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TO HUONG DAN SU DUNG THUOC
SHITUX
Vién nén nhai
Pé xa tém tay tré em.
Poc kj heomg dén sie dung trieée khi ding.

THANH PHAN, HAM LUQNG THUOC
M3di vién nén nhai chira
Thanh phan dwoc cht:
Biaminth sulsaleylat. ..o imarimis 262,5 mg
Thanh phan td duoc:

Tinh dau bac ha, Calci silicat, Magnesi stearat.
DANG BAO CHE:

Vién nén nhai mau héng, hinh tron, hai mét tron.
CHi PINH:

Dung dé lam giam tidu chay du lich, ti€u chay, cac triéu chimg kho chiu cua da day do dn ubng qua
nhiéu: ¢ néng, khé tiéu, budn non, chuéng hoi, ¢ hoi, day bung.

CACH DUNG, LIEU DUNG
Céch dung
Nhai ca vién. C6 thé ding vao bat ki thoi diém nao trong ngay.

Liéu ding

Nguwdi [6m v tré em tir 16 tudi tro lén: 2 vién. Néu can 6 thé lap lai lidu m&i 30 phit — 1 gio. Khong
duoc qua 16 vién trong 24 gio.

Mot lieu nguoi 16n (2 vién) chira 525mg Bismuth subsalicylat

Khéng vuot qué liéu khuyén cdo

CHONG CHI PINH

Ngudi di (mg véi salicylat (bao gém aspirin).

Hoic v6i bat ki t4 duge nao cia thube.

Tré dudi 16 tudi.

CANH BAO, THAN TRONG KHI DUNG THUOC

Khong dugce sir dung aspirin hodc salicylat khac.

Khong str dung cho tré dudi 16 tudi vi 6 lién quan dén hoi chimg Reye véi salicylat, mot bénh hiém gip
nhung rit nghi€m trong.

Can than trong d5i v6i nhimg bénh nhén b r6i loan déng mau hogc bénh git hodc dang ding thube
chong dong méu (lodng mau), tiéu dudng hodc gut.

Khong sir dung néu céc triéu chimg nghiém trong hodc kéo dai hon 2 ngay.

O nhitng bénh nhan bj tiéu chay, dic biét ¢ nhitng bénh nhan 16n tudi, c6 thé xay ra tinh trang gidm nude
va dién giai. Trong nhimg truong hop nay, sir dung bé sung nudc va dién giai thich hop la bién phap
quan trong nhat.

Khéng vuot qua lidu khuyén cdo. Khong st dung trong hon 2 ngdy ngoai trir theo 101 khuy€n ctia béc si.
Str dung & li€u cao hon khuyén céo hodc trong thoi gian dai c6 lién quan dén viéc tang nguy co tic dung
phu (ddc biét 1a nhiém ddc bismuth).

Trong thanh phan thuéc cé chira:

Lactose monohydrat: Bénh nhan c6 cac vén dé di truyén piém gip khong dung nap galactose do thiéu hut
lactase Lapp hodc glucose-galactose khong nén dung thube nay.

Mau Erythrosin lake: c6 thé gdy dj img.
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SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir c6 thai

Khéng c6 dit ligu ddy du lién quan dén viéc sir dung Bismuth subsalicylat & phu nit c6 thai. Cac nghién
ctu trén dong vat khong du veé anh hudng den thai ky, su phét trién ctia phm thai/thai, qué trinh sinh n&

va su phat trién sau khi sinh. Cdc nguy co tiém 4n cho con nguoi 13 khong x4c dinh. Khéng nén sir dung
cho phu nif co thai trir phi thét cn thiét.

Phu nir cho con bi

Khéng nén st dung cho phu nit cho con b trir phi that can thiét.

ANH HUONG LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khoéng c6 thong tin.

TUONG TAC, TUONG KY CUA THUOC

Thubc c6 chia salicylat do d6 can than trong néu bénh nhén c6 sir dung thud
chéng déng mau), thudc tidu dudng hodc git.

