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Chi dinh - Cach ding - Liéu diang - Chéng
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Boc ky hudng dan si dung trudc khi ding
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1. Bao bi truc tiép:
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1. Bao bi truc tiép:
- Chai 100 vién nén nhai.
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2. Bao bi ngoai:

Thanh phin
E
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- Cach ding - Ligu ding

dc thang tin khic: X

g

Bao quan: Mhist d6 dudi 30°C, trdr
anh sang

Tieu chaian: TCL

Déxatam tay tréem
Boc kf hudng din sd dung trudc khi dung

NHH Duoc pham Phuc Nhan Tam

nhanh Cong ty CP Duge phim Aglmexpharm
wudt Duge phim Agimexpharm

- Hop 1 chai x 100 vién nén nhai.
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1. Bao bi truc tiép:
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1. Bao bi truc tiép:
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Thanh phan:
Mbi vién nén nt

Cong ty TNHH Dugc pham
Phic Nhan Tam
3 X

Chi nhdnh Cang ty CP
Agimexpharm
Nha may san xudt Dugc pham

MAU NHAN THUOC

Phuc Nhan Tam Pharmaceutical
Company Limited

Agimexpharm Pharmaceutical Factory

TP Long Xuyén, ngay AS. thang AC. nam 3044

TL.TONG GIAM BOC
WV s
! '/’ >
¥

y Chét Luong



https://trungtamthuoc.com/

1. Bao bi truc tiép:
- Chai 500 vién nén nhai.

Thanh phan:
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Dugc pham Agimexpharm
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| HUONG DAN SU DUNG THUOC

BISCYLAT

Poc k§ hwéng din si dung trwée khi ding

Dé xa tAm tay tré em

Thanh phin céng thire cho 1 vién:
Thanh phan hoat chit:
M&i vién BISCYLAT chita 262.5 mg Bismuth subsalicylate.
Thanh phén ta dwgc:

Hypromellose 2910, Sorbitol, Menthol, Peppermint oil, Colloidal silicon dioxide, Magnesium
. stearate, Allura red lake.

Dang bao ché: Vién nén nhai hinh tron 2 16p héng - tring, hai mit tron, vi ngot, mui thom déic trung.
Chi dinh:

Giam nhanh céc frigu chung ¢ nong, kho tiéu, budn nén, dau da day (do an uéng quéa dg) &

, J—
ngudi 16m va tré em tir 16 tudi tros 1én. k. 16

» /F'-'—-‘-
biéu tri tiéu chay.

LONG

Cich dung va lid¢u dung: » g;
Cich ding: IMEXPH
Chi ding duong udng, ¢6 thé udng trude hodc sau bira an, khi bung d6i hoic no. v
(JYEN

Liéu dung:
Nguweoi I6n va tré em > 16 tuéi:

2 viéx;u’lz"iq (twong dwong voi 525 mg bismuth subsalicylate), c6 thé lap lai liéu sau mdi 0,5 - 1
gid néu can. Toi da 16 vién (8 1an) trong 24 gid.

Khong ding qué lidu chi dinh.
Tré em duéi 16 tudi:
Khéng ding cho tré em duéi 16 tudi.
Chéng chi dinh:
Qua mén v6i bismuth subsalicylate hodic voi bat ky thanh phan nao cta thube.
Qu4 mén véi aspirin hodc cac salicylate khac.
Bénh nhan dang diéu tri déng thoi véi aspirin hodc cac salicylate khac.
Bénh nhan bi loét da day ta trang.
Bénh nhan bi réi loan déng mau.
Bénh nhan di ngoai ra mau hodc phén den.

Tré em dudi 16 tudi.

Trang 1/4
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Canh bdo va than trong khi dung thudc:
Nén ngung thuéc néu cac triéu chimg tré nén nghiém trong hon hodc kéo dai hon 2 ngay hoic
xuat hién 0 tai.
Khong dung cho tré¢ em dudi 16 tudi, do co thé c6 mdi lién quan gitra salicylate va héi chimg
Reye, mét can bénh rat hiém gép nhung réat nghi€ém trong. Diu nay dac biét quan trong ddi voi
nhitng ngudi da hodc dang hoi phuc sau nhiém tring do vi-rat nhu thuy dau hodc cim.
O nhimg bénh nhéan bj tiéu chay, dic biét & nhitng bénh nhén c6 siic khoe yéu va cao tudi, c6
thé xay ra tinh trang mat nudc va dién giai. Trong trudong hop nay, str dung liéu phéap bu nude
va dién giai thich hop la bién phap quan trong nhat.
Khong dung chung vdi aspirin hoéc céc salicylate khac.
C&n thén trong d6i voi nhitng bénh nhén bi ;éi loan déng mau hodc bénh git ho#dc dang dung
thudc chong dong mau (lam lodng mau), thuoc di€u tri dai thdo duong hoac gut.

