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TELEBR

loxitalamate de méglumine
Meglumine ioxitalamate

POUR 100 ML DE SOLUTION :

loxitalamate de méglumine ........ 66,03 g
Quantité correspondant en iode ... 30,00 g
Excipients : Méglumine, calcium édétate de
sodium, dihydrogénophosphate de sodium
dihydraté, hydrogénophosphate de sodium
dodécahydraté, saccharine sodique, aréme
agrumes, eau purifiée.

Voies orale et rect

\
=

SOLUTION POUR ADMINISTRATION
PAR VOIE ORALE OU RECTALE
SOLUTION FOR ORAL
OR RECTAL ADMINISTRATION

850
Guerbet | &
Titulaire/Exploitant/Fabricant : Guerbet

Guerbet 16-24 Rue Jean Chaptal, 93600 Aulnay-Sous-Bois, FRANCE
(Post box): B.P. 57400 F-95943 Roissy CdG Cedex, FRANCE

VISANO.: VN-XXXX-XX  LOT: XXXXXXXX
MFG: DD-MM-YYYY  EXP: DD-MM-YYYY

Marketing authorization holder & Batch release: GUERBET

Manufacturer: Delpharm Tours
Rue Paul Langevin, 37170 Chambray Les Tours, France
S dary Packager: Ph (Hong Kong) Limited.
5th and 6th Floor, Cheung Fung Industrial Building,
23-29 Pak Tin Par Street, Tsuen Wan, NT, Hong Kong

'GASTRO

300 mgl / mL

| and rectal routes

FOR 100 ML OF SOLUTION:

Meglumine ioxitalamate ................. 66.03 g
Corresponding iodine ...............c.... 30.00 g
Excipients : Meglumine, Sodium calcium
edetate, Sodium dihydrogen phosphate
dihydrate, disodium phosphate dodeca-
3&&? Saccharin sodium, Citrus flavour,
Purified water.

READ THE LEAFLET BEFORE USE

KEEP OUT OF THE REACH AND SIGHT
OF CHILDREN

STORE AT A TEMPERATURE BELOW 30°C,
PROTECT FROM LIGHT

BL1807VNO1

BL1807VNO1
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POUR 100 ML DE SOLUTION :

loxitalamate de méglumine ........ 66,03 g
Quantité correspondant en iode ... 30,00 g
Excipients : Méglumine, calcium édétate de
sodium, dihydrogénophosphate de sodium
dihydraté, hydrogénophosphate de sodium
ao%srﬁam. saccharine sodique, ardme
agrumes, eau purifiée.
LIRE LA NOTICE AVANT UTILISATION

S e B A

TENIR HORS DE LA PORTEE ET DE LA VUE
DES ENFANTS

PAS DE PRECAUTIONS PARTICULIERES
DE CONSERVATION

Guerbet | E°

Titulaire/Exploitant/Fabricant : Guerbet

Corresponding iodine ............c....... 30.00 g

Excipients : Meglumine, Sodium calcium
Guerbet 16-24 Rue Jean Chaptal, 93600 Aulnay-Sous-Bois, FRANCE  edetate, Sodium dihydrogen phosphate

(Post box): B.P. 57400 F-95943 Roissy CdG Cedex, FRANCE dihydrate, disodium phosphate dodeca-

VISANO:VN-XXXX-XX  LOT: XXXXXXXX hy irafe, Saccharin sodium, Citrus flavour,
MFG: dd-mm-yyyy  EXP: dd-mm-yyyy Purified water.

Marketing authorization holder & Batch release: GUERBET ’E .—.——m —-m»ﬂ-m.—. wma”m :mm
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Telebrix Gastro

Vietnamese Sub-label

RxTelebrix Gastro SPK: VN-XXXX-XX

Thudc ban theo don

Dung dich ding dudng udng hodc dudng truc trang

100 ml dung dich chira 66,03g meglumin ioxitalamat, tuong duong véi 30g iod

Hop 10 lo 100 ml, Hop 25 1o 50 ml

Bao quan dudi 30°C. Tranh anh sang

Dé xa tam tay tré em. Poc ki hwong din sir dung triwée khi ding.

