dimg

Thing tm chung
Thuébc can quang duge lam nong hang nhigt 46 co thé trude khi sit dung c6 tic
dung dung nap tét hon va tiém dé dang hon vi giam bt duge d6 nhdt cia thude.

Théng tin thém vé huéng dén sir dung xin xem muc “Hudng dén sir dung”
Liéu lhrong quy dinh
Liéu lupng sit dung theo durong tinh mgch

Nén diéu chinh lidu diing theo tudi tc, cin ning,vAn dé lam sang va k thujt
tién hanh thi thujt.

Lidu dimg duoi day chi I3 lidu ding thong thuéng dugc khuyén ding cho nguoi
lon véi ean ning trung binh 13 70kg. Li€u dung dugc st dung cho 1 lan tiém
hoidc tinh theo kg cin ning co thé cilia bénh nhén:
Néi chung, lidu ding dén 1,5 g iodine cho mdi kg cn ning dugc dung nap tbt,
Liéu khuyén ding cho 1 14n tiém:
» Chup mach mdu thong thuong

> Chup quai ddng mach chi

> Chup ddng mach lya chen

> Chup d6ng mach chi nguc

50 - 80 ml Ultravist 300
6 - 15 ml Ultravist 300
50 - 80 ml Ultravist 300/370

> Chup d6ng mach cht bung 40 - 60 m! Ultravist 300
o Chup céc dong mach khac:
Chi trén 8 - 12 ml Ultravist 300
Chi dudi 20 - 30 m] Ultravist 300
> Chyp Xquang mach mau tim:
Tam that 40 - 60 m! Ultravist 370
Chup mach vanh 5 - 8 ml Ultravist 370
> Chup X quang tinh mach
Chi trén 15 - 30 ml Ultravist 300
Chi dudi 30 - 60 ml Ultravist 300

#» Chup mach mén sb hoa x0a nén qua finh mach

Tiém bolus tinh mach v&i liéu 30 - 60 mi Ultravist 300 hay 370 (té¢ 49 tiém
8-12 ml/gidy khi tiém finh mach cang tay; 1012 ml/glay khi tiém thing vio
tinh mach chw), thudmg dugce chi dinh trong trudng hep can lam nbi bt d6 can
quang & céc mach miu lon. Luong thubc cn quang duy tri trong tinh mach ¢6
thé gidm xubng va sir dyng d¢ chin dodn bing cach tiém bolus tinh mach dung
dich sodium chloride ding tnrong ngay san dé.

Liéu dang d6i vi ngudi 16n: 30 — 60ml Ultravist 300/ 370

» Chup cét 16p dién toan

Trong m«mghvpeo the, nén truyén bolus tinh mach Ultravist, thidng méy tiém
truyen du'crc sir dung nhidu hon. Chi cho trudmg hop chup cht lop chém, chi nira
téng lidu nén tiém bolus tinh mach va phin con lai tiém trong vong 2-6 phit de
dam béo mie d6 trong mdu tuong i khong thay ddi mic di mic do khong dén
mire tHi da,

Khi chup cit 1&p (CT) xofn trong k§ thuat mbt day, dac b1¢t trong ky thudt da
diy, co the nhanh chong bom mét thé tich 1ém trong mdi lin nin thé. D& ting
hiéu qua tbt nhat ciia vide tigm bolus tinh mach (80 - 150 ml) Ultravist 300 trong
khu vire dich (dinh, thét gian va giai doan ting cudmg can quang), phai nén sit
dung méy bom trr déng va theo doi bolus.

& Chyp CT toan than :
Trong chup cit 16p dién todn toan thén, liéu thube can quang cin thit va tbc do
tiém truyén phu thude vao bd phin cin khao sat, vin d& cin chin doan vi dic
biét 1a thai gian scan va tai tao anh khac nhau cla cdc may scan sir dung,.

[ Chup CT so ndo:
Ngudi lon:
Ultravist 300 : 1,0 - tm da 2,0 ml/kg thé trong
Ultravist 370 : 1,0 — t&i da 1,5 ml/kg thé trong

» Chup hé niéu qua tinh mach
Do kha nfing ¢6 d§c v& mil sinh 1 ciia cac vi ciu vin chura trudng thanh kém
cha than tré cm dot hoi liéu thudc can quang phai trong déi cao.