Su hép thu cta khéng sinh tetracychn c6 thé bi giam khi dung dong thoi vai ¢
bismuth méc du tmmg tac nay c6 thé duoc gidm thiéu bang cach tich liéu clia hai loai

TAC DUNG KHONG MONG MUON CUA THUOC

Céc tn suat bao gdm: Rét thuong gap (21/10), Thuong gap (21/100 dén <1/10), ft gap (=1/1.000 dén
<1/100), Hiém gap (> 1/10.000 dén <1/1.000), Rét hiém gip (<1/10.000) va Chua r5 (khong thé wdc tinh
tir dit liéu ¢6 san).

R4i loan hé tiéu héa

Rat thudng gip: phan den.

Thuong géap: ludi den.

Théng bdo cho bdc st nhiimg tdc dung khéng mong muén gép phdi khi sir dung thudc.

QUA LIEU VA CACH XU TRI

Bismuth

Nhiém déc bismuth c6 the biéu hién nhu mét bénh ndo cap tinh véi tinh trang 1t 1an, cir ddng co, run, roi
loan nhip tim va roi loan di va dimg. Nhi€m dgc bismuth ciing ¢6 thé gay roi loan tiu hoa, phan (g da,
ddi mau niém mac va rdi loan chiic ning than do hoai tir ong than cap tinh. Piéu tri bao gbdm rira da day,

thanh loc va ngdm nudc. Thudc chelat c6 thé 6 hiéu qua trong giai doan d4u sau khi udng va c6 thé can
phai chay thén nhan tao.

Salicylat

Dung qué liéu cling ¢6 the gdy ra céc triéu chimg cua qua trinh ngd ddc salicylat. Ngo doc salicylat
thucmg lién quan dén ndng db trong huyét twong> 350 mgfL (2,5 mmol/L). Hau hét céc trudng hop tir
vong 6 ngudi truong thanh xay ra o nhitng bénh nhan c¢6 ndng d¢ vuot qua 700 mg/L (95,1 mmol/L).
Liéu don dudi 100 mg/kg khong c6 kha ndng gay ngd doc nghiém trong.

Céc dic diém chung bao gdm nén mira, mat nudc, U tai, chong mit, diéc, d6 mo hoi, tir chi néng 1én co
mach dép, ting nhip ho hap va gidm thong khi. Sy x4o trén axit-bazo & mét mire d6 ndo d6 ¢6 trong hau
hét cac truong hop.

Nhiém kiém hé hdp hdn hop va nhiém toan chuyén héa binh thudng hodc cao pH dong mach (nong do
ion hydro binh thudng hodc giam) 1a binh thuong & ngucn [6n va tré em trén bon tudi. O tré em tir bén
tudi tro xuong, nhiém toan chuyén héa chiém wu thé v6i pH ddng mach thip (ndng d6 ion hydro

tang) 1a phd bién. Nhiém toan c6 thé 1am ting chuyén salicylate qua hang rao méu nio.

Céc dic diém it gdp bao gdm nén ra mau, tang kali mau, ha duong huyét, ha kali méu, giam tiéu cau,
ting INR/PTR, d6ng mau ndi mach, suy than va phii phéi khéng do tim.

Cac dic diém cta hé than kinh trung vong bao gdm 1a 1dn, mat phuong huéng, hén mé va co gidt it phd
bién hon & ngudi 16n so véi tré em.

X tri: Cho ubng than hoat tinh néu ngudi 16n ¢6 ding trén 250 mg/kg trong vong mét gior sau khi uéng.
Nong do salicylate trong huyét tuong nén duoc do, méc du khong thé xac dinh mirc d6 nghiém trong cua
ngd ddc chi tir didu nay va phai tinh dén cac dic diém 1am sang va sinh héa. Sy dio thai dugc tang lén
bai qua trinh kiém héa nudc tiéu, dat dugc khi st dung natri bicarbonat 1,26%. Do pH clia nude tiéu nén
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duoc theo ddi. Pidu chinh tinh trang nhiém toan chuyén héa bc:mg natri bicarbonat 8,4% tiém tinh mach
(klem tra kali huyét thanh I&n dau) Khéng nén sir dung bai niéu cudng birc vi né khéng tdng cudng bai
tiét salicylat va c6 thé gy phu phdi.