Chi dinh, cach dung, chong chi dinh va cac thong tin khac: Xin xem td HDSD kém theo

S6 16 SX, NSX, HD: xin xem LOT, MFG, EXP trén bao bi. HYPHENS
Co s so hiru gidy phép lwu hanh va xuit xwong: Guerbet, Phép, 138 JOO SE|
Co s san xuat: Delpharm Tours, Phap SING
Co s& déng géi thir cAp: Pharmtech (Hong Kong) Limited, Hong Kong — D;';;E‘Z}{ﬁsl)lgm
chinh ciia Trung Qudc.

DNNK:
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Hwéng dan sir dung

MA PTE. LTD Telebrix Gastro
R .
J%EON;SQ QOAD, 3RD1FL00R . ‘ (300 mg I/ml)
138 smGAPORFEA;?‘*S; £333882¢ Dung dich dung dwong uong hoic dwong truc trang
TEL: (85) 6338855 .
Thuéc ké don.

Doc ky hudng din siv dung truoc khi dung.
Néu can thém théng tin xin héi y kién bdc sy.

THANH PHAN

Cho 100 ml dung dich:

Meglumin 10XItalamat .........c.ceeieueueeuiiieteee et 66.03 g
Tuong AUONE VT 10d........ciiieiieieeeeeeeee e e 30g

e Ham lugng iod mdi ml: 300 mg
e Khoi luong iod mdilo S0 ml: 15 g
e Khoéi luong iod mdi chai 100 ml: 30 g

T4 duoc 6 tac dung d3 biét: ethanol (ruga) (0,48-0.52 ml trong 100 ml dung dich).
Ta dugc: Meglumin, natri calci edetat, natri dihydro phosphat dihydrat, dinatri phosphat
dodecahydrat, natri saccharin, huong cam chanh, nuéc pha tiém.

. DANGBAOCHE /&V
Dung dich dung duong uong hoac duong truc trang.

CHI PINH

Thude nay chi ding cho chin doan.

Thubc can quang dung cho ngudi 16n va tré em bang duong udng hodc duong truc trang dé:

e Chup X-quang dudng da day-rudt, st dung chup X-quang thudng quy hoic thiét bi chup cét
16p dién toan.

e Chup X-quang da day-ta trang.

e Thut can quang, dic biét néu bari bi chéng chi dinh.

LIEU LUQONG VA CACH DUNG

Liéu lwong
Liéu dung phai duoc diéu chinh cho pht hop véi viéc tham kham va ving can kiém tra ciing nhu

theo tudi va thé trong cua déi tuong, dic biét 1a & tré em.

Chi dinh Lidu trang bink zg?tghtigz-ttlgihaa) .

Chup X-quang thuong quy

DUGNG UONG

Ngudoi 16n 200 ml san pl}ém pha loang vdéi 250 ml nude | < 500 laa.;o?
Tré em 40 ml san pham pha loang vé1 10 ml nudc <100 TEL: (65) 6
DUONG TRUC TRANG

Nguoi lén 400 ml san pham pha loang v6i 400 ml nuée | <1500

Tré em 30 ml - 150 ml san pham khong pha loang <200

Chup cit 16p dién toan 50 ml pha loang véi 950 ml nude <1300

Céc nhém bénh nhén déc biét
Bénh nhdn cao tudi
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Cén than trong khi dung TELEBRIX GASTRO (xem phan Canh bdo va than trong dic biét khi
sir dung), trén nhitng bénh nhan duoc bu nudc dy da ¢ lidu thap nhat c6 hiéu qua.

Nhom bénh nhan tré em

Cing nhu v6i tat ca cac thude can quang ¢ d6 tham théu cao khéc, viée st dung ché pham nay
can dugc xem xét can than & tré so sinh, tré nho va tré em. Nén giam liéu dén murc thap nhét.
Bénh nhan suy than

O bénh nhén bi suy than n@ng hogc ddi thdo duong (xem phan Canh bdo va thin trong ddc biét
“khi sir dung), liéu TELEBRIX GASTRO thdp nhét c6 hiéu qua phai dugc dung can than cho
nhiing bénh nhan dugc bu nudce day du.