Liéu ding dudi day duge khuyén dung
Tré so sinh:1,2g Vkg trong hrgng co thé = 4,0 mlke rong hrong co thé Ultravist 300

(duoi 1 thing) = 3,2 mUkg trong lugng co thé Ultravist 370

Tré nho: 1,0g U'kg trong luong co thé=3,0 ml/kg trong lugng co thé Ultravist 300
(tir | théng dén 2 tudi)=2,7 ml/kg trong lugng co thé Ultravist 370

Tre em:0,5g Vkg trong lugng co thé= 1,5 mbkg trong luong co thé Ultravist 300
(2 dén 11 tudi) = 1,4 ml/kg trong lugng co thé Ultravist 370

Thanh thifu nién 0,3g Vkg trong hugng co thé = 1.0 mVkg trong lugng cor thé Ultravist 300

va ngudi lén: 0,3g I/kg trong lugng co thé = 1,0 ml/kg trong luong co the Ultravist 300
=0,8 ml/kg trong lugng co thé Ultravist 370

v ¢0 thé tang lidu & ngudi 16n néu cAntrong nhitng chi dinh dic biét.

» Thoi gian chup phim :

Khi tiém mét lugng Ultravist 300/370 theo liéu khuyén ding néu trén trong thoi
gian tir 1-2 phat, do can quang & nhu mé than thudng cao trong vong tir 3-5
phut, & bé than véi du'ong niéu tir 8-15 phit sau khi bit diu tiém, Thoi gian sém
hon d6i véi ngudi tré va thoi gian mudn hon ddi véi bénh nhin lom tudi.

Thong thuomg nén chyp phim dfu tién s6m, khodng 2 phuit sau khi tiém thuoc
cin quang. O nhil nhi, tré nho va bénh nhan bi suy thin thi nhimg phim vé sau
cb thé thay ré dudng niéu.

Lidu diing khi chyp cic kheang trong co thé:
Trong khi tiém dé chyp can quang khop xreng, tr cung — voi tnrng va chup
mét, tuy nguoc dong (ERCP), nén kiém soat viée tiém thudc can quang bang
phép soi huynh quang.
» Lleu khuyen ding cho mét l4n chyp:
Liéu dimg c6 thé khic nhau phy thude vao t:um tac, cAn ning va thé trang cla
bénh nhan. N6 cling phu thugc vio céc van dé lam sang, ky thuét chup va
ving chup. Duéi ddy 14 liu ding trung binh dbi véi ngudi 16n binh thémeg:

» Chup cin quang cac khép:
5 -15 ml Ultravist 300/370

» ERCP: Phy thuc ndi chung vao vén d& tam sang va kich thudc ciia cdu tric
cén chyp hinh.

» Cac chi dinh khac: Phu thude néi chung vao vin d2 1am sang va kich thuéce
clia cAu trivc cin chyp hinh.

Thong tin thém trén cde dan sé djc bigt

» Tré so sinh (duoi | lhang) vé tré nho (1 théng -2 tum)

Tré nho (duai 1 tudi) va dac bigt 1a tré so sinh rat dé bi mét can bang dién giai
va rbi loan huyét déng. Do d6 cén cha y dén: lidu dung cia thubc can quang,
quy trinh k¥ thuit thyc hién trong chup Xquang va tinh trang bgnh nhéan.

p Ngudi gid (1 65 tudi trds 1én)

Mot nghin ciry 1dm sang cho théy khéng co sy khéc bit vé duge ddng hoc coa
iopromide glua ngudi gia (ttr 65 tum 1rdr 1én) v céc bénh nhén it tuéi hon. Do
dé, khong ¢6 khuyén céo dic bigt di voi hiéu chinh lidu cho ngudi gia ngoai
chc phén khac trong myc “Liéu lueng quy dinh™.

Bénh nhan suy giam chic ning gan
Chire néng gan bj suy giam khong anh huong dén sy thai trir cia iopromide, chi

c6 2% lleu dimg dugc thai trir qua phan va mpmmlde khéng bj chuyén héa.
Khong cén hi¢u chinh lidu & bénh nhén suy giam chitc ning gan.

Bénh nhin suy gidm ehie ning thin

Do iopromide thai trir hiu nhu hodn toan qua thin dudi dang khong dbi, sy thai
trir cia iopromide bi kéo dai & bénh nhan suy thin, D& gidm npuy co 1am than
suy néng thém do thube can quang & b¥nh nhin di ¢ suy than tnrée, nén sir
dung lidu thap nhét ¢é thé & céc bénh nhan niy (xem thém phiin “Céc canh bao
déc biét va thin trong kh1 sir dung” va “Bic tinh dugc ddng hoc™).

Ching chi djnk .
Khéng c6 chéng chi dmh tuyct dm vcn viéc sir dung Ultravnst
Thén treng va cﬁnh_" 0.

