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Rx thudc ké don 

Hop 30 goi x 15ml 

H6n dich ud 

BISMOT 
Bismuth subsalicylat 525 mg/ 15 ml 

WEALPHAR 

Composition: Each 15 ml contains: 
Bismuth subsalicylate. 525mg 
Excipients q.sf......... .. 15m 

Indications, administration, contra- 

indications and other information: 
See package insert. 

Specification: In - house. 
Storage: Dry place, not above 30°C, 
avoid direct sunlight. 

Shake well before use. 

Keep out of reach of children. 
Read the accompanying instruc- 

tions carefully before use. 

| Co sé san xuat / Manufacturer: 
CT CP DU'QC PHAM WEALPHARI 
WEALPHAR PHARMACEUTICAL 
JSC 

L6 CNS, Khu c6ng nghiép Thuy Van, 

XA Thyy Van, Thanh phé Viét Tri, 
Tinh Phu Tho./ 

Lot CN5, Thuy Van Industrial Park, 
Thuy Van Ward, Viet Tri City, Phu Tho 
Province. 

Ra thuse ké dan 

Hon dich uéng 

BISMOTRIC 
35 mg/ml 

‘WEALPHAR 

Thanh phan: Mai 15 mi chira: 

Bismuth subsalicylat.. 

TA QUOC VO... 

Lic kj trade khi dung. 
‘Dé xa tim tay tré em. 

Doc ky hutng din sir dung 

trurée khi dong. 

Co sé san xuat: 

CONG TY CP DUOC PHAM WEALPHAR 

LO CNS, Khu eng nghiép Thuy Van, 

X4 Thuy Van, Thanh phé Viét Tri, Tinh 

Phd Tho. 

SOWSK: HO: 

Rx Prescription drug 

BISMOT 
Bismuth subsalicylate 525 mg/ 15 ml 

WEALPHAR 

Thanh phan: Méi 15 mi chia: 
Bismuth subsalicylat.. : 
Ta duoc vd... 

Chi dinh, cach ding, chéng chi 
dinh va cac théng tin khac: Xem 

trong to huéng dan str dung 
thudc kém theo. 

Tiéu chuan: TCCS. 

Bao quan: Noi khé, nhiét 46 

khéng qua 30°C, tranh anh sang. 

Lac ky tréc khi ding. 
Dé xa tim tay tré em. 
Doc kj huéng dan str dung 

trwéc khi ding, 

SDK (Reg. No) 
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Ra thudc ké don 

Bismuth subsalicylat 525 mg/ 15 

Hop 20 gdi x 15m 

Hon dich uong 

BISMOT 
35 mg/ml 

WEALPHAR 

Composition: Each 15 ml contains: 

Bismuth subsalicylate.. 
Excipients q.s-f........ 4 
Indications, administration, contra- 

indications and other information: 

See package insert. 
Specification: In - house. 

Storage: Dry place, not above 30°C, 

avoid direct sunlight. 

Shake well before use. 

Keep out of reach of children. 

Read the accompanying instruc- 
tions carefully before use. 

Co’ sé san xuat / Manufacturer. 
CT CP DUQ'C PHAM WEALPHARI 

WEALPHAR PHARMACEUTICAL 
JS.C 

L6 CNS, Khu cdng nghiép Thuy Van, 
X4 Thuy Van, Thanh phé Viét Tri, 
Tinh Phu Tho./ 

Lot CN5, Thuy Van Industrial Park, 

Thuy Van Ward, Viet Tri City, Phu Tho 

Province. 

Ri thudcké dan 

Hon dich uéng 

BISMOTRIC 
35 mg/ml 

WEALPHAR 

Thanh phan: Mdi 15 ml chiva: 

Bismuth subsalicy| 

Ta duoc vé........ 

Lac kf true khi ding. 

Bé xa tim tay tré em. 

Bec ky hung dan sty dyng 

truéc khi ding. 

Co sd san xuat: 

CONG TY CP DUOC PHAM WEALPHAR 

Lé CNS, Khu céng nghiép Thuy Van, 

X4 Thuy Van, Thanh phé Viét Tri, Tinh 

Phi Tho. 

SOWSX: HO: 

Rx Prescription drug 

BISMOT 
Bismuth subsalicylate 525 mg/ 15 ml 

Thanh phan: M6i 15 mi chiva: 
Bismuth subsalicylat 525mg 

Ta duc vd... 15m 

Chi dinh, cach ding, chéng chi 
dinh va cac théng tin khac: Xem 

trong to huéng dan sir dung 
thudéc kem theo. 