CHONG CHI PINH

. Qué man véi acid ioxitalamic hodc bat ky ta duoc nao trong muc Thanh Phan.

e Tién sir phan tmg da tirc thi niang hodc phan tmg da cham (xem phéan Tdc dung khéng mong
muon) voi viée dung TELEBRIX GASTRO.

e Néu nghi ngd c¢6 mot 16 ro phé quan-thuc quan hodc nguy co hit sac, chong chi dinh dung
thubc can quang monomer ion ¢6 d§ thim thau cao do nguy co pht trong phé nang.

e (6 biéu hién nhiém doc do tuyén giap.

CANH BAO VA THAN TRQNG PAC BIET KHI SU DUNG /A
Thudc nay khong duoc tiém. '

e (6 thé c6 phan tmg di timg bat ké duong dung va liéu dung.
e Nguy co khong dung nap khong phai 1a duy nhat trong truong hop thude duoc dung tai chd

dé chup can quang cac khoang cua co thé:
a) Str dung bang mét sb dudng dac biét (khép, mét, trong vo, trong tir cung, v.v...) dan dén su di
chuyén dén toan than dang ké: do do cac tac dung toan than co thé duoc quan sat thy. /
b) Str dung bang duong udng hoac duong truc trang thuong din dén su khuéch tan toan than rat *
han che Néu niém mac da day-rudt binh thuong, t6i da chi 5% lidu dung duogc tim thiy trong
nudce tiéu, phan con lai duoc thai trir trong phan. Tuy nhién, néu niém mac da day-rudt bi ton A
thuong, su hap thu s€ tang 1én, trong truong hop thung, su hap thu trd' nén nhanh va hoan toan, ,
v6i su di chuyén vao khoang mang bung. Sau d6 thude dugc thai trir trong nudc tiéu. Su xut N
hién bat ky tac dung toan than nao phu thudc liéu do d6 s& phu thudc vao tinh trang ctia niém
mac da day-rudt.
¢) Tuy nhién co ché mién dich di tmg khong phu thudc liéu va ludn ludn c6 thé dugc quan sat
thay bat ke duong dung.
Vé ty 1& mic va cuong do tac dung bat loi, sau day la cac thuoc d6i khang:
e Céac thude duoc dung bang dudng mach mau va mot sé duong tai chd.
e Cac thubc duoc dung qua dudng rudt va it hap thu trong diéu kién binh thuong.

Canh bao dic biét

Qud man

Bét ky thudc can quang chira iod nao déu c6 thé gay ra phan tmg nhe hodc ning ma c6 thé de doa
tinh mang. Céc phan umg nay co thé xay ra tuc thi (dudi 60 phit) hodc chadm (1én dén 7 ngay),

NS
thuong khong thé doan trudc. ‘3ENPGH:,
Nguy co phan ung nang doi hoi phai c6 san ngay l4p tirc cac phuong tién can thiét dé hoi suc cap _;g;ge/\sPSO;

: 11

cuu.

Mot s6 co ché da duoc bao céo:

e Daoc tinh truc tiép anh huong dén n01 mo mach mau Va protem cua mo.

e Tac dung dugc ly lam thay dbi ndng dd cua mot sO yeu t6 noi sinh (histamin, cac doan bd
thé, cac chat trung gian gy viém), thuong gap hon v6i cdc san pham c6 do tham thau cao.

e Di umg tuc thi type IgE phu thudc vao thudc can quang TELEBRIX GASTRO (300 mg
iod/ml), dung dich dung duong uéng hoic dudng truc trang (phan vé).
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e Phan tmg di tmg qua trung gian té bao (phan tmg da khéi phat mudn).

Nhimg bénh nhén truéc dé da bi mot phan tmg trong khi str dung mot thude can quang chira iod
¢o tang nguy co gap phan Ung tr¢ lai khi dung cung loai thubc d6 hozc mot thube can quang
chtra i0d khéc va do d6 dugc xem 1a doi tuong cé nguy co cao.

Thubc can quang chira iod va tuyén gidp (xem Thdn trong khi sir dung — Loan ndng tuvén gidp)
Trude khi dung mét thude can quang chira iod, phai dam bao rang bénh nhan khong phai trai qua
cugc tham do chup nhap nhdy tuyén gidp hodc diéu tri bang iod phong xa.

