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TO HUONG DAN SU DUNG
Vién nén nhai AZIGCA 262
Bismuth subsalicylat 262 mg

Khuyén cao:

Doc k§ huéng din sir dung trudc khi ding

Dé xa tim tay tré em

Théng bao ngay cho bac s1 hodc dugc si nhimg tac dung khong mong mudn gip phai
khi str dung thudc

1. Thanh phén cong thirc thude:

M&i vién nén nhai chira: :

Théanh phdn hoat chat: Bismuth subsalicylat ..............cc.ceeeeeee.... 262 mg
17T A TR v S S W syl SN A vira du 1 vién

(Calci carbonat light, PVP-K30, Galen 1Q721 (Isomalt), Aspartam, Menthol, Erythrosine, Huong
trai cdy, Talc, Magnesi stearat).

2. Dang bao ché: Vién nén nhai

Vién nén tron, mau hong, huong trai ciy, hai mit khum tron, canh va thanh vién lanh 13n
3. Chi dinh:

AZIGCA 262 duoc chi dinh dé:

- Lam gidm tiéu chay.

- Lam gidm c4c triéu chimg khé chiu & da day, an khong tiéu, ¢ ndéng va budn nén

4. Liéu dung, cich ding:

4.1 Liéu dung

Ngueoi I6n va tré em trén 12 tudi:

Liéu 2 vién AZIGCA 262/ lan

C6 thé dung lap lai liéu trén mdi Y% - 1 gid néu can, dén tdi da 8 liu trong 24 gio.

St dung thudc cho dén khi hét tridu chimg, nhung khong dung qua 2 ngay. Néu cac triéu chimg
van con sau 2 ngay, nén ngung ding thude va héi ¥ kién béc si.

Tiéu chay c6 thé gay méit nudce, do d6 cAn udng bu du nude.

Tré em dudi 12 tudi:

Khéng nén dung thudc cho tré dudi 12 tudi do chwa c6 da dit liéu.

Ngudi cao tudi, bénh nhan suy gan, suy thin

Chua c6 khuyén céo diéu chinh liéu, than trong khi st dung ¢ bénh nhan suy gan, suy than.
4.2 Cach dung

C6 thé nhai hoic ngadm vién AZIGCA 262.

5. Chéng chi dinh:

Qué& mén véi Bismuth subsalicylat hodc bt ky thanh phén nao cta thudc.
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Qua man v&i aspirin, salicylate hozc dang dung céc thude salicylate khéc.

Bénh nhén bi viém loét, rdi loan chay mau, phan c6 mau hoic phan den.

Tré em dudi 12 tudi.

6. Canh bdo va than trong khi diung thubc:

AZIGCA 262 c6 chira salicylate, néu dung thubc kém véi aspirin ma xuit hién chimg U tai, nén
ngung dung thuoc.

AZIGCA 262 khéng chtra aspirin, nhung néu da timg bi di tmg v6i aspirin hodc vdi cac salicylate
khac khong chtra aspirin thi khong nén ding thudc vi ¢6 the xay ra nhimg phan tng khong mong
muon.

Néu tiéu chay c6 kém sbt cao hodc kéo dai hon 2 ngdy, nén ngung ding thube va hoi y kién bac
st

Khéng nén sir dung thudc nay cho tré em va thié}l nién dang méc bénh thiy ddu hay cam cim
hodc vira phuc hoi khoi 2, bénh,trén. Khi dung thudc, néu van cam théy buodn noén h?y non, can di
kham bac si vi day cé thé 1a dau hiéu sém cia hoi chimg Reye, mdt dang bénh hiém gdp nhung
nghiém trong.

Than trong véi bénh nhén suy than,

Bénh suy gan ning cé thé gay tich liy bismuth.

7. Si dung thudc cho phu nit c6 thai va cho con bii:

Né',u dang mang thai hodc cho con b, nghi ngé c6 thai hoac du dinh c6 thai, hdy tham khéo y
kién bac si hodc dugc si trude khi sir dung thuoc nay.

8. Anh hwéng ciia thudc 1én kha ning 1i xe, vAn hanh may méc:

Chua c6 bdo cdo vé anh hudng cua thubc 1én kha ning 14i xe va vin hanh may méc.

9. Twong tac, twong ky, caa thube:

9.1 Twong tac cia thuoc

Thubc chéng dong mau: Mubi salicylate (Bismuth subsalicylat) ¢6 thé lam téng nguy co chay
mau khi dimg déng thoi voi cac thude phéng, dong mau. Can theo déi viéc di€u tri chong dong,
di€u chinh liéu thuoc chong dong khi can thiét.

Thuéc tri tiéu duong: Tac dung ha dudng huyét c6 thé tang khi ding dong thoi v6i mubi salicylate.
Can thén trong khi dung két hop.

Ciprofloxacin: Bismuth subsalicylat 1am giam nhe ndng d6 dinh trong huyét twong va AUC cua
ciprofloxacin.

