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Composition

One 50 ml bottle contains: Active
component: lopamidoi 30.62 g
corresponding to 15 g of iodine at the
concentration of 300 mg iodine/ml.
Inactive components: trometamol

50 mg; edetate calcium disodium
(dihydrate) 16.5 mg; hydrochloric acid
g.s.to pH - 6.9- 7.1; water for injections
g.s. to 50 ml.
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1 ‘V.ow \  -nglodne/m
SDK: VN-XXXX-XX. Hop 1 chai 50 ml dung

dich tiém chtra 30,62 g iopamidol (twong duwong
15 g i-6t). Budng dung: tiém vao khoang ndi tuy,
dong mach, tinh mach. NSX.HD, sG 16 SX: xem
“Mfg. date”, “Expiry date”, “Batch N.” trén bao
bi. Bo quén o nhiét do khong qua 30°c, tranh
anh sang. Chi dinh, chéng chi dinh, cach dung,
lidu dung, tac dung khdng mong mudn va cac
dau hiéu can luu y: xem trong to huéng dan st
dung. Cac thdng tin khac dé nghi xem trong t&
huwéng dan st dung kém theo. De xa tam tay tré
em. Boc ky huong dan str dung trirée khi dung.
DNNK: XXXXX  Bia chi: XXXXX
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lopamiro
30Q ..

Indications, concentrations, dosage
recommendations, contraindications
and warnings - See enclosed leaflet.

Storage

Keep away from light. The bottle,
once opened, has to be used
immediately. Any residue of contrast
medium must be discarded.

https://trungtamthuoc.com/
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lopamiro

ig lodne/m
Non-ionic, water soluble
contrast medium

lopamidol
One bottle of 50 ml

contains 15 g of lodine
San xuat boi: Patheon Italia S.p.A.
Via Morolense, 87- Ferentino (FR)- Italy
Pong goi bao bi thir cap bdi: Silvano
Chiapparoli Logistica S.p.A., Via Delle
Industrie Snc - 26814 Livraga (LO) - Italy
Xuat xuorng 16 bdi: Bracco S.p.A.
Via E. Folli, 50- Milano- Italy
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BAID Bracco s.p.a. via E Falli, 50 - 20134 Milano - Italy
Patheon Italia Sp.A viale GB. stucchi, 110 20052 Morza ltaly Cliente: BRACCO s.p.a.

Impianto diproprieta della:
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Prodotto: 10PAMIRO 300-50 ml (INTERNATIONAL)

Codice Bracco superato:
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RIFERIMENTO: SF 0011 EPT 225227 000000 CE003L 45122C
Dimensioni: 27X119 mm (area stampa) normale O Appertdino Pre tagllo [ ] CODICE LAETUS Aprinota
Tipo verni digitate
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03 608
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Dé thudc ngoai ti
thdng tin xin hai

lopamiro
Dung dich tiém

Coéng thrc:

lopamiro 300 m

- Hoat chat: lopa

Chai 50 ml c6 ch

- Tad dugc: Tromv.vai.iu., ;1 edetat dihydrat), acid
hydrocloric va nu¢c pha tiém.

Céc ddc tinh dwoc luc hoc:

Phan loai dugc ly: Thu6c can quang chira i-0t dung trong chan doan hinh anh.

M& ATC: VO8ABO4

lopamidol la thudc can quang khéng ion héa thé hé m¢i, do tan phu thudc vao cac nhoém thé than
nudc trong phan ti. Danh phéap héa hoc cla iopamidol la (S)-N,N’-bis (2-hidroxi-I-
(hydroxymethyl etil) - 2,4,6 - triiodate - 5- lactamide - isoftalamide, la mot hop chat khong ion
héa cé chira i-6t, dwoc st dung rong réi trong cac thu thuat chan doan hinh anh nhuv chup dwong
tiét niéu, dong mach, bé dich n&o tly va chup cat I6p vi tinh.