Viéc str dung cac thudc can quang chira iod, bat ké duong dung, déu lam roi loan xét nghiém
hormon va su ¢6 dinh iod boi tuyén gidp hodc di can ung thu tuyén gidp cho deén khi nong do iod
trong nudc ti€u trg vé binh thuong.

Than trong khi sir dung
Khong dung nap thudc can quang chira iod:

Trudce khi kham:

e Xac dinh cac ddi tuong c6 nguy co thdng qua céc cau hoi cu thé lién quan dn tién sur.
Corticosteroid va thudc khang histamin H1 da dugc dé nghi 1a thuc dung trude khi gy mé & -
nhimg bénh nhan c6 nguy co cao nht vé phan tmg qua man. Tuy nhién, nhitng thube nay khong
ngan ngira xay ra soc phan vé nghiém trong hoac gy tir vong.

Trong khi kham nghiém, phai bao dam nhimg diéu sau;

= Giamsaty té.

" Duy tri duong truyen tinh mach.

. Thiét bi hdi sire can thiét c6 trong tam tay.

Sau khi khéam:

e Thém vao viéc sir dung thudc can quang, bénh nhan van phai dugc theo dbi it nhit 30 phut,
vi hdu hét cac tac dung bét loi xay ra trong thoi gian nay.

e Bénh nhén phai duoc canh béo 1a phan tmg khoi phat mudn c6 thé xay ra (1én dén 7 ngay R
sau) (xem phan Tdc dung khong mong muon). 2

Suy than 2

Thubc can quang chira iod c6 thé lam thay d6i tam thoi chirc nang than hodc 1am trAm trong

thém suy than hién c6. Can thuc hién cac bién phap phong ngira nhu sau:

e Xac dinh nhitng bénh nhan cé nguy co cao: Nhimng d6i tuong bi mat nudc, bénh nhan bi suy
than, dai thdo duodng, suy tim ndng, bénh gamma don dong (bénh da u tuy, bénh
Waldenstrém), nhdi mau co tim gan day, bom bong trong dong mach chu, hematocrit thap,
tang acid uric mau hoac c6 tién sir suy than sau khi s dung thudc can quang chia iod, tré em
dudi 1 tudi va cac ddi tuong cao tudi bi vira dong mach hoic c6 nh1eu héi chimg bénh.

e Tién hanh bl nudc thich hop bang chét dich va dung dich natri khi can.

e Tranh két hop véi céac thudc gay doc cho than (neu su két hop nay la can thiét, tang cuong
theo ddi vé sinh hoc ctia than). Céc thude duge dé cap dén dic biét 1a thude e ché enzym
chuyén angiotensin (ACE), am1nog1y0051de organoplatin, methotrexate lidu cao,
pentamidine, foscarnet va mot so thubc chéng virus (aciclovir, ganciclovir, valaciclovir,
adefovir, cidofovir va tenofovir), vancomycin, amphotericin B, thubc chéng viém khong RMA ¢

OAD, 3r
steroid, thudc loi t1eu thudc trc ché mlen dich nhu ciclosporine hodc tacrolimus, ifosfamide. 3E 3683

e Vi sy thai trir qua thdn giam khi c6 roi loan chirc ning than, khoang thdi gian gitta hai lan “AX: (65
chup X-quang bao gbm viéc tiém thudc can quang chira iod phai dai chimg nao con chép
nhan duoc trén lam sang, dic biét 1a ¢ nhimg bénh nhan c6 nguy co. Dbi voi nhimg bénh
nhan nay, cho phép mot khoang thoi gian 48-72 gio. Trong truong hop suy than sau lan chup
dau tién, nén hoan lai bat ky su chup nao thém cho dén khi chirc nang than ban dau da duoc

phuc hoi.

© '\
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Nhimg bénh nhén tham phan mau c6 thé dung dwoc thude can quang chua iod vi thudc nay c6
thé tham tach. Bo phan thdm phan mau phai duoc tham khao y kién dau tién.