Dbi véi the ca moi chi dmh

» Phan i) lmg qua mén
Ultravist ¢6 thé lién quan &én cac phan (g phan v& / qua min hojc phan img
dac img v&i céc bidu hign trén tim mach, hd hip va da.

Cac phan img glong nhu dj émg thay déi tir mirc do nhe dén ning, ké casbe co
thé xay ra (xem phan “Céc tac dung khéng mong muon") Hau hét cic phin img
Xay ra trong vong 30 phut sau khi ding. Tuy nhién, cic phan tmg cling c6 thé
xay ra mufn (sau vai gio dén vai ngay).
Nguy co xay ra cac phi‘m l'mg qué man cao hon trong céc trwdmg hop sau:

t-di tu‘ng 6 phin @ g véi thudc can quang

& tién sit hen phé quan hoic cac rdi loan di v ung khac

Vige dinh gla glua nguy co valgiichla rat cin thiét 461 voi nhung bénh nhin
cd tlen st man cam vdi Ultravist hodc ba.t ki thanh phin nio ciia Ultravist, hodc
c6 tién sir phan (mg qui mé.n d6i vori bat ky loai thube cin quang 6 chira i- -6t
nio truée do béi nd co thé 1am ting nguy co phan ing qué min (bao gdm ca
nhitng phan tng nghi€m trong).

Tuy nhién, nhimg phan g nay ¢ ban chét khong thuong xuyén va khé dy
doédn.

Benh nhén d3 tmg gip cac phén (mg nhir vay khi sit dung ¢4 thude chen beta
co thé dé khang lai thc dyng digu tri cla céc thudc chil van beta (xem them phan
“Tuang thc véi cic thudc khac va céc dang trong thc khac™).

Trong phén img qué min ning, bénh nhén c6 cic bénh tim mach thudng cé
nguy co gap phai hiu qua nghiém trong hon, tham chi tir vong.

Do khé nang xay ra cdc phan {mg qua man ning sau khi ding, nén theo doi bénh
nhin sau khi sir dung thudc.

Cin chun bi sfin sing cic phirong tign cdp ciru cho tit ca bénh nhan.

C bénh nhén c6 nguy co cao xay ra cac phan ing glong dj g cép tinh, bénh
nhén c6 tién sit mic phan ng dj ung cap tinh, hen phé quan hoic di & img & mirc

df trung binh hojc ning, cin dirge diéu trf thude, nén cin nhic voi ché d¢ didu
tri trrdie véi corticosteroid.

» R01 {oan churc nang tuyén gidp

Cén dic biét danh gia thin trong nguy co/l¢i ich trén nhung bénh nhén biét hojc
nghl ngo b ting ning myén glap hay budu gidp, vi thudc can quang cd chira i-
ot co the gdy nén tinh trang cuong giap va con dgc gidp & nhimg bénh nhan nay.
Viée kiém tra chiic nang tuyen g1ap trwde khi sir dung Ultravist v&/ hoiic thubc
ngira e ché tuyén glap co the nén cin nhéc dbi véi nhimg tnrémg hop c6 hosic
nghi ngd co tang nang tuyen giap.

0 tré so sinh, dic biét 13 tré thiéu thang, 43 img phm nhidm véi Ultrawst hodc
qua ngudi me trong théi ky mang thai hoic trong glal doan so sinh, thi cin theo
ddi chirc niing tuyén glap do sy phm nhlem qua mifc véi iodine cb thé gy ra hoi
ching thidu ning tuyén gidp, cé thé cin phai didu trf.

B Réi loan thin kinh trung wong

Nguy co gap cac blen chung thén kinh ¢6 lién quan dén Ultravist ting ién & cac
bénh nhén cé céc rbi loan thin kinh trung womg. Bién ch\mg thén kinh thudmg
glp hon & cac bénh nhin chup X-quang mach ndo va cac thi thuit lién quan.
Cén thdn trong trong céc tinh trang trong d6 ngudng déng kinh c6 thé giam nhy
bénh nhin cé tién st dong kinh va sit dyng d6ng thdi mdt s6 thude.

Cac yeu té 1am | tAng tinh thim cia thube qua hAng a0 mau no s¢ 1am ting kha
néng vén chuyen ctia thuéc can quang vao moé ndo, cd thé din dén cic phan g
trén hé than kinh trung uong.