La mot thude dang khong ion hoa, ap suét thdm thau cla cac ché pham chia iopamidol chi bang
50% so v&i ap sudt tham thau clia cac ché phadm cé chira cac thudc can quang dang ion hoa.
lopamidol c6 hiéu qua trong céc thi thuat chan doan hinh anh chup mach mauXgilp hién thi hinh
anh tat cd cac mach mau). Cac thudc can quang tan trong nwéc dugrumgdung dé gidp hién thi
hinh anh cua cac khoang, duong ro va dng trong co thé nhw trong cafe rau/diuat chup da day (hinh
anh da day), chup t& cung voi trieng (hinh &nh t& cung va voi triengY hinh &nh 6ng méat va éng
tuy, hinh anh 6ng Ié quan, tuyén nu6c bot (chup tuyén nuéc bot) va khap.

Céc dac tinh dwoc dong hoc:

Buong cong ndng do iopamidol trong huyét thanh phu hop véi mé hinh dong hoc hai ngan.

Thé tich phan b tvong dwong thé tich dich ngoai bao.

Sau khi st dung, thu6c chd yéu duoc thai trir qua than. Duéi 1% liéu st dung dugc tim thay trong
phan sau 72 gio. Thudc dwgc dao thdi nhanh qua than va trén 50% liéu st dung dugc tim thay
trong nwéc ti€u trong vong 2 gid sau khi st dung.

Chua c6 bang ching cho thay thudc bi chuyén hoa.

Ty Ié thudc gan voi protein huyét tvong khong dang ké.

Chi dinh:

Thuéc chi dugc dung cho muc dich chan doan,

lopamiro 300 mg/ml duoc st dung trong cac thd thuat chan doan sau:
Chup X-quang than kinh

Chup tay séng, chup bé dich néo tdy, chup néo that.

Chup X-quang mach mau



Chup déng mach ndo, chup déng mach tang chon loc, chup dong mach ngoai vi va chup tinh
mach.

Chup X-quang duong tiét niéu

Chup duong ti€t niéu can quang tiém tinh mach.

Cac tha thuat khac

Chup cét I6p vi tinh, chup 8 khép va chup duong ro.

Liéu lvong va cach dung:

lopamiro 300 mg/ml dwgc st dung dwéi dang dung dich dé tiém vao khoang ndi tly, dong mach
va tinh mach.

Chup X-quang than kinh

Trong céc thi thuat chup bé dich ndo tdy va chup néo that, liéu dé nghi tir 3 dén 10 ml.

Trong tha thuat chup tdy séng, liéu dé nghi la 3 dén 10 ml.

Chup X-guang mach mau

Trong tha thuat chup dong mach nao, liéu dé nghi tlr 5 dén 10 ml.

Trong céac tha thuat chup dong mach tang chon loc va chup dong mach ngoai vi, liéu st dung tay
theo thd thuat tham do cu thé.

Trong tha thuat chup tinh mach, liéu dé nghi tir 30 dén 50 ml.

Chup X-quang dwong tiét niéu

Liéu dé nghi trong tha thuat nay la tir 30 dén 50 ml.

Cac thu thuat khac

Trong cac thl thuat chup cat 16p vi tinh, liéu d& nghi tir 0,5 dén 2,0 ml/kg.

Trong cac thl thuat chup 6 khdp va chup duong ro, liéu st dung tuy theo thl thuat tham do cu
thé.

Céc thu thuat tham do tim mach st dung iopamidol lam thu6c c&n quang phai duoc tién hanh &
phong kham, bénh vién hodc co s& y té c6 day du cac phwong tién va trang thiét bi can thiét. Voi
cac tha thuat thong thuwdng st dung thubc can quang, co s& tién hanh thia thuat can phai dugc
trang bi cac phuong tién cling nhv cac thubc can thiét (nhw béng ambu, oxy, thudéc khang
histamin, thu6c co mach, corticosteroid...)

Chong chi dinh:

- Qué& man vé6i iopamidol ho&c bat ky thanh phan nao cla thudc

- Do nguy co xay ra qué litu nén chéng chi dinh st dung nhic lai ngay iopa; rong tha thuat
chup tly séng khi xay ra 16i ky thuat.

