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Tén san phim: Hop CARBOTICON

fuw ¢ 202 sigfolesqns yinwsig

THANH PHAN: MA| d8n nén nhal chia:

HOP 6 Vi x 10 VIEN NEN NHAI

' CARBOTICON

Bismuth subsalicylat 262,5 mg

DAVIPHARM

BOC K¥ HUANG DAN U DUNG TRUGC KHI DING

Bismuth subsafieylal . 82,5 mg
Tadugewiadd . 1dén

CHI BINH / LIEU DUNG / CACH DUNG / CHENG CHl
BINH / THAN TRONG & CAC THONG TIN KHAC:

Xin dge 13 hudng din sl dung

BAD OUAM: Noi khé rao, ranh dnh sing, nhigt 46

khbng qui 30°C

TIEU CHUKAN CHAT LUONG: Tibu chudn i sdn xul

san xullt tal: cONG TY 08 PHAN DUGC PHAM BAT VI PHU
L M7, Buding 017, Khu Cing nghige My Phude 1, Phusng
Thal Hos, Th| x8 B&n 41, Tinh Binh Dugng, Vidt Nam

BOX OF 6 BLISTERS x 10 CHEWABLE TABLETS

' CARBOTICON

Bismuth subsalicylate 262.5 mg

WIPHARM

CAREFULLY READ THE PACKAGE INSERT
BEFORE UsE

COMPOSITION: Each chowatle lablet sonzzing:

INDICATIONS / DOSAGE ! ADMINISTRATION /
CONTRAINDICATIONS / PRECAUTIONS &
OTHER INFORMATION:

Reler io the pachage iwerl for use Iniructions

in dry pisca, from light.
bolow 30°9C

SPECIFICATION: In house standard

Munufactured by: DAT Vi PHU PHARMACEUTICAL JOINT
BTOCK COMPANY

Lot MTA, D17 Sireel, My Phuoc 1 Indusirial Zane, Thot Hoa
Ward, Ban Cal Tawn, Binh Ouong Province, Visinam

Ty & in trén gidy bang 70% kich thudic that

Vi tri in i vach
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Tén san phdm: Vi CARBOTICON (Nhém - Nhém)

56165K: HD:

CARBOTICON

Biamuth subsallcylst 262,58 mg

CARBOTICON

Bigmuth subaalicylal 2828 mg

Fl DaviPHARM

CARBOTICON

Bismuth subsalicylat 262,5 mg

CARBOTICON

Bismulh subsalicylat 262,56 mg

] DaviPHARM

CARBOTICO

Blsmuth subsalicylat 262,5 mg

CARBOTICON

Bismuth subsalicylat 262,5 mg

NG TY CO PHAN DUGC PHAM DAT VI PHU

]l paviPHARM Il oaviPHARM

CARBOTICON

Bismuth subsalicylat 262.5 mg
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Blismuin subsalicylat 2625 mg

[l DAVIPHARM Il DAVIPHARM

CARBOTICON

Bismuth subsalicylst 262,5 mg

CARBOTICON

Bismuth subsalicylat 282,5 mg

l DAVIPHARM

Ty 18 in trén gi&y bang 100% kich thudc that

TP.DAM BAO CHAT LUGNG
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Tén san pham: Vi CARBOTICON (Nhém - Nhdm)
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Bismuth subsalicylat 262,5 mg Bismuth subsalicylat 262,5 mg
# '\_ Fl caviPHARM Il DAVIPHARM
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CARBOTICON

Bismuth subsalicyiat 262.5 mg Bismuth subsalicylat 262,56 mg
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TG HUONG DAN SU DUNG THUOC
Vién nén nhai

CARBOTICON

Thude nay chi dung theo don
Dé xa tam tay tré em
Poc ki huéng din sir dung trude khi ding
Théong bao ngay cho béc s§ hodc dugc sy nhimg tic dung khong mong mubn khi sir dung thude

1. THANH PHAN CONG THUC THUOC

M3i vién nén nhai chira:

Thanh phin dwgc chit:

Bismuth subsalicylat.... o 0500 Mg

Thanh phan td dugc:

Calci carbonat (Scoralite DCS90ST), mannitol (Pearlitol 160C), povidon (Kollidon 30),
sucralose, erythrosin lake, bt huong bac ha, tale, magnesi stearat.