Doxycyclin: Bismuth subsalicylat lam giam su hép thu cta doxycycline. Tranh ding Bismuth
subsalicylat dé tur di€u tri doi véi khi dang dung doxycycline d€ du phong sot rét.

9.2 Twong ky, ctia thude

Do khong c6 cac nghién ciru vé twong ky cta thudc, khong tron 14n thudc nay véi cac thude
khéc.

10. T4c dung khéng mong mudn caa thudc

Viéc danh gia céc tac dung phu dua trén céc tAn suét sau:

- Phé bién (>1/100 (jl'én <1/10): Nhudém den phén hoéc ludi, 1am bién mau ring (c6 phuc hoi)
- It gap (=1/1.000 dén <1/100): Budn ndn, non
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- Hiém gap (>1/10.000 dén <1/1.000): Poc tinh thin, bénh no, ddc tinh than kinh.

Thong bdo ngay cho bdc st hodc dugc st nhitng phan ting c6 hai gap phdi khi sir dung thuéc.

11. Qua lidu va cach xir tri:

- Triéu ching: Budn ndn, ndn mira, tiéu chay, thé cham, 1 tai, sdt, tim d4p nhanh, lo mo, té mét
cam gidc, nglra ran va co giat.

- Céch xtr tri: Gay n@n hoéc rtra gla dE‘l},/, st dung than hoat tinh. Truyép dich, loc mau, thAm phéan
phic mac hodc truyén mau 1a cén thi€t cho nhimg truong hop qua li€u nghiém trong. Theo doi
nong dg salicylate trong huyét thanh cho dén khi nong d6 thudc giam dud6i muc nhiém doc. Theo
ddi va dicu tri néng d& cc chic néng song con, theo d6i hién tugng phu phdi va co giat de co
huéng di€u tri thich hop.

12. Dac tinh dwge lwc hoc

Nhém duge ly: Thube diéu tri tiéu chay, viém nhiém dudng rudt/Chéat hap phu du(mg rudt

Ma ATC: AO7B B

Co ché tic dung:

- Bismuth subsalicylat c¢6 thé bao vé niém mac da day, gén vao chd loét va niém mac, gén acid
mat, gidm prostaglandin ndi sinh va bicarbonate.

- Bismuth subsalicylat 1am giam sé 14n di tiéu, lam phén san chéc, binh thudng héa sur di chuyén
chét 16ng thong qua co ché khang tiét, lién két doc t6 cta vi khuan, va thé hién hoat tinh khang

khuén & bénh nhan bi tiéu chay. ey
13. Diac tinh dwgc dong hoc 2§
i T

- Bismuth subsalicylat dugc bién ddi thanh bismuth carbonate va natri salicylate & rudt non.
- Sinh kha dung duong ubng cta Bismuth subsalicylat rat thap. Kha néng phén b6 cta bismuth fie |
trong cac mo cia co thé ngudi 1a rat it. Miac du bismuth ciing duoc bai tiét qua mat, nhung thanh - r{
thai qua than 1 con dudng bai tiét nguyén phat ciia bismuth. Phan con lai ctia thudc dugc bai tiét &A
qua phan duéi dang mudi bismuth khong hoa tan. Sau khi uéng li¢u khu)‘fén céo hang ngay tbi da e
cho ngudi 16n, thoi gian ban hiiy sinh hoc trung binh khoang 33 gid va nong d6 dinh cta bismuth =
trong huyét tuong dat dudi 35 ppb.

- Salicylate hip thu qua rudt va nhanh chéng phan bd vao trong cac mé cia co thé. Nong do dinh

trong huyét tuong sau lidu ding t6i da hang ngay khoang 110 microgam/ml. Salicylate dugc bai

tiét nhanh ra khoi co thé va thoi gian ban huy sinh hoc trung binh khoang 4 - 5,5 gio.

14. Quy cach dong goéi: =
Hop 3 vi x 10 vién, vi Alu — Alu, kém 1 t& hudng dan st dung.
Hop 6 vi x 10 vién, vi Alu— Alu, kém 1 t& huéng dan sir dung.

15. Piéu kién bao quin, han ding, tiéu chuén chit lwgng cia thudec:
Diéu kién bao quan: Noi kho réo, tranh anh sang, nhiét d khong qua 30°C.
Han dung: 36 thang k€ tir ngay san xuat.

Tiéu chuan: TCCS
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16. Tén, dia chi ciia co sé san xuit, co s¢ diang ky thubc:
Co 56 san xuit: CONG TY CO PHAN DUQC VA VAT TU' Y TE BINH THUAN

192 Nguyén Hoi, Phudong Phu Trinh, Thanh phé Phan Thiét, Tinh Binh Thuén.

Co sé diing ky: CONG TY CO PHAN DUQC PHAM LIVIAT
Téng 46, Toa nha Bitexco, S6 2 Hai Tridu, Phudong Bén Nghé, Quan 1, TP. HS Chi Minh
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