Nhitng canh bao dadc biét va than trong khi st dung:

Truong hop bénh nhan cé tién si gap phai cac phan (ng di ng, hen phé quan hoac khéng dung
nap thudc khi tién hanh céac tha thuat chan doan hinh anh, can than trong dé dam bao lgi ich thu
duwoc va tranh nhitng rii ro cé thé xay ra.

Khi chup X-quang cho phu ni, nén tién hanh thd thuat trong pha trwéc rung tring cla chu ky
kinh nguyét va trdnh chup X-quang trong thai ky.

Khi tién hanh tha thuat chan doan hinh anh & tré em, khong nén han ché udrig nudc trede khi st
dung dung dich can quang wu treong. Bénh nhan ciing can diéu chinh cart bapgipwdcLva dién giai
tredc khi tién hanh thu thuat. » E07 c6’PHAN

Can dac biét than trong khi tién hanh chup X-quang st dung thu6c cdn quang cho bénh nhan suy

gan hodc suy tim, bénh nhan mac c4c bénh toan than nang va bénh nhan méc béhh da_u tdy
WYIOANG GIA



xuwong (nhuw tdng macroglobulin mau Waldenstrom, da u tiy). Khong dwoc dé bénh nhan roi vao
tinh trang mat nwdc, can diéu chinh tinh trang mét can bang dién giai trvéc khi s dung thudc
can quang.

Can dac biét than trong khi s dung thuéc cho bénh nhan suy than trung binh dén nang (biéu hién
qua ndng do uré trong mau cao) hodc bénh nhan dai thao dwong. Néu can bang nwdc clia bénh
nhan t6t, &nh hudng bat loi trén than sé dwoc giam thiéu. O nhitng bénh nhan nay, can giam sat
cac thong sb thé hién chirc nang than sau khi tién hanh thd thuat chup X-quang.

Bénh nhan suy gan va suy than nang khong nén ti€én hanh tha thuat trir khi thuc sy can thiét.
Bénh nhan chi dwgc phép tién hanh mot tha thuat chup X-quang khéac sau 5-7 ngay.

Can dac biét than trong khi st dung lopamiro 300 mg/ml cho bénh nhan cao tu6i, bénh nhan cé
ap luc ndi so cao hodc trong truong hop nghi ngd c6 khdi u, ap xe hodc tu mau ndi so, bénh nhan
c6 tién st dong kinh, mé&c bénh tim mach ning, suy than, nghién rwgu nhiéu ndm hoic da xo
ciing do nguy co xay ra bién chi*rng than kinh & nhirng bénh nhan nay tang Ién.

Mot s6 bénh nhan cé thé duogc chi dinh thudc gdy mé toan than. Tuy nhién, da ghi nhan ty 1& phan
ng bét loi cao & nhirng bénh nhan dwgc gay mé toan than, cé thé la do tac dung ha huyét ap cla
thudc gay mé.

Thubc can quang co6 thé lam tang san xuat hong cau hinh lui liém trong tuan hoan & nhitng bénh
nhan thi€u mau hong cau ludi liém khi tiém tinh mach hodac dong mach.

Bénh nhan mang khéi u tuyén thugng than co thé gdp phdi con tang huyét ap sau khi tiém
iopamidol. Nén du phong tredc bang céac thude chen thu thé a.

St dung cac thu6c can quang chira i-0t c6 thé lam tram trong thém céc triéu chirng nhuoc co.
Bénh nhan suy tim sung huyét can duwoc theo ddi trong vai gio sau tha thuat chup X-quang dé
phat hién sém cac rdi loan huyét dong hoc cé thé gay tang ap lwc tham thau tudn hoan thoang
qua. Tat ca nhitng bénh nhan khéac can dugc giam sat toi thiéu trong vong 1 gio sau khi chup X-
quang do hau hét tac dung bat lgi thuong xuét hién trong khodng thoi gian nay. can théng bao
cho bénh nhan biét vé nguy co xuét hién céc phan rng di rng trong vong vai ngay sau thd thuat.
Trong treong hop bénh nhan bi di ng, can thdng bao ngay cho béac si.