» Truyen nudc

Cén dam bao cho thém da mot lrong nuedie trude va sau khi st dung Ultravist
ding qua dudng tinh mych vi tiém trong bao d& han ché tdi da nguy co de tinh
irén thén do thudc can quang (xem thém muc “Sir dung céc thudc theo du(mg
tinh mach” — “Suy giam chirc ning than”) Diéu nay dic b|¢t ap dyng vdi bg:nh
nhan da u tdy, dai thdo dudmg, chimg tiéu nhiéu, chu'ng tidu it, ting acid uric
mau ciing nhwr véi tré so sinh, tré nhi nhi, tré nhd va ngurdi gia.

p Tinh trang lo du

Tinh trang hung phdn lo Au va dau rd rét ¢6 thé lam tiing nguy co céc tic dung
phu hodc lam néng thém cac phan Ung lién quan aén thudc can quang. Cin quan
t4m dén cac bénh nhin nay d¢ giam t6i da tinh trang lo 4u.

b Kiém tra truedre khi sir dung

Khéng khuyen cdo klem tra d nhay cam v6i thudc trude khi sir dung bang cach
dung mit lidu nhd thudc can quang do diéu nay khong ¢ gla tri dy dodn. Hon_
nita, chinh test kidm tra 6 nhay cam ciing co thé din dén céc phan {mg qua mén
nghiém trong, thdm chi tir vong.

Sir dyng theo durdmg tinh mach:
» Suy chirc ning thén:
Boe tinh trén thén do thudc can quang, bidu hién thn thwong chic ndng thin
thoang qua, c0 thé xdy ra sau khi tiém Ultravist theo duimg tinh mach. Suy thin
céip tinh ¢6 thé xdy ra trong mét s6 trudng hop.
Cic yéu td nguy co bao gdm:

1> Bénh nhén di co suy chirc ning thén.

b Mt nurée

B Pai thio dudmg.

> Pa u tuy/ paraprotein mau.

o Lidu Ultravist nhic lai va/holic cao.

T4t ca nhitng bénh nhan sit dung Ultravist phai ddm bao dige thim nwde diy
da.

Bénh nhin dang loc mav, néu khong c6 chirc néing thén con lai, thi co thé s
dung Ultravist cho thi thudt chup Xquang boi thude dwge ddo thai khoi co thé
qua qua trinh loc mau.

» Cic bénh vé tim mach:

Nguy co phat trién cée ddu hiéu lam sang 1ién quan ¢ dén céc thay dbi huyét déng
hioc va loan nhip tim ting 1én & nhiing bénh nhén mac céc bénh tim hodc b¢nh
mach vinh {rim trong.

Sir dung Ultravist theo duomg tinh mach cé thé thiic ddy tinh trang phu phéi cdp
& nhitng bénh nhén suy tim.

» Uiébioa crom: . . .
Bénh nhén c6 v t€ bio wa crdm ¢6 thé ting nguy co phit tnién con cao huy€t 4p.
» Chimg nhuge co nang

Sir dung Ultravist c6 thé lam ting cac triéu ching cha chiing nhugc co ning.

» Bién ¢ thuyén tac mach:

Bic tinh cua cac thubc cin quang khong ¢0 i-on 1 kha ndng gy nhiéu cac chirc
nang sinh Iy thip. Chinh vi didu ndy nén cac thude can quang khong chira i-on
thu'érng it hoat tinh ch("mg ddng trén in vitro hon cac thudc can quang c6 chira
i-on. Ngoa1 thudc can quang, rat nhiéu yeu t8, bao gom c4 théi gian tién hanh
thu thudt, s6 14n tiém truyen, chét 11¢u cna catheter va Xy- -lanh, tinh tra,ng b¢nh 1y
nam an va viée sir dung déng thér cdc thube khac cd the gop phin vio cc bién
6 huyét khm thuyen tac mach. Do vy, khi tién hanh thiy thujt 43t catheter
mach mau, can hru ¥ vén dé nay va dic biét lwu ¥ ¥ trong ky thudt chup Xquang
mach mau va thuong xuyen bom rita catheter voi nuge mudi sinh ly(vm
Heparin néu c6 the) va gidm thiéu thoi gian tién hanh thi thudt 4é gism thi dta
nguy co gy huyét khéi va thuyén tic mach.

Tuwong tic vot céc thuéc khic va céc dgng tmmg tic khic

Céc Biguanide (Metformm) O bénh nhén suy thin cap hoac suy than man
nghiém trong, s thai trir bxguamde co thé b glam dan den tich uy thudc va gay
nhiém toan lactic. Do vigc sir dung Ultravist ¢ thé din dén suy than hodc lam
niing thém bénh suy thén, b¢nh nhén diéu Iri biing metformin c6 thé cb nguy co
cao nhifm toan lactic, d%ic bigt v6i cic bénh nhén trudce ddy da bi suy thén (xem
phin “Céc cinh bio dic bigt va than trong khi sir dung” — “Su dung thubc qua
dudmg finh mach” - “Suy than™).

