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HUONG DAN SU DUNG THUOC

RBISMOGI

Thudc nay chi diing theo dom thube
Poc ki hwong din sir dung trwde khi dung
Pé xa tam tay tré em
Thanh phén cong thirc cho 1 vién nén bao phim:
Thanh phan hoat chit:
Bismuth oxid (dudi dang Bismuth trikali dicitrat) 120 mg

Thanh phén ti dwge: Lactose, Natri starch glycolat, Povidon K30, Colloidal silicon dioxid, Magnesi
. stearat, Hydroxypropyl methylcellulose 606, Talc, Titan dioxid, Polyethylen glycol 6000, Polysorbat
80, Phdm mau Quinolin yellow.

Dang bao ché: Vién nén tron, bao phim mau vang, hai mit tron, duong kinh 10,5 mm.
Chi dinh:

Bismuth trikali dicitrat dugc chi dinh cho nguoi 16n trong truong hop:

Diéu tri loét da day va ta trang,

Hb tro diét Helicobacter pylori két hop vaéi céac loai thudc khac.

Viém da day kém theo rdi loan tiéu héa khi muén diét Helicobacter pylori.

Cich dimng, liéu ding:
Cach dung: Ubng nguyén vién thudc véi mot lwong nude vira du.
Liéu ding:
Céc phac dd diéu tri sau day duoc khuyén nghi:
. lviénx 4 l:fm/nga‘iy khi bung doi (l{éng 30 phut trude bira &n chinh va trude khi di ngu), hodc
. 2vienx2 lén/ngéy khi bung dé6i (uong 30 phit trudc bira &n séng va bira an toi hodc trudce khi di ngu).
. Thoi gian t6i da ciia mot dot diéu tri 1a 2 thang. Phai ngimg thudc it nhét 2 thang trudce khi bat dau dot
diéu tri méi véi cac thude ¢ chira bismuth,
Pé diéu tri loét da day hodc ta trang, thoi gian ctia mot dot diéu trj tir 4 — 8 tun.

Dé diét Helicobacter pylori, viéc lua chon liéu phap phdi hop va thoi gian diéu tri (7 - 14 ngay) nén
xem x¢ét kha ndng dung nap thubc ctia timg bénh nhén va phai thuc hién pht hop véi md hinh khéng
thude khu vure va huéng dan diéu tri.

Tré em: Sy an toan va hiéu qua ctia bismuth trikali dicitrat & tré em tir 0 — 18 tudi chwa duge xéac dinh.
Khoéng c6 dir lidu.
Chong chi dinh:
Quéa mén v6i bismuth trikali dicitrat hodic v6i bat ky thanh phan nao cua thude.
Suy thén nang.

Canh bzo va thin trong khi dung thude:
Khéng nén sir dung lidu cao cac hop chét bismuth trong th&i gian dai vi cé thé dén dén bénh néo c6 hoi
phuc. Néu uong bismuth theo liéu khuyén nghi thi kha ning xay ra diéu nay 13 rit nho. Khong nén
ubng cling véi nhitng thude khéc c6 chira bismuth.
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Thyéc nay c6 chira kali nén cén nhéc véi nhitng bénh nhan bi suy giam chic nang than hodc dang cé
che d¢ an kiéng d¢ kiém soat kali.
Thuéc ¢6 chira lactose nén bénh nhan 6 van dé di truyén hiém gip vé khong dung nap galactose, thiéu
enzym Lapp lactase hodc kém héap thu gluco-galctose khong nén dung thude nay.

Sir dung thude cho phu nit ¢6 thai va cho con bi:
Thoi ky mang thai: Khong c6 déu hiéu cho thdy tic dong c6 hai trong céc thir nghiém trén dong vat.
Khong c6 da dir liéu dé danh gia tac dong cd hai cla viéc sir dung bismuth trikali dicitrat cho phu nir
mang thai. Do d6 khdng nén sir dung bismuth trikali dicitrat trong thoi ky mang thai.
Thoi ky cho con bii: Khong c¢6 du dir liéu dé dénh gia tac dong co hai cta viée sir dung bismuth trikali
dicitrat cho phu nir trong thai ky cho con ba.

Anh hwong ciia thude 1én kha ning lai xe, vin hanh may moc:
Khong c6 thong tin vé anh hudng cua thude 1én kha ning lai xe. Tuy nhién, khé cé thé anh huéng dén
kha nang lai xe va van hanh may moc.

Twong tic, twong Ky cia thude:

Twong tac ciia thube véi cac thude khic va cac loai twong tic khac:

Khong nén ding céc loai thubc khac, dic biét 1a thubc khang acid, thyc phdm hoic thirc ubng, sia, tréi
cdy, nudc €p tréai cay trong 30 phit trurde hodc sau khi udong bismuth vi s€ lam anh hudng dén tac dung
cua bismuth.

Bismuth lam giam hap thu cua tetracyclin khi sir dung dong thoi.

Twong ky, ciia thudc:
Do khéng c6 cac nghién ciru vé tinh tuong ky ctia thude, khong tron 14n thude nay véi céc thude khéc.