O tré so sinh va dic biét 1a tré sinh non, nén kiém tra chic ning tuyén gip (thudng kiém tra s6
lvong TSH va T4) tai céac thoi diém 7-10 ngay va 1thang sau khi st dung thudc can quang chira
I-6t do bénh nhan c6 nguy co bi cuvong giap trang do thira i-6t.

O bénh nhan chup tuyén giap st dung thudc can quang chta i-6t, can lvu y réng viéc tiéu thu i-6t
& tuyén giap sé giam xudng trong vai ngay (t6i da la 2 tuan) sau khi st dung thuéc can quang
chia i-6t cho dén khi thuéc duoc dao thai hét qua than.

Trwong hop bi thAm nhiém mach ngoai vi, c6 thé xuét hién céc triéu ching kich ¢ng cuc bd.

Chup X- quang than kinh \'w /

& bénh nhan ddng kinh hodc bénh nhan c6 tién st dong kinh, phai st dung thvoc”hong co giat
trudc va sau khi tién hanh tha thuat chup tay séng. Trong mét s6 truvdng hop, co tilg/can phai tang
lieu thudc chdng co giat trong vong 48 gio trudc khi chup tdy séng.

Tuyét doi tranh s dung thuéc an than do cac thu6c nay lam gidm ngudng co giat. Tuong tu,
cling can tranh str dung thuéc gay mé, thudéc chdng ndn, thuéc khang histarnin va thudc an than
nhom phenothiazin. Néu cé thé, nén nglrng st dung céac thudc nay it nhat 48 gio'trudc khi ding
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O bénh nhan can chup tim mach, can dic biét lvu y dén chirc ning tim phai va tuan hoan phéi.
Suy tim phai va tang ap luc phdi co thé dan dén cham nhip tim va ha huyét ap toan than khi tiém
thudc can quang chtra i-6t. Chi nén ti€n hanh chup tim phai khi thyc sy can thiét.

Khi tién hanh tha thuat chup mach mau, can than trong dé tranh lam dich chuyén, tdn thuwong
hoac gay thing thanh mach khi dat catheter hoac tiém thu6c can quang. Be dam bao dat catheter
dang vi tri, nén s dung kim tiém dé tham do trudec.

NEu co thé, nén tranh chup mach méau & bénh nhan tang homocystein niéu do cé nguy co xay ra
tdc ngh&n mach mau.

Bénh nhan can chup mach ngoai vi can phai biéu hién nhip & dong mach sé dugc tiém thudc can
quang vao. O bénh nhan viém tic mach mau hodc nhiém khudn ning thém kém theo thiéu mau
nang, can dac biét than trong va chi tién hanh tha thuat chup mach mau khi thuc sy can thiét.

O bénh nhan can chup tinh mach, can dic biét than trong khi phét hién thdy diu hiéu nghi ngo
viém tinh mach, thiéu mau ning, nhiém khuan cuc bd hoic tic tinh mach. Céc triéu chirng than
kinh nghiém trong da dugc ghi nhan sau khi tiém truc ti€p thudc can quang vao déng mach hoac
tinh mach cung cap mau cho tiy séng hoac trong tha thuat chup tim mach do vo y tiém thudc vao
ddng mach canh.

Khi tién hanh chup X-quang cho tré em, can dac biét than trong khi tiém thu6c can quang cho tré
mac chirng xanh tim bi tdng 4p lvc phdi va suy tim.

Trong tha thuat chup cung dong mach cha, phai dac biét than trong khi dac dau 6ng catheter dé
tranh gay tut huyét 4p, cham nhip tim va tén thwong than kinh trung vong do nguy co tiang ap luc
truyén qua khi tiém thu6c vao dong mach céanh tay dau.