2. DANG BAO CHE
Vién nén dai mau hong, mét mit ¢ dap chit DAVIPHARM, mat kia tron.

k. 3. CH] Dm '
Giam nhanh cdc tinh trang khé chju da day, kho tiéu, ¢ noéng va budn non. Kiém soat tiéu chay.

4. CACH DUNG, LIEU DUNG

Cihch dung:

Thube dugc dung duong ubng.

C6 thé ubng thudc truée hodce sau bita an, luc no hoic luc déi.

Liéu dung

Nguoi I6n va tré em > 16 tudbi: 2 vién.

Lap lai liéu mdi 30 phut - 1 gio néu can thiét. Khong dugce ding qua 16 vién trong vong 24 gio.
Mabt lidu danh cho ngudi 16n (2 vién) chira 525 mg bismuth subsalicylat.

Khong dung qua lidu khuyén cdo.

5. CHONG CHI PINH

Man cam véi bismuth subsalicylat hodic véi bét ctt thanh phén nao ca thube.
Min cam véi aspirin hodc céc salicylat khéc.

Tré em < 16 tudi.

C 6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Khéng dung chung thube vai aspirin hodc cac salicylat khac.
Khéng nén dung bismuth subsalicylat cho bénh nhan < 16 tudi do c6 thé cé méi lién hé giira
salicylat va hdi chimg Reye, mot bénh rat hiém gap nhung rat nghiém trong.

Nén théan trong & bénh nhén b rdi loan déng mau hoic gout hodc bénh nhén ding thuée chéng
dong mau (lam lodng méu), dai thdo dudng hodc gout.

Khong nén ding bismuth subsalicylat néu cac triéu chimg ning hodc kéo dai trén 2 ngay.

o] bénh nhén bi tiéu chay, dac bi¢t 1a nhimg bénh nhén yéu va cao tudi, mat dich va dién giai c6
thé xay ra. Trong nhimg truong hop ndy can bu dich day dt va thuc hién diéu tri thay thé dién
giai la bi¢n phap quan trong nhit.

Khéng dung qua lidu khuyén cdo. Khéng ding thude qua 2 ngay trir khi ¢6 chi dinh clia béc s§.

Dung liéu cao hon heu khuyén céo hodc ang thoi gian kéo dai cé thé gdy ting nguy co céc tac
dung khéng mong muén (dang chuy la nhiém ddc bismuth).

Pé thudc & xa tAm tay va tdm nhin cta tré em.

7. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Chua cé théng tin ddy da vé viéc sir duug bismuth subsalicylat cho phy nir ¢6 thai.

Cac nghién ctru & dong vt chua du dé biét anh hucmg ctia thude 18n phu nir ¢6 thai, sy phat tnen
ciia phdi thai/ thai nhi, su sinh n& va sy phat trién sau khi sinh cta tré. Chua rd nguy co ¢6 thé
cé trén ngudi.

<

Trang 1/3



https://trungtamthuoc.com/

Khéng nén dung bismuth subsalicylat cho phu nit ¢6 thai va phy nit cho con bu trir khi thue su
can thiét.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thube ¢6 it hodc khong c¢6 anh hudng 1én kha néing 14i xe va vén hanh may moe.

9. TUONG TAC, TUONG KY CUA THUOC

Bismuth subsalicylat c6 chira sahcylat vi vy nén thdn trong khi dung thube chung véi cac
thube 1am lodng mau (thubc chéng d6ng) hodc thude diu tri dai thdo dudmg dudmg udng hodc
thude diéu tri gout.