Khéng vuot qua lidu khuyen cdo. Khong dung thude qua 2 ngay trir khi ¢ chi dinh cta béc si.
Dung liéu cao hon liéu khuyén c4o hoic kéo dai c6 thé lam ting nguy co giip phai céc tic dung
khong mong mudn (dic biét 1a nhidm déc bismuth va salicylate).

Pé xa tdm tay va tAm nhin cla tré em.
Thubc ndy chira sorbitol. Bénh nhén ¢ van dé di truyén hiém gip vé khong dung nap fructose
khong nén dung thudc nay.
Sit dung thudc cho phu nit ¢é thai va cho con bii:
Chua c6 dir liéu day du vé viée sir dung thude & phy nit mang thai.
Cac nghlen ctu trén dong vat chua du dé danh gia cac tac dong cua thube dén thai ky, su phat

trién cua phdi thai/thai nhi, su sinh san va phat trién sau sinh. Chwa 18 nguy co tiém 4n trén
nguoi.

Khéng nén sir dung thude cho phu nit ¢6 thai va cho con bu trir khi thét su can thiét.

Anh hwéng cia thube 1én kha niing l4i xe, vin hinh m4y méc:
Thudc khéng anh hudng dén kha nang 14i xe va van hanh miy méc.

| Twong téc, twong ky, ciia thube:

Twong tic cia thudc véi cac thude khac va cac loai twong tac khéc:

Thudc ¢6 chira salicylate, do do can than trong & nhitng bénh nhan dang ding:

. Thubc chéng dong mau (thudc lam lodng mau) vi sir dung dbng thai ¢6 thé 1am ting nguy
co va muc dd nghiém trong cua chay mau;

. Thudc diéu tri bénh gt (vi du: Probenecid, sulfinpyrazone) vi sir dung déng thai c6 thé
lam tang nguy co tang axit uric mau va lam b¢nh gat néng hon;

. Thube sulfonylurea diéu tri bénh d4i thdo duong (vi du: Chlorpropamide, glibenclamide) vi
str dung ddng thdi ¢6 thé 1am ting nguy co ha dudng huyét;

. Thudc diéu tri viém khép (vi du: Methotrexate) do ¢6 kha nang turong tac thude.

Dic biét than trong khi dung khang sinh tetracycline, vi dung ddng thoi co thé lam thay dbi

duoc dong hoc ciia mot s6 khang sinh nhu tetracycline va doxycycline (khang sinh tetracycline

c6 thé lam giam sinh khd dung cua bismuth subsalicylate do tuong tac véi aluminium
magnesium silicate trong cong thirc).

Trang 2/4
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Ngoai ra, su hép thu ctia khéng sinh tetracycline c6 thé bi giam khi dung dong thdi vai céc san
phidm c6 chira bismuth mac du twong téc nay c¢6 thé duge giam thiéu bang cach sit dung hai
loai thudc nay cach nhau vai gio.

Khéng sir dung cho bénh nhén dang dung aspirin hodc cac salicylate khac do nguy co qua lidu
va ngd doc salicylate.

Twong ky:

Do khong cé cac nghién ctiru vé tinh tuong ky cua thuodc, khong trdn lan thude nay véi cac
thudc khac.

Tac dung khong mong muon ciaa thuoe:

Céc phan tmg c6 hai duge phén nhém theo tin suét: Rat thuong gip (ADR > 1/10), thuong
gap (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR <
1f 1 000) rat hiém gap (ADR < 1/10.000); khong thé wdce luong tan suat dugc liét ké "Chua 1o
tan suat".

Réi loan tidu héa:
Rét thuomg gip: Phan den.
Thudng gap: Ludi den.

Théng bdo ngay cho bdc sy hodc dwgc si khi gdp cdc tic dung khang mong muon nhuw trén

khi sir dung thuéc hodc bdo cdo cdc tdc dung khong mong muon cia thuoc vé Trung tﬁﬁ

Théng tin thuéc va Theo doi phin ieng ¢6 hai ciia thuéc (ADR) Quéc Gia. \9

Qui liéu va cach xir tri: r\:
Qui lidu: b
Bismuth /t\
A

Ngd doc bismuth c6 thé biéu ‘hién dudi dang bénh néo cép tinh véi céc triéu chung I 14n, gift
co, run, roi loan van ngon, r6i loan van dong. Ng¢ doc bismuth cling ¢6 thé gy r01 loan tiéu

hoéa, phan g trén da, d6i mau niém mac va 1di loan chirc ning than do hoai tir éng than cip
tinh.