Chup X-quang dudng tiét niéu

Can ddc biét than trong khi st dung thudc cho bénh nhan suy than trung binh dén nang (thé hién
qua ndng dd uré trong mau cao). Néu can bang nuwéc cla bénh nhan tét, anh hudng bat loi d6i vai
than s& dugc gidm thiéu. O nhitng bénh nhan ndy, can giam sat cac thong s thé hién chirc ning
than, dac biét la lvgng nwéc ti€u sau khi tién hanh tha thuat chup X-quang.

Bénh nhan chi dugc phép tién hanh mot thu thuat chup X-quang khac sau 5-7 ngay.

Thudc cdn quang khdng ion hda cd hoat tinh chéng dbng in vitro thdp hon so véi thudc can
quang dang ion héa. Do d6, can phai than trong hon trong tha thuat chup mach mau. Khéng dwgc
tron 1an thudc can quang khong ion héa véi méau trong cing mdt bom tiém va phai thuong xuyén
rira sach 6ng catheter dit ndi mach dé giam thiéu nguy co tic mach do & mot s trwong hop da
gap phai bién chirng tic mach nghiém trong sau khi tién hanh chup mach mau.

Can théan trong khi st dung lopamiro 300 mg/ml cho bénh nhan cutng giap trang. Cwong giap
trang cd thé tai phat & bénh nhan trwdc d6 da duoc diéu tri bénh Graves.

Bénh than dai thao dwdng la mot trong nhitng yéu t6 nguy co gay suy than khiisiM un/thuoc can
quang. Tinh trang nay c6 thé gay nhiém acid lactic chuyén héa & bénh nhan st dup”metiormin.
Pe dam bao an toan, bénh nhan phai nglrng st dung metformin tréc hodc tai thoi diém chup X-
quang va khéng nén st dung metformin tré lai trong vong it hon 48 gi¢ sau tha thuat. Chi nén



Céc thudc hay dugc dung nhat dé du phong va diéu tri cac tdc dung bét lgi cla thudc can quang
bao gdm corticosteroid, thuéc khang histamin, thu6c gay té cuc bd va thudc giam dau. Cac thudc
nay déu khong lam tang doc tinh cla thu6c can quang.

St dung thu6c trong thoi ky mang thai va cho con bu:

NEu c6 thé, nén tién hanh tha thuat trong pha trwéc rung triing cta chu ky kinh nguyét va tranh
chup X-quang trong thai ky. Do dé an toan cua iopamidol trong thai ky chwa dwgc chirng minh,
chi nén st dung thudc khi thuc sy can thiét va khi c6 chi dinh cla bac si.

Mot lvgng nhé iopamidol dugc tiét vao sita. Thi nghiém trén dong vat cho thdy st dung
iopamidol theo dwong udng khdng gay doc tinh. Mac du chwa ghi nhan phan (ng bat loi khi dung
thudc cho tré em, phu ni¥ cho con ba chi nén st dung iopamidol khi thiyc sy can thiét.

Anh huéng dén kha nang lai xe va van hanh may méc:

Chua rd thudc c6 anh huéng dén kha nang lai xe va van hanh may méc hay khong. Tuy nhién, do
nguy co thudc co thé gay ra cac phan (ng bét lgi tirc thoi, bénh nhan khdng nén lai xe hodc van
hanh may méc trong vong 1 gi¢ sau khi st dung thudc.

Tac dung khéng mong mu6n:

S dung cac thudc can quang chia i-6t c6 thé gay ra cac tdc dung khong mong mudn nhu séc
phan vé véi cac triéu chirng nhu: budn ndn, nén, hong ban lan tda, cdm giac néng, dau dau, ngra
hodc phu thanh quan, s6t, d@ md hoi, suy nhugc, chdng mat, xanh xao, khé thd, tut huyét ap trung
binh.

Céc phan @ng trén da co6 thé xuat hién dwdi mot s6 dang nhw hong ban hodc ban san lan tda. Céc
phan (ng ndng hon & hé tuan hoan nhv gidn mach kém theo tut huyét &p, nhip tim nhanh, khé
thd, bon chon, xanh xam, mat y thirc hodc nglrng tim co thé can cap ctu.