Thim téch mau 13 phuong phép diéu tri dwoc lua chon dbi véi ngd ddc ning va cin duge cén nhic &
nhiing bénh nhén cé nong dd salicylat trong huyet twong> 700 mg / L (5,1 mmol / L), hodc ndng d6 thap
hon lién quan tinh trang 1dm sang hodc chuyén héa nghiém trong Bénh nhan dudi 10 tudi hodc trén 70
tudi ¢6 nguy co nhiém ddc salicylate ting 1én va cé thé phai loc mau & giai doan sém hon.

PAC TINH DUGC LUC HQC

Nhoém duge ly: Tac nhan bao vé té bao niém mac duong ti€u hoa.

Ma ATC: AO7BB.

Tac dung tao thanh mét 16p rnfc‘_mg bao vé nhe nhang mang nhay niém mac phan thuc quan duéi va da day
¢ dang Bismuth subsalicylat hon dich.

Céc nghién clu in vitro han ché da cho thdy Bismuth subsalicylat c6 mot s6 hoat déng chéng lai mam
bénh duong rudt, tic 1a Clostridium. Bacteroides, E. Coli, Salmonella Shigella, campoylobacter
(Helicobacter) va Yersina, nhung khong chdng lai vi khudn ky khi. Khong c6 du dif liéu dé x4c dinh liéu

nhitng phat hién nay c6 bét ky lién quan nao dén két qua diéu tri & nhém bénh nhén cé thé sir dung
Bismuth subsalicylat hay khong

PAC TINH DUQC PONG HQC

Bismuth subsalicylat duoc chuyén thanh bismuth cacbonat va natri salicylat trong ruét non.

Kha dung sinh hoc duong ubng ctia bismuth ding du6i dang Bismuth subsalicylat 12 rét thip. Nguoi ta
biét rét it vé su phén b6 bismuth trong m6 ngudi. Su thanh thai qua than 14 con dudng thai trlr chinh dbi
v6i bismuth dugc hép thy, tuy nhién sy thanh thai qua mét cling c6 thé c6 mét vai trd nao do. Phan con
lai dugc loai bo dudi dang mudi bismuth khong hoa tan trong phan. Sau liéu khuyén cdo hang ngay téi da
danh cho nguoi 16n, thoi gian ban thai sinh hoc trung binh 1a khoang 33 gi¢ va nong d¢ bismuth dinh
trong huyeét tuong duy tri dudi 35ppb.

Salicylat duoc hép thu tlr rudt va nhanh chéng phén phdi dén tit ca cdc m6 clia co thé. Nong d6 dinh
trong huy€t twong sau khi dung lieu khuyen céo hang ngay t0i da la khoang 110 microgam/ml. Salicylat
duoc bai tiét nhanh chéng khoi co thé va cé thoi gian ban hiy sinh hoc trung binh khodng 4 - 5,5 gio.
QUY CACH DPONG GOI

Vi 10 vién, hop 3 vi, hop 6 vi va hop 10 vi.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQGNG CUA THUOC

Diéu kién bao quan: Noi khd, nhiét 6 dudi 30°C, tranh énh sang.

Han ding: 36 thang ké tir ngdy san xuat.

Tiéu chuén chét lwgng ciia thude: TCCS.

TEN, PIA CHI CUA CO SO SAN XUAT

Sdn xudt tal
P% ") CONG TY CO PHAN DUGC PHAM PHUONG DONG

# Lé 7. Budng 2, KCM Tan Tao, P.Tan Tao A, Q. Birh Tan, TP.HCM.
w( ix("‘?: DT {028) 37540724, (028} 37540725; FAX: (028) 37505807.
Website: orientoharma.vn: Email: info@orienipharma.vn
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