Suy gan

Phai déc biét chu y khi mgt bénh nhén bi ca suy gan va suy than vi tinh trang nay lam tang nguy
co giir lai thube can quang.

Hen

Bénh hen phai dugc 1am 6n dinh trude khi tiém mot thude can quang chira iod.

Phai déc biét chu y trong truong hop con hen xay ra 8 ngay trudce.khi kham, do su tang nguy co
co that phé quan.

Loan ndng tuvén gidp

Sau khi tiém mot thuoc can quang chira iod, dac biét ¢ nhing bénh nhan cd budu giap hodc co6
tién sir loan nang tuyén giap, nguy co cuong tuyén giap hodc thiéu nang tuyén giap ciing ton tai.
Thiéu nang tuyén giap ciing c6 thé xay ra O tré so sinh da dung thudc can quang chira iod hoac
c6 me da dung thudc can quang chira iod. Do dé can phai danh gia va theo dai chirc nang tuyén
gi&p cua me va tré so sinh.

Bénh tim mach nang .

Trong truong hop suy tim hién c6 hodc giai doan sém, bénh dong mach vanh, ting huyét ap dong
mach ph01 hodc bénh van tim, nguy co phi phéi, thiéu mau cuc bd co tim, loan nhip tim hoc rdi
loan huyét dong néng tang 1én sau khi dung mot thudc can quang chira iod.

Réi loan hé than kinh trung wong

Tyl¢ loi ich/nguy co phai duge ude tinh trén co s¢ ting trudong hop do nguy co cac tri¢u chimg
than kinh x4u d1 & bénh nhan c6 con thiéu mau cuc bd thoang qua, nhdi méau néo cap tinh, xuét
huyét ndi so gan day, phii ndo, dong kinh tu phat hoac thir phat (khéi u, seo).

Tang tac dung phu

Céc tac dung phu lién quan dén viée sir dung thude can quang chira iod c6 thé tang Ién do tinh
trang kich thich ro rét, lo au va dau. Diéu tri thich hop, va cé thé gdy an than, c6 thé 1a can thiét.
Cdnh bdo lién quan dén td duoc

Thubc nay ¢ chira mét luong thip ethanol (ruou), dén 0,52 ml trong 100 ml.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

Twong tic thude

+ Dwgc chat phéng xa (xem thém phan Canh bao dac biét)

Nguy co cuong tuyén giap hodc th1eu ning tuyén giap ton tai & nhimg bénh nhan ¢ nguy co. .
Thudc can quang chira iod lam r01 loan sy hap thu iod phong xa boi mo tuyen giap trong vai tuan
va diéu nay co thé din dén su cb dinh kém trong chup nhip nhay tuyén giap va lam giam hiéu
qua cua viée diéu tri bang iod 131.

Trudng hop chup nhap nhay than dugc thuc hién bing cach tiém duoc chat phéong xa bai tiét qua
than duoc 1én ké hoach, khuyén céo nén thuc hién thi thuat nay truée khi tiém thudc can quang
chua iod. . o
+ Thubc chen beta, chat hoat mach, thudc &c ché enzym chuyén angiotensin, thuoc doi
khéang thu thé angiotensin

Nhimg thubc nay dan dén giam hiéu qua cua co ché bu trir v& tim mach trong rbi loan vé huyét
a

Plilan {mg qua man cé thé ning thém & bénh nhan dang dung thube chen béta, dic biét 1a ¢6 su
hién dién cua hen phe quan. Nhimg bénh nhan nay c6 thé khang tri véi diéu tri chuan ddi voi
phan ng qua man véi thubc dong van beta.

Béc s phai duoc thong bao néu bénh nhan dang dleu tri nhu vay trude khi tiém thudc can quang
chua iod va quyet dinh céc phuong tién hdi strc can thiét.

+ Thubc lgi tiéu
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Nhuoc co
Str dung thudc can quang c6 thé lam nang thém céc tri¢u chimg nhuoc co. _/

:0,

Han

TE. L7,
N FLOo;L;’

3800n,



https:/nhathuocngocanh.com/

Do nguy co mét nudc gy ra bdi cac thuoc loi tiéu, viée bu dich va dién giai 1a diéu can thiét
trude tién dé giam thiéu nguy co suy than cép.