Interleukin-2: Viéc didu tri Interlenkin-2 tnréc day (dén vai tuln) 1am ting nguy
¢o cdc tac dung ngoai ¥ mudn doi voi Ultravist.

Déng vi phong X3 Vlc;c chén doan va dléu trj cac rdi logn vé tuyen giap bang
phuong phép dong vi phong xa hiréng tuyén glap ¢6 thé bj trdr ngai cho dén vai
tuén sau khi sir dung Ultravist do kha nang hap thu chit phéng xa bj giam
xubng.

Sik dyng & phy uik o6 thai va cho con b ...~

Phu nir 6 thai:

Nhtmg nghién clru ddy du va cé kidm soat t6t chua dvoc tién hanh trén phy nir
¢ thai. Sirdung cac thudc can quang khong chira i-on chua duge chlmg minh
dAy di 14 an todn d6i v&i phy nif co thai. Do véy, néu c6 thé, khong nén tién
hanh chup Xquang trong thivi glan mang thal lgi ich cua viée chyp Xquang, ¢6
hay khéng cé sir dung thudc can quang cin durge can nhéc v&i nhimg nguy co ¢6
theé xay ra.

Céc nghién ciru trén d6ng vét khong cho thiy nhung thc déng co hai dbi vii thai
nghén, sy phét trién ciia bao thai/ phdi thai, qua trinh sinh con va su phét trién
sau sanh sau khi st dung thude can quang khéng chira i-on ¢& chiin dodn trén
con ngro.

Ba me dang cho con bii:

Sur an todn cua Ultravist dbi véi tré bit me chwra duge nghien ctru. Thudc can
guang tiét vio trong sira me 13 rht thép. Sy gy hai ddi véi tré bit me o6 kha nang
khéng xay ra (xem muc “Thén trong v canh bao” — phin “Réi loan chirc aing

tuyén giap”).
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Téc djrig 1én khi ndng 141 xe va vin hinh miy mée

Khéng rd.

Téc dyng ngoai ¥

Tém tit cic dir ligu vé d¢ an toan

Toan bd cac dit lidu vé d6 an toan cua Ultravist dya trén dir lidu thu dugc trong
cac nghlen ctru trrdc khi hru hanh thude trén thi trudmg trén hon 3.900 bénh
nhén vé cc nghién cira sau khi thubc luu hanh trén thj tredng trén hon 74.000
béith nhén, cling nhu dir liéu tr bao cdo tu phdt va y van.

Céc phan img ¢6 hai cha thube thuorng gdp nhit (>4 %) & bénh nhan sir dung
Ultravist 13 dau déu, budn nén va gidin mach.

Cac phan ing co hai nghlem trong khi sit dung Ultravist 14 sbc dang phan vé,
ngimg thd, co thit phé quan, phit hong, phii thanh quén, hen suyén, hén mé,
nhoi méu ndo, dit quy, phi ndo, co gidt, loan nhip tim, ngimg tim, thxeu mau
cye b co tim, nhéi mau co tim, suy tim, nhip tim chdm, tim tai, ha huyét ap,
soc, Kkh thé, phis phdi, suy hé hip va viém phdi hit.

Bang ligt ké cac phin img c6 hai

Nh&ng phfm {tng c6 hai ctia Ultravist duge thé hién rong bang dudi day. Céc
phén ing nay dugc phan logi theo nhém hé co quan. Cac thuét ngit MedDRA
thich hop nhat dugc sir dung &8 mé ta mdt s6 phan mg va nhimg tir #dng nghia
vi nhimg chimg bénh ¢ lién quan.

Céc phén tmg c6 hai cua thudc ghi nhén tir céc thir nghlem lam sang duge phin
loai theo tin suét xdy ra. Cac nhom phén loai quy uéc nhur sau:

hay gap: 21/[00den§ 1/10;

itgg’\p: > l/l.OOOdép<]/]00;

hiém gip: =1/10.000 dén < 1/1.000.

Céc phan 1mg 6 hai chi duoc phat hién trong glal doan gidm sat sau khi dua ra

thj trirong va khong thé wéc tinh dwoe tin suit xay ra, duge xép vao nhém
“khéong ré”

Bang 1: Phén ing c6 hai caa thudc drge biio cde trong cic thir nghi¢m lim
sang va trong gidm sdt sau khi dua ra thj trmimg & bénh nhén sir dung Ultravist.
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a) chi xay ra khi s&r dung theo dwéng tinh mach
Cing vdi céc phan u tmg ¢4 hai ciia thude (ADR) dugc néu ¢ trén, con cé mot 6

ADR sau dugc bao cdo khi sit dung tiém thuoc trong bao: viém ming ndo do
hoa chét va chimg kich thich mang nio véi tan sudt Xy ra khong rd.