Su hdp thu cia thue khang sinh tetracyclin ¢o thé bi giam khi dung chung véi thude cé chira

bismuth mic du tuong tac nay ¢ thé duoce giam thiéu bang céch udng hai thuéc céch nhau vai
gior.

10. TAC DUNG KHONG MONG MUON CUA THUOC
Rat thuong gap, ADR > 1/10

Tiéu hba: Phin den.

Thuong gap, 1/100 <ADR < 1/10

Tiéu hoa: Den ludi.

™ Thudc c6 thé gdy ra cdc tde dung khéng mong muén khdc, khuyén bénh nhén théng bdo cdc tdc

dung khéng mong muon gap phai khi dimg thuoc.
e,

11. QUA LIEU VA CACH XU TRi W0E Py
Bismuth
Nhiém doc bismuth c6 thé co tri¢u chung nhu bénh ndo cép tinh kém 1a 14n, chuyen (dong rung
gidt co, run, loan cdn ngdn va réi loan di dimg. them déc bismuth ciing c6 thé gay rdi loan tiéu: .PHAR
hoa, phéan ng trén da, mét mau mang niém mac va r01 loan chitc ning than nhur 13 két qua ctia
hoai tir ng than. Diéu tri bao gdm rira da day, tdy x6 va bu nuée. Céc tac nhén tao phirc c6 thé 1393)
c6 tac dung trong giai doan som sau khi qua liéu va c6 thé can phai thdm phan mau. 1.8
Salicylat
Qu4 liéu bismuth subsalicylat ciing c6 thé cho triéu chimg nhiém doc salicylat. Nhiém doc
salicylat thudng lién quan dén nong do huyét tuwong > 350 mg/ L (2.5 mmol/ L). Héiu hét trudng
hop tr vong & nguoi 1on xay ra & bénh nhén ¢ ndng d6 vuot qua 700 mg/ L (5,1 mmol/ L).
Liéu don duéi 100 mg/ kg thudng khong géy nhiém ddc nghiém trong.
Néu ¢6 tri¢u ching qua liéu xay ra, ngimg sir dung bismuth subsalicylat. Xt tri qua lidu gibng
nhu qua lidu salicylat:

™) Trigu chimg thuong gap

Nén, mat nrée, U tai, chéng mat, diéc, dd md hoi, &m dau chi kém mach manh, ta.ng toc @6 ho
hép va ting thong khi. R4i loan acid - base & mot vai mue do xuét hién trong hiu hét céc truong
hop.

Nhlem ki®m hé hap hén hop va nhidm toan chuyén hoa voi pH dong mach binh thudng hodc
cao (nong d¢ ion H* binh thm:mg hodc giam) thudng gép & ngudi 16n va tré em trén 4 tum O tré
em < 4 tudi, thudng gap chu yeu nhiém toan chuyén hoa véi pH déng mach thap (ting néng @6
ion H). Tinh trang nhiém toan c6 thé lam ting luong salicylat di qua hang rao méu ndo.

Triéu chng it gdp

Bao gdbm ndn ra mau, st cao, ha glucose huyét, ha kali huyét, giam tiéu cau, ting INR/ PTR,
dong mau ndi mach, suy than va phu phéi khon% do tim.

Triéu chimg trén hé than kinh trung wong bao gom 1t In, mét phuong hudng, hén mé va co giat
it gdp hon & ngudi 16n so voi tré em.