+ Interleukin 2

Tang phan tmg voi thudc can quang trong khi dleu tri bang interleukin 2 (duong tinh mach) ¢6
thé xay ra: phat ban, d6 bumg sung huyét, ban do, sot hodc triéu chimg gidng ctim, hozc hiém gip
hon 1a ha huyet ap, thiéu niéu hoac thdm chi suy than.

+ Cac thudc c6 kha niing giy ddc cho thin (xem phan Thén trong khi sir dung Suy than)
+ Thudc phan huy fibrin

In vitro, thubc can quang da dugc ching minh la gay ri loan tac dung cia thudc phan huy ﬁbrln
theo cach phu thudc liéu. Do su trc ché enzym nay, thay d6i gitra cac thube phéan huy fibrin,
khong nén dung dong thoi véi thube can quang chira iod.

Cdc dang tuong tac khdc

Nong d6 cao cua thuoc can quang chira iod trong huyét tuong va nudc tiéu c6 thé can thiép vao
xét nghiém in vitro vé bilirubin, protein va chat v co (sit, dong, calci va phosphat); vi vay
khuyén céo khong thuc hién xét nghiém céc chét nay trong vong 24 gid sau thu thuat.

Phu nir ¢6 thai va cho con bu

Phu nir ¢6 thai

Vi thong thuong phai tranh viéc tiép xtic voi phong xa trong thoi ky mang thai, cho dit cht
can quang duoc sir dung hay khong, phai danh gia can than loi ich cua viée chup X-quang. ﬂ@

Déc tinh dbi véi phoi

Céc nghién ctru trén dong vat khong cho thdy bat ky tac dung gdy quai thai nao.

Trong truong hop khong c6 tac dung gy quai thai ¢ dong vat, khong c6 du kién vé di tat &
ngudi. Cho dén nay, cac chét gy di tat & nguoi da duoc tim thdy 1a gdy quai thai & dong vét
trong céc nghién ctru dugc thuc hién tdt & 2 loai.

Déc tinh déi véi phoi

Thinh thoang thtra iod xay ra sau khi su dung thudc can quang & ngudi me ¢o thé dan dén
loan nang tuyén gidp ¢ thai néu viéc kham duoc thuc hién sau 14 tuan v kinh. Tuy nhién, kha
nang hoi phuc cua tac dung nay va loi ich du kién & nguoi me chi ra ring viéc thinh thoang sir
dung thudc can quang chira iod khong nén tri hodn trong truong hop chi dinh chup X-quang &
phu nir mang thai dugc danh gia mot cach can than.

Khi nang sinh san

Céc nghién ctru vé doc tinh duge thuc hién vé chirc ning sinh san khong cho thdy bat ky anh
huéng nao dén su sinh san, kha nang sinh san hodc su phat trién cua thai hodc su phét trién
sau sinh.

Phu nir cho con bu

Mot lugng nho thude can quang chira iod duge bai tiét vao sira me. Vi vdy viéc thinh thoang str
dung ¢ ngudi me mang mot nguy co thap gdy ra cac tac dung bat loi ¢ tré so sinh. Nén tam

ngung cho con bu trong 24 gi¢ sau khi dung mot thudc can quang chira iod. HYPHE
138 JOC
Tac dgng trén kha ning ldi xe va van hanh may moéc TEL m):

Chua c6 nghién ctru dugce tién hanh vé anh hudng dén kha nang 1ai xe va van hanh may moc.
Tuy nhién, thudc nay c6 chira cdn (xem phan Canh bdo lién quan dén ta duoc), vi vy c6 thé anh
huong dén kha nang 14i xe va van hanh may moc.

TAC DUNG KHONG MONG MUON

Ké tir khi duoc ban trén thi truong, cac tac dung khong mong mudn thudong gap nhét duoc bao

cao sau khi dung tét ca cac dang TELEBRIX la: qua man (dac biét la phan ung phan v¢, phan
ung dang phan vé va sdc phan vé), ndi mé day, phat ban (dac biét 1a ban do va ban dat san) va

cac phan ung tai cho tiém (nhu phu, dau va viém).