Téac dung khong mong mudn:
Céc phan (mg ¢6 hai duoc phan nhém theo tin suét: Rat thuong gip (ADR > 1/10), thuong gap (1/100 <
ADR < 1/10), it gép (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR < 1/1.000), rat hiém gip
(ADR < 1/10.000); khong thé udc lugng tan suat dugc liét ké "Chua rd tan suét".
Rat thwomg gdp, ADR > 1/10
R&i loan tiéu héa: Nhuém den phan.
It gép, 1/1000 < ADR < 1/100
R6i loan tiéu hda: Budn nén, ndn, tdo bon, tiéu chay.
Roi loan da va md dudi da: Phét ban, ngira.
Rat hiém gdp, ADR < 1/10.000
Réi loan hé théng mién dich: Phan tmg phan vé.

Qua lidu va cach xir tri:
Qua lidu:
Qua liéu cép tinh va nghiém trong c6 thé din dén suy than véi thoi gian 4 bénh lén dén 10 ngay.
Xir tri:
Dung bismuth 1 14n véi lidu rét cao nén dugc diéu tri bang rira da day, sau d6 tiép tuc sir dung than hoat
tinh va thudc nhuén trang thdm thau. N6i chung, didu nay s& ngan chin hip thu bismuth dén mirc khong
can phai diéu trj thém.
Xac dinh ndng dd bismuth trong méau va nude tidu 1a can thiét trong trudng hop nhiém doc cip tinh va
man tinh, do dé cac tridu chimg c6 thé duogc cho 1a do tang phoi nhiém bismuth. Néu cac triéu chimg do
qué lidu bismuth cdp tinh hoic man tinh, nén xem xét sir dung li¢u phap thai sat bang acid

dlmercaptosuccmlc (DMSA) hodc acid dlmercaptopropan sulphonic (DMPS). Néu ciing c6 triéu chimg
vé rbi loan chire niang than nghiém trong nén tién hanh thai sit bang chay than nhan tao.
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Dic tinh dwge lwe hoc:
Nhom duge ly: Cée thude khac chéng loét da day — t trang va bénh trao ngugc da day — thuc quan.
Mi ATC: A02BX05.
Co ché hoat dong:
Chét két tia dugc tao thanh tir bismuth trikali dicitrat dudi tac dung cua acid da day, chti yéu bam vao
vung bi loét va uc ché hoat dong cua pepsin. Bismuth trikali dicitrat con bao ve niém mac da day bang
cach kich thich tong hop va bai tiét prostaglandm ndi sinh, lam tang séan xuét bicarbonat va mucin.

Ngoal ra, bismuth trikali dicitrat con c6 hoat tinh khang khuan chéng lai Helicobacter pylori. Viéc loai
bo vi khudn nay dan dén cai thién vé hinh anh mé hoc va cai thién triéu chimg.

Téc dung duoc luc hoc:
Bismuth trikali dicitrat gép pharl chira lanh phén 16n cac vét loét da day va ta trang. Tac dung khéang
khuén cua no cd lién quan dén tan sudt tai phat loét thdp hon trong nim dau tién sau khi ngimg diéu tri
so voi mot s6 thude khac.

Pic tinh dwge dong hoc:

. Hap thu: Bismuth trikali dicitrat c6 tdc dung tai chd. Tuy nhién, mot lugng nhé bismuth dwoc hép thu
(duéi 0,2% cua liéu) trong qua trmh diéu tri.

Phdn bo: Bismuth phan b chi yéu & than. Chi mét luong nho duge tim thdy & cac co quan khéc.

Chuyen héa: Duéi tac dung cua acid da day, bismuth trikali dicitrat két tia cuc bd tao thanh céc hop
chat khéng tan, ¢6 thé 1a bismuth oxyclond va bismuth citrat.
Thai trie: Phan 1én bismuth dugc bai tiét qua phan. Trong s6 lugng nho dugc hép thu, d thanh thai
qua nudc tiéu khoang 50 ml/phat. Can mé hinh 3 ngin dé mo ta su bai tiét bismuth theo thdi gian.
Thoi gian ban thai 1a 5 — 11 ngay. -‘iﬁ
&
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Quy cach dong goi:

Vinhom xé, vi 10 vién, hop 06 vi.

Diéu kién bao quan, han ding, tiéu chuin chét lwgng ciia thude:
Diéu ki¢n bdo quéan: Nhiét do dudi 30°C, tranh 4m va 4nh séng.
Han dung ciia thude: 36 thang ké tir ngdy san xuét.

Tiéu chuén chét lwgng: TCCS.

. Tén, dia chi ciia co' s& san xuét thude:
Cong ty c6 phian Duge pham Agimexpharm
é 27 Nguyén Thai Hoc, P. M§ Binh, TP. Long Xuyén, An Giang, Vit Nam
Co sérsan xuét: Chi nhénh Cong ty CP Duge phim Agimexpharm — Nha mdy sin xuét Duge phim Agimexpharm
WHO-GMP Pubng Vil Trong Phung, K. Thanh An, P. My Théi, TP. Long Xuyén, An Giang, Viét Nam

An Giang, ngay A.. thang .09.. nam 2023
TL. Tong giam dbc
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