Cung véi cac ADR duge néu ¢ trén, con co mdt s6 ADR sau dugc bao céo khi
str dung thubc de ndi soi chup mit tuy nguge dong (ERCP): mirc d6 enzym iy
tang lén va cé thé xay ra viém tyy véi tAn suét khong rd.

Phén 16m céc phan {mg sau khi chyp tiy song hoic dua thubc vao cic khoang co
thé xay ra trong vai gi¢ sau khi ding thuéc.

Luy y: Thong bio cho Bdc si biét cdc tic dyng phy giip phéi trong qud trinh
ding thude.

Sir dyng qui liéu

Ket qua cua nhung nghnen clru vé dide tmh tren dong vat khong cho thay nguy
co gay ngd ddc cap tinh khi st dung Ultravist.

Sir dyng qua lidu Ultravist theo dwdng tinh mach:
Triéu chimg c6 thé bao gdm mét cin bing dich va dién giai, suy than, bién
chimg tim mach va phéi.

Trong trudnag hop vO v xdy ra qua lidu khi st dung thudc theo duimg tinh mach,
cin theo dbi lugng dich, dién gidi va chirc nang thin. Viée didu trg qué hcu nén
huéng dén b trg cac chire ning sbng con cla co thé. Ultravist ¢ thé thim tach
dugc.

Djje tinh dwyc 1§

Cic déc tinh dugre lyc hoc

Chét cén quang c6 trong cong thirc cia Ultravist 1a iopromide, khong ion, cd thé

hoa tan trong nudc, mét dan xuat ciia axit triiodinated isophthalic c6 trong lugng
phén tir 13 791,12, duge ghn két bén vimg v6i iodine dé hap thy tia X-quang.

Tiém iopromid ¢o tic du.ng lam can quang mach méu hogc cédc khoang co thé
theo dwong di cua chit can quang, cho phép quan sét hinh anh cia céc céu triic
bén trong cho 161 khi thuédc giam bot dang ké.

Diic tinh dirge djng hoc

» Thong tin chung
lopromide tic dung & trong co thé gibng nhur cac hop chét wa nuée cao, tro vé
mit sinh hoc, thai trir qua thén {nhw manitol hodc inulin).

» Hip thu va phén bé
Sau khi sit dung qua ducmg tink mach, ndng dé ciia iopromide giam nhanh do
thuoc duoc phin bé vao khoang ngoai bao va sau d¢ théi trir, Tong thé tich phén
bd & trang thai én dinh 12 khoang 16 L ghn trong img véi thé tich khoang ngoai
bao.
Sir gén két protein 1 khéng dang k& (khoang 1%). Khong ¢6 ddu hidu cho thiy
iopromide qua duoc hang rdo mAu ndo con nguyén ven. Cac nghién ciru trén
ddng vat cho thdy mét luwgng nho thudc qua dugc hing rao nhau thai (phét hign
dugc < 0.3 % lieu dung trong phdi thai tho).
Sau khi dira thude vao éng mét vé/hoéc ong tuy bang phuong phip nox soi chup
it tyy nguoc dong (ERCP), cac thuoc can quang c6 chita iod duge hap thu vao
tuan hoan chung va dat nong 4¢ dinh trong huyct twong khoang 1 dén 4 gio sau
khi dung. Nong 46 téi da cia iodine trong huyét thanh sau khi sir dung liéu
trung binh khoang 7,3 g iodine thép hon khoang 40 tin so v&i ndng 46 huyét
thanh téi da dat duge sau khi ding liéu tvong img qua dudng tinh mach.

» Chuyén hoa

Topromide khong bi chuyén hoa.

» Thai trir

Thén gian ban huy cudi ciing ciia iopromide 14 xép xi 2 gid, bit ke lidu ding.
Trong khoang lidu thir nghiém, trung binh 4 thanh thai toan phin cia
iopromide 1a 106 + 12 ml/phat va twong ty v6i d§ thanh thai qua thén 13 102 +
15 ml/phit. Do d6, iopromide thai trir hau hét qua than. Chi cé khoang 2% liéu
dung thai tnr qua phan trong vong 3 ngay.

Khoang 60% liéu ding theo duong tinh mach dugc thai tn¥ qua nude tiéu trong
vong 3 gi&. Trung binh = 93% li€u ding dugce tai hap thu trong vong 12 gid.
Thudce chil yéu dugc thdi trir trong 24 giv.