Phan mg qua min thuong 1a tue thi (xay ra trong khi dung hodc trong vong 1 gi¢ sau khi bat

dau dung) nhung co thé 1a phan umg cham (tir 1 gio dén vai ngay sau khi dung) va dugc xem la
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phan tmg da khong mong muén
Phan (g tire thi ¢6 thé bao gdbm mdt hodic mot sd tac dung lién tiép hoic dong thoi, thuong la
phan umng da, r6i loan ho hdp va/hodc tim mach, c¢6 thé 1a ddu hiéu sém cua séc. Nhimg phan
{mg nay hiém khi gay tir vong.
Céc tac dung khong mong mudn dugc trinh bay trong bang dudi day theo nhom hé co quan; tan
suat khong rd (khong thé udc tinh tir cac dir lidu hién co).
Danh sach tom tit cac tac dung khong mong muén dugc béo cao voi TELEBRIX GASTRO
hodc mét dang khac cua TELEBRIX sau khi dung duong trong rudt:

Nhom hé co quan

Tan suat tac dung khong mong muén

R61 loan hé mién dich

Tan suat khong r6: soc phan ve, phan tng phan v¢, phan mg dang
phan v¢, qua man

R61 loan ndi tiét

Tén suat khéng r6: con nhiém doc tuyén gidp*, cudng tuyén
giap*, r01 loan tuyén giap*

Rbi
kinh

loan hé than

Tan suét khong rd: chong mat

R6i loan tim

Tan suat khong rd: ngling tim, nhip tim nhanh

R61 loan mach

Téan suat khong rd: ha huyét ap

R&i loan hé hép, nguc
va trung that

Tan suat khong rd: phu thanh quan, viém phoi sic’, kho tho,

hat hoi

R61 loan tiéu hoa

Tan suat khong rd: tac rudt, tiéu chay, budn nén, noén, dau bung

Ro61 loan da va mo dudi
da

Tan suat khong rd:
Tiec thi: phu mach, mé day, ngua, ban do
Chdm: ban dat san

/

R6i loan toan than va
tinh trang tai cho tiém

Tan suat khong rd: phi mat

Xét nghiém

Tan suat khéng rd: tang creatinin mau

" & nhimg bénh nhén bi rdi loan nudt (duong uong)
* Xem phan Thuéc can quang chira iod va tuyén gidp

Céc tac dung khong mong mudn sau day da dugc bao céo véi cac thudc can quang chura iod khac
hodc véi TELEBRIX qua mot dudng dung khac.
Vi vay ching c6 thé xay ra trong khi dung TELEBRIX.

Nhom hé co quan

T4c dung khong mong mudn

R&i loan tam than

Trang thai 14 1an, kich dong, 4o gidc, lo du

R&i loan hé than kinh

Ho6n mé, ngat, phu ndo, co giat, liét nhe/liét, di
cam, run, mat tri nho, roi loan 161 néi, buén ngu,
nhure dau, roi loan vi giac

R61 loan mat

Suy giam thi gidc, sg dnh sdng, mu thodng qua

R6i loan tai va mé dao Suy giam thinh gidc
Réi loan tim Nhédi mau co tim, dau thit nguc, loan nhip, nhip
tim cham

Ro1 loan mach

Viém tinh mach huyét khoi', truy tuan hoan

R&i loan hd hép, nguc va trung that

Ngung ho hap, co thit thanh quan, co that phé
quan, ph phoi, cam glac that chat & hong, ho

Roi loan tiéu hoa

Tang kich thuorc tuyén mang tai, ting tiét nudc
bot, viém tuy

Ro1i loan hé sinh san va tuyén vu

Pau ving chau’

Roi loan da va mo dudi da

Phu mach, mé day, ngua, hoi ch&ng Stevens-
Johnson, hoai tr biéu bi nhiém ddc, hong ban da

N8 PH
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Nhom hé co quan Tic dung khong mong mudn
dang, eczema
Rai loan hé co xwong, md lién két va | Pau khép®

mo

RO6i loan than va tiét niéu Suy than cép, vO niéu

R6i loan toan than va tinh trang tai | Phu, cam gidc néng, dau, kho chiu, thoat mach tai

cho tiém cho tiém, hoai tir tai ché tiém’, dau tai chd tiém,
viém tai cho tiém, phu tai cho tiém