Salicylate

Ngé doc salicylate thudomg lién quan dén ndng do thude trong huyét twong > 350 mg/L (2,5
mmol/L). Hau hét cac truomg hop tir vong & ngudi 1ém xay ra & nhimg bénh nhan c6 ndng do
vugt qua 700 mg/L (95,1 mmol/L). Liéu don duéi 100 mg/kg khéng cé kha nang gay ngd dac
nghiém trong.

Néu c6 céc triéu chimg sau xuét hién, nén ngung sit dung thube. Didu tri tuong tu nhu x tri
qué lidu salicylate:

Cac tri¢u ching thuong gap bao gdm ndn mira, mat nude, 1 tai, chong mat, diée, db md hoi, tir
chi am kém mach ddp manh, ting nhip tho va ting thong khi. Réi loan acid-base xay ra & hdu
hét cac trudong hop.

Nhiém kiém hé hép két hop véi nhidm toan chuyén héa véi pH dong mach binh thuong hodc
cao (ndng do H" binh thuong hodc gidm) thudng xdy ra & ngudi 16m va tré em trén 4 tudi. O tré
em tir 4 tbi g xuong, thu(mg xay ra nhlem toan chuyén hoa chiém wu thé véi pH déng mach
thdp (ting néng dd H*). Nhiém toan c6 thé lam ting vén chuyén salicylate qua hang rdo mau
nao.

LEY L]
"ING 6L

Céc triéu chting it gip bao gbm nén ra mau, sdt cao, ha dudong huyét, ha kali huyét, giam tiéu
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cau, tang ‘INRHPTR, dong mau nodi mach, suy Lhéin va phu phéi khong do tim. Cac tri¢u ching
cua hé than kinh trung wong bao gém la lan, mat phuong huéng, hon mé va co giat it gap &
nguoi Iém hon so véi tré em.

Xk tri:

Diéu tri qua liéu bismuth bao obm rira da day, tay 3(5 va bt nude. Chét tao phue chelat c6 thé
c6 hiéu qua trong giai doan dau sau khi uong qué liéu va tham phan mau c6 thé can thiét.

Dung than hoat tinh néu ngudi 16n ubng hon 250 mg/kg trong vong mét gio. Nén xé4c dinh
nong do salicylate trong huyet twong, mac du mic do nghiém trong cua ngd doc khong thé
duoc xac dinh chi tir théng s6 ndy va phai tinh dén céc tridu chimg 14m sang va chi s6 sinh
héa. Kiém hoa ‘nudc tiéu bang cach dung natri bicarbonate 1,26% giup tang thai trur salicylate.
Do pH nudce tiéu can duge theo ddi. Dleu chinh nhiém toan chuyén héa bang natri blcarbonate '

8,4% tiém tinh mach (kiém tra trude néng d6 kali huyet thanh). Khong nén dung thude loi tiéu
cudng birc vi khong lam ting bai tiét salicylate va c6 thé gay phil phéi. ‘

Tham phan méu 1a phuong phép diéu tri duoc lwa chon trong truong hop ngd doc nang va can
dwoc cin nhic ¢ nhimg bénh nhén co6 ndng d6 salicylate huyét twong > 700 mg/L (5,1
mmol/L) hodc nong d6 thap hon c¢d lién quan t6i cac triéu ching 14m sang hosdc chuyén héa
néng. Bénh nhén dudi 10 tudi hodc trén 70 tudi tang nguy co nhidém ddc salicylate va c6 thé
c4n thdm ph4n mau & giai doan sém hon.

Quy cach dong goi:
Vi 12 vién. Hop 02 vi, 03 vi, 04 vi, 05 vi, 06 vi, 07 vi, 08 vi, 09 vi hodc 10 vi.
Chai 30 vién, 60 vién, 90 vién hoac 100 vién. Hop 1 chai.
Chai 200 vién, 300 vién hodc 500 vién.
Piéu kién bio quan, han dung, tiéu chuin chét lrgng cia thude:
Pidu kién bao quan: Nhiét dd dudi 30°C, tranh 4m va anh séng.
Han ding: 36 thang ké tir ngay san xuét.
Tiéu chuén chét lwong: TCCS.

Co so dang ky: Cong ty TNHH Duge phiim Phiic Nhin Tam
- 102 Tran Thit D4, Phuomg Khué Trung, Quan Cim Lg, Thanh phé Da Ning, Viét Nam
AGMEXPHARM  Co s¢ sén xudt: Chi nhdnh Cong ty CP Duge phim Agimexpharm - Nhi mdy sén xuéit Dwge phim Agimexpharm
WHO-GMP Buong Vi Trong Phung. K. Thanh An, P. My Théi, TP. Long Xuyén, An Giang, Viét Nam

An Giang, ngay A%.. thang 0.8 ndm 2025
L. Tong gidm dbc
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