Sau khi dura thube vio c‘:mg mit va‘hodc ong tuy b'fmg phirong phap ERCP, ndng
49 iodine trong nudc tiéu va cdc nong d6 trong huyét thanh tré vé mure trede khi
dura ligu sau 7 ngay.

» Tuyén tinh/khong tuyén tinh

Céc thong s6 duge dong hoc cla iopromide trén ngudi thay dbi ty 18 thuén véi
lidu ding (nhir Cpar, AUC) hodic phu thude lidu (nhu Vi, tiz).

» Dic didm sir dung thude & cac dan sb bénh nhan dac bigt

> Ngudi gid (tir 65 tudi tro 1én)
Céc bénh nhan & 43 tudi trung nién (49 ~ 64 tudi) va ngudi gia (65 70 tubi),
khéng bj suy giam chire ning thin dang ké, ¢o 4% thanh thai huyel fuong toan
phén trong khoang 74 va 114 ml/phut {nhom tuodi trung nién, trung binh 102
ml/phiit) va trong khoang 72 va 110 ml/phut (nhém ngudi gia, trung binh 89
ml/phut), chi thap hon ngudng ¢ ngudi khoe manh tre moi (88 den 138 ml/phit,
trung binh 106 ml/phiit). Théi gian bin thai trén mbi bénh nhén lin et trong
ungla 1,9-29 gidva1,5-2,7 gio. So sanhvmthmglanbanthm 1,4-2 lgm
& ngudi tinh nguyén khoc manh tré tudi, théri gian ban thai & ngudi trung nién v
ngLr(‘n iala tmmg dbng. Chi cé mot s khéc biét nhd twong ing véi s suy
giam toc dd loc cau than theo tudi vé mat sinh 1y.

o Bénh nhi

Dugc dfng hoc cia iopromide chua duge nghién cdu trén bénh nhi (xem
phan “Liéu dung va cach ding”).

t> Bénh nhén suy giam chirc ning thin

{ nhitng bénh nhin suy than, théi gian ban thii cua iopromide bj kéo dai
tuong ung véi giam toc 46 loc cau than,

D5 thanh thai huyét tuong giam cén 49,4 mbphut'1,73m? (CV = 53%) &
bénh nhén suy thin nhe vd trung binh (80> CLcg >30 mi/phit/1,73 m?) va
con 18,1 ml/phit/1,73 m? (CV = 30%) & bénh nhan suy thin ndng khéng
phu thudc vao tham tach (CLcg = 30 — 10 ml/phat/1,73 m?)

Thoi gian ban thai trung binh 1a 6,1 gio (CV = 43%) ¢ bénh nhén suy than
nhe va trung binh (80 > CLgg > 30 ml/phat/1,73 m?) va 11,6 gio (CV =
49%) & bénh nhan suy thin ning khéng phu thudc thim tach (CLcg = 30 —
10 ml/phiat/1,73 m?).

Liurgmg thudc dugc tai hip thu tir nurde t1eu trong vong 6 gm sau khi ding lidu
thudc 1a 38% & bénh nhan suy thin nhe dén trung binh vi 26% & bénh nhén
suy thin nang; so v&i hon 83% & ngudi tinh nguyén khée manh. Trong 24
gi¢ sau khi dung thudc, lwong thude duge tai hap thu 1a 60% & bgnh nhan
suy thdn nhe dén trung binh va 51% & bénh nhén suy than nang, so vl hon
95% & ngudi tinh nguyén khoc manh.

lopromide dugc thi tnr qua thim tich mau. Khoang 60% liéu ding ciia
iopromide bi thai trir sau 3 gior thdm tach.

> Bénh nhén suy g1am chic ning gan

Suy gidm chirc ning gan khdng &nh huéng dén syr thai trir cua thubc do
iopromide khéng dugc chuyén héa va chi c6 khodng 2% lidu diing thai trir
qua phan.

Dif li¢u an toan tién laim sang

Dit li¢u tién 1dm sing cho thiy khong ¢6 bang chimg nao v& nguy co cho ngud,
¢an el trén cic nghién cliru quy udc vé an toan dugce 1y hoc, dfc tinh khi ding
lidu ¥p lai, d6¢ tinh trén gan va déc tinh trén sy sinh sin.

» Déc tinh todn thin

Cédc nghién ciru thir nghiém vé 46 dung nap thudc toan than sau khi sir dyng
thube nhiéu lin theo duéng tinh mach hing ngdy va nhiéu 13n theo dudng tiém
trong bao hang tuan, khong phat cac két qua chong lai vige sir dung Ultravist
véi myc dich chin dodn wén nguoi.