Xét nghiém Dién ndo d6 bat thuong, tang amylase mau

" sau khi tiém vao mach mau
? sau khi chup dudng mét-tuy nguoc dong qua ndi soi (ERCP)
3 trong truomng hop chup X quang tir cung-voi trimg
trong truong hop chup X-quang khop
> trong trudong hop thoat mach
Tac dung khéng mong mubn & tré em
Ban chat ctia cac tic dung khong mong mudn da biét lién quan dén TELEBRIX GASTRO tuong
tu nhu ban chét ctia cic tac dung da duoc bao cao & nguoi 16n. Khong thé uée tinh duge tan suét
cua chung tir cac dir liéu hién c¢o.

ES

Théng bdo cho bdc st hodc duwgc si cdc tic dung khéng mong muén gap phii.
QUA LIEU —

Qua liéu lam tang nguy co bénh than va c6 thé gdy tiéu chay, mét nudc, mét can bang dién giai,
roi loan huyet dong va rdi loan tim mach.

Vi lidu rat cao, sw mat can bang dich va dién giai phai dugc bu dap bang su bu nudc thich hop.
Phal th,eo ddi chirc nang than trong it nhat 3 ngay. Tham phan mau c6 thé duoc thuc hién, néu
can thiét.

CAC PAC TINH DUQC LY

Cac dac tinh dwge lue hoc

Nhém dwge Iy tri liéu: THUOC CAN QUANG CHUA 10D (V: hén hop)

Mi ATC: VOSAA05

THUOC CAN QUANG CHUA IOD DUNG TRONG CHUP X-QUANG PUONG DA DAY-
RUQT: Tang cuong d tuong phan & dudng da day-ruot.

Ciéc dic tinh dugc dng hoc

Dung duong ubng hoac duong truc trang thuong dan dén su khuéch tan toan than rat han ché.
Néu niém mac rudt binh thuong, dudi 5% heu ding dugc tim thay trong nudce tiéu va phan
con lai dugc thai trir trong phan. Nguoc lai, néu niém mac rudt bi tén thuong, su hap thu s€
tang lén, trong trudong hop thung, su hép thu trd nén nhanh va hoan toan, voi su khuéch tan
vao khoang mang bung va san pham dugc thai trlr trong nudc tiéu (xem phan Canh bdo va
thin trong ddc biét khi sir dung).

Dir liéu an toan tién 1am sang

Véi duong udng (phoi nhiém hé théng khong dang ké), dir liéu tién 1am sang cho thay khong
c6 nguy co dac biét nao dbi v&i con ngudi dua trén co sé cac nghién ctiru doc tinh thong
thuong. V61 duong tiém tinh mach (phoi nhiém hé thong) cac anh huong chi duoc quan sat
thdy trén dong vat tai cac lidu 16m hon lidu dung ti da cho nguoi, va do vay c6 rat it nghia

lam sang.
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Twong ky,
Khi khong cé cac nghién ctru vé su tuong hop, khong duge tron lan thubc nay véi cac thube
khac.

HAN DUNG ,
36 thang ké tir ngay san xuat

PIEU KIEN BAO QUAN
Bao quan dudi 30°C. Tranh anh séng.

Dé xa tam tay tré em

QUY CACH PONG GOI
Hop 10 1o 100 ml.
Hop 25 1o 50 ml.

CO SO SO HU'U GIAY PHEP LUU HANH VA CO SO XUAT XUONG

GUERBET Yy
16-24 rue Jean Chaptal, 93600 Aulnay-sous-Bois, Phap /{//

Nha san xuat:

Delpharm Tours

Rue Paul Langevin

37170 Chambray Les Tours, Phap

Co s dong géi thir cAp:

Pharmtech (Hong Kong) Limited

Tang 5 va 6, toa nha Cheung Fung Industrial

23-39 phd Pak Tin Par, Tsuen Wan, Hong K6ng — Dac khu hanh chinh ctia Trung Qudc

NGAY DUYET LAI TO HUONG DAN SU DUNG
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