Tiéu chuan: TCCS. 

Bao quan: Noi khé, nhiét d6 

khéng qua 30°C, tranh anh sang. 

Lac ky trée khi dung. 
é xa tdm tay tré em. 

| Doc ky hwéng dan str dung 

WEALPHAR 

trvérc khi ding. 

SDK (Reg.No) : 
8610 SX (Lot. No) : 
NSX (Mig. Date): 
HD (Exp. Date) 
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Rx - Thude indy chi ding theo don thudéc 
0967 799% 

Bismotric 35 mg/ml 

“Dé xa tam tay tré em” 

“Doc k¥ huéng dan str dung trudc khi ding” 

“Lac k¥ trudc khi ding” 

1. Thanh phan céng thie thuée: 
Thanh phan dugc chat: Bismuth subsalicylat 525 mg/ 15 ml 

Thanh phan td dugc: Natri carboxymethyl cellulose, Acid benzoic, Acid salicylic, Natri 

saccharin, Huong dau, Do Erythrosine dye, Glycerin, Sorbitol solution 70% (non-crystalline), 

Nuéc tinh khiét vira du. 
2. Dang bao ché: Hén dich uéng. 
M6 ta: Hon dich mau héng, mii thom, vi ngot. Hén dich khi dé yén thi duoc chat rin phan 
tan c6 thé tach riéng, nhung phai tré lai trang thai phan tan déng nhat trong chat dan khi lac 

nhe trong 1 dén 2 phut va git nguyén trang thai do trong vai phut. 

3. Chi dinh 

¢ Tiéu chay khi di du lich 

° Tiéu chay 

¢ Kho chiu & bung do an udng qua dé, bao gém: 9 nong, kho tiéu, budn nén, day hoi, ¢ hoi, 
day bung. 

4. Cach ding, ligu ding 
Cach ding: Thuéc ding dudng udng. Lac ky truéc khi udng. Uéng nhiéu nude dé ngan ngira 
mat nude do tiéu chay. 

Liéu dung: 

Tiéu chay/Tiéu chay khi di du lich: 

Nguoi lon va tré em tir 12 tudi tré 1én: 15 ml mdi 30 phut hoac 30 ml mai gid néu can. 
Khé chiu 6 bung do an uéng qué dé: 
15 ml mdi 30 phut néu can. 
Khéng duge uéng qua 120 ml trong 24 gid. 
Sw dung cho dén khi ngimg tiéu chay nhung khong qua 2 ngay. 
Tré em duoi 12 tudi: Tham khao ¥ kién bac sy. 
5. Chong chi dinh 

Qua man véi Aspirin hodc cac salicylat khac. 

Qua man véi bat ky thanh phan nao ctia thuéc. 
6. Canh bao va than trong khi ding thuéc 
Khong ding chung voi aspirin hodc cdc salicylat khac 
Tré em va thanh thiéu nién khéng nén st dung bismuth subsalicylat do cé thé cé méi lién 
quan gitta salicylates va héi chitng Reye, mét cin bénh rat hiém gap nhung rat nghiém trong. 
Can than trong déi voi nhiing bénh nhan bi réi loan dong mau hode bénh gut hoac nhitng 
ngudi dang ding thuéc chéng dong mau, thuéc diéu tri tiéu duong hoac bénh git. 
Khéng nén st dung bismuth subsalicylat néu cac triéu chimg nghiém trong hodc kéo dai hon 
2 ngay. 
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O 5 ning ‘bath ‘phan bi tiéu chay, dc biét @ nhing bénh nhan cao tudi va suy nhuge, cé thé 
ay +2 fink trang. thiéu nuéc va dién giai. Trong trudng hop nhu vay, b6 sung nude va chat 

he anti hop} Ja bién phap quan trong nhat. 

Khong:vwot qua’ Tieu khuyén cdo. Khong sit dung qua 2 ngay trir khi cé loi khuyén ctia bac si. 

Stk dung. 0 liu ¢a0 hon mire khuyén cdo hoac trong thdi gian dai cé thé lam tang nguy co tac 

dung phu-(dac biét 1a nhiém déc bismuth). 

Canh bao ta duoc 

MOi 15ml hén dich udng chita 30 mg acid benzoic. Acid benzoic cé thé lam tang vang da 6 
tré so sinh (tir lic sinh dén 4 thang tudi) 

Méi 15ml hén dich uéng chita tir 367 dén 497 mg sorbitol. Sorbitol 14 1 nguén cung cap 
fructose. Néu khéng dung nap duoc mét sé loai duong hoac mac ching khéng dung nap 

fructose di truyén (HFI), hay théng bao voi bac si truéc khi ding thuéc. 
7. Sir dung thudc cho phu ni co thai va cho con bi 

Khong co dtr liéu day du vé viéc st dung bismuth subsalicylat 6 phu nt mang thai. 