» Kha ning djc trén gen va giy ung thu

Cac nghien ciru vE& dge tinh trén gen (cac thir nghigm vé dot bién gen, nhidm sc
thé va hé gen) trén in vivo va in vitro cho thiy khéng c6 dau higu vé kha ning
gdy dt bién cua Ultravist.

Do khéng ¢ dde tinh trén gen va cédn nhic cén thin dén d§ o &n dinh cia thube
trong chuycn héa, duge dong hoc va khong ¢6 ddu higu vé kha nang giy doc
trén cac md dang phat tnen nhanh cling nhu Ultravist chi dugce sir dung mét lan,
khéng c6 bing chimg vé nguy co gay ung thir trén ngudi.

» Kha néing dung nap tai chd vi kha ning nhay cam do tlep xue

Cac ngh1en ctru vé 46 dung nap tai cho sau khi sir dung liéu don cling nhur nhidu
1&n thubc qua dudmg tink mach v4 lidu don tiém déng mach, tiém bip, cén tinh
mach, ti€ém mang bung, tiém trong bao v sir dyng theo dudmg két mac cho thay
khdng ¢6 hodc co chi cd tac dung c6 hai nhd tal chd & cac mach mau, mé cén
tinh mach, khoang du¢i mang nhén va trén niém mac & nguoi.

Céc nghién citu ve tac dung nhay cim do tlcp xiic cho thay khéng cé déu higu
vé kha nang nhay cim cia thuoc

Tinh twreng ky

Khéng duge tron lin Ultravist véi bat ky loal thudc nao khac dé ngan ngira nguy
co trong ky 6 thé xdy ra.

Han sir dyng: 36 thang.
10h sau khi mé bao bi (ong, lo, chal)

Pidu kifn bio quin SR ,
Béo quéan ¢ nhiét 4§ dudi 30°C. Tranh tiép xtc v dnh sang va cac ion phéng
xa khac.

Bao quén thudc thich ding va tranh xa tAm véi cua tré nho.
Quy céich d6ng géi )

Ultravist 300:
Chai 50 ml, 100 ml. Hgp 10 chai.

Ultravist 370:
Chai 50 ml, 100 ml. Hép 10 chal

Huomg ddnskdgng . .
Nén 1am nong dung dich Ultravist béng nhiét d¢ ca thé trude khi ding,

Klell‘l tra bang mit trude khi sir dyng:

Cén kiém tra bang mit thudng cic chai thuoc can quang trude khi sir dung va
khong duge sit dung nhimg chai thuoc 43 dbi mau hodc xuét hién nhimg chat hat
(ke cd c4c tinh thé) hoic bao bi bi khiém khuyét. Vi Ultravist 14 mét dung dich
co nong a9 cao, sy két tinh (xuat hign nhitng dim may tring dyc v/ hodc chét
cin & day chai thude hojc ndi nhimg tinh the) co thé xay ra nhung rit hiém,

Chai Iém (chi sik dyng cho dudng tinh mach).
Ciin dp dung céc quy tic sau dé rit nhidu litu thudc cdn quang tic chai 200
mi hogic ldn hon.
Cén thyc hién vige rit thuoc cin quang ra nhiéu lan bing cich ding mot thiét bi
duge phé duyét sir dung nhiéu lin.
Khéng bao gitr duge dadm xuyén nit cao su qua 1 lin dé dé phong mgt lugng lom
phén b nho tir nit cao su di vao dung dich thuoc.
Dung dich thudc can quang phai duge sir dung bing may bom tiém ty dfng
hoac bang céc thu thuit duge cho phép khac dam bao duge duge tinh v6 tring
¢ha thudc cin quang.
Phai thay 6ng tiém tir may bom tiém ¢ bénh nhan (6ng tiém cia bénh nhin) sau
khi sir dung cho méi bénh nhan dé d& phong nhiém chéo.
Ong néi hodc cac bo phan sir dung mdt In khic ciia méy bom tiém can phal tiéu
hity khi hét thude trong chai truyén hogc 10 gidy sau khi mé bao bi 1in déu tién,
Phai tudin thii theo hudng din sir dung thiét bi cila nha sin xuét,
Dung dich thubc cin quang khéng dugc sir dyng hét phai tiéu huy sau 10 gid mo
nép lan dau tién.
Dé xa tim tay tré em
Bpc kj huedng diin sir dung trwdc khi diing
Néu cin thém thing tin xin hoi y kien béc si
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