X fri

Str dung than hoat tinh cho ngudi 16n trong vong 1 gid sau khi udng hon 250 mg/ kg. Nén kiém
tra nong do Sallcylat mic di mirc dé niing cia su ngd ddc khong thé duge xdc dinh chi tir két
qua ndy ma cin két hop thém céc thong tin 1am sang va cac xét nghiém sinh héa. Su thai trir
tiang khi kiém héa nudce tiéu, dleu nay c6 thé dat duoc bang cach dung natri bicarbonat 1,26%.
Nén theo ddi pH cua nude tiéu. X tri nhiém toan chuyen hoéa véi natri bicarbonat 8,4% tiém
tinh mach (ddu tién cin kiém tra ndng d6 kali huyét thanh). Khong nén ding thude lgi ‘ueu vi
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thude khdng 1am ting thai trir salicylat va c6 thé gay phu phoi.

Thém phan m4u 12 lya chon diéu trj khi nhiém dgc nang va c6 thé can nhic & bénh nhén ¢ nong
d6 salicylat huyét tuong > 700 mg/ L (5,1 mmol/ L), hoic thép hon kém v6i cdc trigu chimg ldm
sang hoic chuyén héa ning. Bénh nhan < 10 tudi hodic > 70 tudi c6 nguy co nhiém dc salicylic

cao hon va c6 thé cin thim phan mau & giai doan sém hon.

12. PAC TINH DUQC LUC HQC

Nhém duge Iy: Cac chat hép phu dudng rudt chira bismuth.

Ma ATC: AO7BB. ‘

Thude tao mot 16p bao vé & phéan dudi thue quan va mdt phan & da day gilt bismuth subsalicylat
trong hon dich.

Céc nghién ciru in vifro con han ché cho thiy bismuth subsalicylat c6 mdt s6 hoat tinh chéng lai
cac vi khudn giy bénh dudng rudt, nhu Clostridium, Bacteroides, E. coli, Samonella, Shigella,
campylobacter (Helicobacter) va Yersina, nhung khong c¢6 hoat tinh véi céc vi khudn ki khi.
Chua cé dii thong tin dé xac dinh nhimg két qua nay c6 lién quan gi dén két qua diéu tri & bénh
nhén diing bismuth subsalicylat hay khéng.

13. PAC TINH DUQC PONG HQC

Bismuth subsalicylat dugc chuyén thanh bismuth carbonat va natri salicylat & rudt non.

Sinh kha dyng dudmg udng cia bismuth khi ding duéi dang bismuth subsalicylat 1a cuc ky thép. o/
C6 rt it thong tin vé sy phan bd ctia bismuth & m6 & ngudi. Sy thai trir qua than 13 con duong
thai trir chi yéu cta bismuth dugc hép thu, tuy nhién su thai trir qua mét cling c6 thé c6 vai tro.
Phin con lai dugc théi trir du6i dang mudi bismuth khong tan trong phén. Sau khi dung liéu t6i >}
da khuyén cdo & ngudi 16n, thoi gian ban thai 1a khoang 33 giv va ndéng do dinh trong huyét )70

* [H

tuong cua bismuth 1a < 35 ppb.

Salicylat duge hp thu tir duong tiéu héa va phan bd nhanh chéng dén tt ca cdc md trong co thé.

)
Néng do dinh trong huyét tuong sau khi dung lidu t&i da khuyén céo 1a khoang 110 pg/ mL. ?
Salycilat dugce thai trir nhanh tir co thé va c6 thoi gian bén thai khoang 4 - 5,5 gid.

14. QUY CACH PONG GOI
Hop 6 vi x 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Piéu kién bio quin:

Giit thudc trong bao bi gbc ctia nha san xuét, day kin.

Pé thudc noi kho rdo, tranh 4nh sang, nhiét do khong qua 30°C va ngoai tAm vGi cua tré em.
Han dung: 36 thang ké tir ngay sén xuét.

Tiéu chuén chét lwrgng: USP.

16. TEN, DIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

Lé M7A, Duong D17, Khu Céng nghiép Mg Phuéc 1, Phutmg Théi Hoa, Thi xa Bén Cét, Tinh
Binh Duong, Vigét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

17. ng;AY XEM XET SUA POI, CAP NHAT LAI NGT.DUNG HUONG DAN SU DUNG
THUOC '