Cac nghién citu trén dong vat chua day du vé anh hudéng trén thai ky, su phat trién cua phdi 
thai/thai nhi, qué trinh chuyén da va phat trién sau sinh. Chua r6 nguy co tiém 4n cho con 
nguoi. 

Khéng nén sit dung Bismuth subsalicylat trong thoi ky mang thai va cho con bi trir khi thuc 

su can thiét. 

8. Anh hwéng cia thuéc lén kha nang Idi xe va van hanh may moc 
Khéng anh huéng. 

9. Tuwong tac, twong ky ciia thudéc 

* Tuwong tac cia thudéc 
Bismuth subsalicylat chita salicylat do dé ean than trong néu dang ding thudc chéng déng 
mau hoac thuéc diéu tri tiéu dudng duéng udéng hodc thudc diéu tri bénh gut. 
Su hap thu cla khang sinh tetracycline c6 thé bi giam khi ding déng thoi véi cac sin pham 
c6 chita bismuth m&c di sw tuong tac nay cé thé duoc gidam thiéu bang cach tach thoi gian 
ding ciia hai loai thuéc ra mét vai gid. 

* Twong ky ciia thuéc: Do khéng co cdc nghién ciru vé tinh tuong ky cia thuéc, khéng tron 
lan thuéc nay véi cdc thudéc khac. 

10. Tac dung khéng mong muén cia thuéc 

Réi loan tiéu héa: 

Lu@i den: thuong gap (>1/100, <1/10) 

Phan den: rat thuong gap (>1/10) 
Th6ng bao ngay cho bac s¥ hodc duge s¥ nhimg phan tmg cé hai gap phai khi str dung thuéc. 
11. Qua liéu va cach xi tri 

Bismuth 

Ngé déc bismuth cé thé biéu hién dui dang bénh nao cap tinh véi biéu hién Iu lan, rung giat 
co, run, réi loan van ngén va réi loan di dimg. Ngé déc bismuth cfing cé thé gay réi loan tieu 
héa, phan tmg da, déi mau mang nhay va réi loan chire nang than do hoai tir éng than cap 
tinh. 
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Dieu tri bao gém rita da day, tay x6 va bu nude. Cac chat chelat c6 thé co hiéu qua trong giai 

VG dean dau: Sau khi udng thuéc va cé thé can phai chay than nhan tao. 

 Salieylat \ 
“| 5 Qua, lig Bismuth subsalicylat cling cé thé gay ra cdc triéu chimg nhiém déc salicylat. Ngo 

\ a\Wd6¢- salieylat thudng lién quan dén nong dé trong huyét tuong > 350 mg/L (2,5 mmol/L). Hau 

NG: hét. tur vong’6 ngudi l6n xay ra khi néng d6 vuot qua 700 mg/L (95,1 mmol/L). Liéu don dudi 

‘T0O-mgike it cd kha nang gay ngd déc nghiém trong. 

Néu cac triéu ching xay ra, nén ngtng st dung Bismuth subsalicylat. Xir ly qua liéu ciing 

giéng nhu xt ly qua liéu salicylat: 
Cae dic diém thudng gap bao gdm nén, mat nude, i tai, chong mat, diéc, dé md héi, tir chi 
4m vGi mach dap manh, tang nhip thé va tang thong khi. G hau hét cdc truong hop déu cé r6i 
loan acid-baze 6 mirc d6 nao dé. 

Nhiém kiém hé hap hén hop va nhiém toan chuyén héa cé pH d6ng mach binh thudng hoc 
cao (néng dé ion hydro binh thudong hodc giam) thudng gap 6 ngudi ldn va tré em trén 4 tudi. 
G tré em tir 4 tudi tro xudng, nhiém toan chuyén héa chiém uu thé voi pH dong mach thap 
(néng d6 ion hydro tang) 14 phé bién. Nhiém toan c6 thé lam ting van chuyén salicylat qua 
hang rao mau nao. 

Cac trigu ching it gap bao gém nén ra mau, sét cao, ha duong huyét, ha kali mau, giam tiéu 
cau, tang INR/PTR, déng mau ndi mach, suy than va phi phdi khong do tim. 
Cac triéu ching cia hé than kinh trung wong bao gém It lan, mat phuong hudéng, hén mé va 
co giat 6 ngudi én, it gap hon & tre em. 