Cac phan tng di tng mudn nhu ngta hodc phat ban da dugc ghi nhan vai ngay sau khi st dung
thudc.

Hiém khi xay ra loan nhip that khi tién hanh cac tha thuat chup ddng mach tim va/hodc dong
mach vanh.

Ciing da ghi nhan mot s6 truong hgp thiéu mau hodc nhéi mau co tim va/hodc suy tim hay ngirng
tim.

Cac tac dung khdng mong muén khac bao gom:

- Suy thén

- Giam tiéu cau

- Hen/co that phé quan

- Phui phoi /

C6 thé xay ra cuong giap tai phat & nhitng bénh nhan treéc dé da duoc diéu trf'lbrab Graves.

Sau khi chup mach n&o, c6 thé xuét hién maot s6 triéu chirng nhu 1an 18n, bang hoang, hon mé, liét
nhe, mu vd ndo (thuong thoang qua) va co giat.

HOi ching Steven-Johnson da dwgc ghi nhan véi tan suat hiém gap.

Sau khi str dung thu6c can quang khong ion hoa tan trong nuéc trong tha thuat chup X-quang tay
song, dd ghi nhan mot s6 tac dung thi phat trén than kinh. Nhirng tdc dung phu nady bao gém co
giat (hiém gap), 1an 16n tam thoi, réi loan van dong hoic réi loan cam giac tam thoiv Viém mang
ndo cling da dugc ghi nhan. Ciing can lwu y dén nguy co viém mangl hdo nhiém, khuin. Dai khi
xay ra dau dau, chéng mat, budn ndn, non, dau cac chi, dau lvng hodc $au cd.

*Thong bao cho bac sTnhirng tdc dung khdng mong mudn gap phai khi st dung thudc.



Qua liéu:

Viéc diéu tri qua liéu bao goém duy tri tat ca cac chic nang sdng cta bénh nhan va loai bd thudc
ra khoi co thé, dong thdi dam bao can bang nudc clia bénh nhan.,

C6 thé loai iopamidol khoi tudn hoan bang cach loc mau.

Di liéu an toan tién lam sang

Trong cac thr nghiém trén dong vat, iopamidol 300 mg/ml dwgc dung nap tot sau khi udng.
Khong phét hién thdy triéu ching nhiém doc ban cdp sau 4 tuan st dung iopamidol liéu tuong
dwong 9 g i-6t/kg trén chudt nhét, gdp khoang 20 Ian ligu d& nghi ding cho nguoi.

Sau khi tiém mang bung iopamidol cho chudt nhat, thuéc dwoc chuyén hdéa nhanh va dao thai
hoan toan qua nudc tiéu trong vong 24 gio.

Boc tinh cép khi tiém mang bung tvong d6i thdp. Khadm nghiém t&r thi chudt khong phat hién
thay biéu hién nhiém doc khi tiém mang bung.

lopamidol dugc dung nap t6t sau khi st dung tai chd hoic toan than. Diéu nay gilp dam bao an
toan khi st dung thudc trong cac thu thuat cé nguy co xay ra tai bién cao.

Tinh twvong ky:
Khong nén tron 1an thudc nay véi cac thude khac.

Han dung: 36 thang ké tlr ngay san xuét.
Dung thudc ngay sau khi mé lo. Hy bd dung dich thu6c con thira.

Bao quan:
Bdo quan & nhiét do khéng quéa 30°c, tranh anh sang.

Bong goi:
Thudc tiém lopamiro 300 mg/ml: hdp

San xudt béi: Patheon ltalia S.p.A.

Via Morolense, 87- Ferentino (FR)-

Daéng gobi bao bi thr cap bdi: Silvano CMapparoli
Via Delle Industrie Snc - 26814 Livraga (LO)- Italy
Xudt xwéng 16 bdi: Bracco S.p.A.

Via E. Folli, 50- Milano - Italy
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