Xt tri: Cho ding than hoat tinh néu ngudi lon uéng hon 250 mg/kg trong vong mét gid. Nén 
xét nghiém ndng dd salicylat trong huyét trong, mac di mirc d6 nghiém trong cia ngé déc 
khong thé duge xdc dinh chi ti didu nay va phai tinh dén cdc dac diém lam sang va sinh hoa. 
Dao thai salicylat tang lén nhd kiém hoa nude tiéu, dat duge bang cach str dung natri 
bicarbonate 1,26%. D6 pH nuéc tiéu can duge theo déi. Diéu chinh nhiém toan chuyén héa 
bang natri bicarbonate 8,4% tiém tinh mach (dau tién phai kiém tra kali huyét thanh). Khéng 
nén sir dung thuédc loi tiéu cuGng bite vi né khéng lam tang bai tiét salicylat va cé thé gay phu 
phdi. 

Chay than nh4n tao 1a phuong phap diéu tri duge lya chon trong trudng hop ng6 déc nang va 
can duge xem xét 6 nhting bénh nhan cé néng d6 salicylat trong huyét tuong > 700 mg/L (5,1 
mmol/L) hodc néng dé thap hon nhung cé lién quan dén cac dac diém lam sang hoac chuyén 
héa nghiém trong. Beénh nhan dudi 10 tudi hoac trén 70 tudi cé nguy co nhiém doc salicylat 
cao hon va cé thé can phai loc mau & giai doan sém hon. 
12. Dac tinh duge luwe hoc: 

Nhom duge ly: Chat hap phu dudng ruét nhém Bismuth 
Ma ATC: A07B B 

Lép nén lam diu tao mét lép bao phi bao vé phan dui thuc quan va bao phi mét phan da 
day dé git bismuth subsalicylat & trang thai lo ltmg. 

Cac nghién ctru in vitro con han ché cho thay bismuth subsalicylat cé tac dung chéng lai cdc 
mam bénh dudng rudt, vi du nhu Clostridium, Bacteroides, E. Coli, Salmonella Shigella, 
campoylobacter (Helicobacter) va Yersina, nhung khéng chong lai vi khuan ky khi. Khong cé 

Via 
ihe 
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y “dt di figwaé xac dinh xem nhiing phat hién nay cé lién quan gi dén két qua didu tri 6 nhém 
‘bén 1 nbn udhg bismuth subsalicylat hay khéng. 

. 13: Dietink duge d6ng hoe: 
\o\ Bismuth Bebyplicylat chuyén thanh bismuth cacbonat va natri salicylat trong rudt non. 

S 
\\Sinh kha'dding dudng udng cia bismuth ding duéi dang bismuth subsalicylat 1a cc ky thdp. 

Co rat it dit ligu vé sy phan bé bismuth trong m6 ngudi. Thanh thai qua than 1a con duéng 

thai trir chinh cia bismuth duoc hap thu, tuy nhién ciing c6 thé cé thanh thai qua mat. Phan 

con lai duge thai trir qua phan duéi dang mudi bismuth khéng tan. Sau liéu khuyén cdo t6i da 

hang ngay danh cho nguw@i Ién, thoi gian ban thai sinh hoc trung binh 1a khoang 33 gid va 

nong d6 dinh cua bismuth trong huyét tuong van dui 35ppb. 
Salicylat duge hap thu tir rudt va phan bé nhanh chong dén tat cd cdc mé ctia co thé. Nong 46 
dinh trong huyét tuong sau khi ding lidéu tdi da hang ngay duoc khuyén cdo 1a khoang 110 

microgam/ml. Salicylat duge dao thai nhanh chéng khdi co thé va cé thdi gian ban thai sinh 

hoc trung binh khoang 4 - 5,5 gid. 

14. Quy cach dong goi 

H6p 20 g6i 15ml. Hép 30 goi 15m. 
15. Diéu kién bao quan 

Noi khé, nhiét do khong qua 30°C, tranh anh sang. 

16. Han ding 

24 thang ké tir ngay san xuét. 
17. Tiéu chudn chat lugng thuéc 

TECS. 

18. Tén, dia chi cia co’ sé san xuat: 
Tén co sé san xudt : CONG TY CO PHAN DUGC PHAM WEALPHAR 
Dia chi: L6 CNS, Khu cong nghiép Thuy Van, X4 Thuy Van, Thanh phé Viét Tri, Tinh Phi 
Tho. 
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