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Oral 
Suspension 

Bismuth 
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17,5 
mg/ml 

Bismuth 
subsalicylate 

1.75% 
w/v 

Box 
of 

10 packets 
x 
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nT 

‘Manufacture: SOHA VIMEX PHARMACEUTICAL 
JOINT STOCK COMPANY 
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Town, 
Yen 
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Hung 
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Vietnam. 

Bismuth subsalicylat 
SOHA 17 5 mg/ml , 

‘Bismuth subsalicylate 1.75% w/v 

Thanhphdn: 
Bismuth 

subsalicylate1,75% 
ki/tt 
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cach disng, 
chéng 

cdc 
théng tin khae: 

xem 
trong 
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theo. 

Tiéuchugn:TCCS 
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Bismuth 

subsalicylat 
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SOHA 
17,5 

mg/ml 
Déxatamtaytréem. 

Bismuth 
subsalicylate 

1,75% 
ki/tt 
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subsalicylate 

1,75% 
kl/tt 
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C6 PHAN DUgC 
PHAM 

SOWA 
VAMIEX 

Yen 
My, Huyén 

Yen My, Tinh 
Hung 

Yen, 
Viet Nam, 

16996/E-mail: sohavimex@sohacogroup.com.vn 
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Composition: 
Bismuth subsalicylate....rresnnesien 1.75% W/V 

SBK/Visa No.: 

and 
further 

LSX/Batch 
No 

NSX/Mfg. 
Date 

Specification:In-house 
HD/Exp. 

Date 

information: please refer to the package 
insert. 

Storage: 

Store 
inadry 

place 
at temperature 

below 
30°C, avoidinglight. 

Shake 
wellbeforeuse. 

Keep 
out 

ofreachof children. 
B
a
r
c
o
d
e
 

Read the package 
insert carefully before use. 
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Bismuth 
subsalicylat 

SOHA 17,5 mg/ml 
Bismuth subsalicylate 1.75% w/v 
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Manufacturer: 
SOHA 

VIMEX P
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STOCK 
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Thanh 
phn: 

Bismuth 
subsalicylate 

1,75% 
ki/tt 

Chidinh, 
cdch 

ding, 
ch6ng 

chi dinh va cdc thong 
tin khde: 

xem 
trong 

té huéng 
dan 

sti dung 
thuéckem 

theo. 

Tiéu chudn: TCCS 
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17,5 
mg/m 

Déxatamtay 
tréem, 

oc 
ky huéng dan stidyng trudckhidung. 

Bismuth 
subsalicylate 1,750 

ki/tt 
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Hung 
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‘Bien thoal: 02217306996/E-mail 
sohavimex@sohacogroup.com.va 

san 
75%w/y 

— 
SBK/Visa 

No.: 

LSX/Batch 
No 

Indications, 
administration, 

contraindications 
and 

further 

information: please refer to the package insert. 
NSX/Mfg. Date 
HD/Exp. 

Date 

Composition: 
Bismuth 

subsalicylate 

Specification: 
In-house 

Storage: 
Store 

in 
a 

dry 
place 

at 
temperature 

below 
30°C, 

avoiding 
light. 

S
h
a
k
e
 

well 
beforeuse. 

Keep 
outof 

r
e
a
c
h
 

of children. 

K
e
 

Read 
the 

package 
insert 

carefully 
beforeuse. 

Barcode 
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NHAN GOI 

BBruoce oon 

Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1,75% kl/tt 

Thanh phén: Bismuth subsalicylate 1,75% ki/tt ; 

Chi djnh, cdch dung, chdng chi dinh va cdc théng tin khae: xem trong to hudng dan st dyng thudc : 

kam theo, 
Tidu chudn: TCCS 
Bao quan: Noi kho ro, nhiét do dudi 30°C, tranh anh séng. 

Lac kj trudc khi dung, 
Dé xa tam tay tré em, 
Doc ky hudng dn si dung trudc khi ding, 

Co sd sin xudt: CONG TY C6 PHAN DUQC PHAM SOHA VIMEX 
‘Dudng N1- Khu cong nghiép Yen My I, Thi trén Yen My, Huyén Yen M9, Tinh Hung Yen, Viet Nam. 

SOT: 02217306996/E-mall: sohavimex@sohacogroup.com.vn 

SBK/Visa No. 

LSX/Batch No 

HD/Exp. Date 
Barcode 
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Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1.75% w/v 

Bony 

Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1.75% w/v 

( Pere 
Bomuhsvbsakyat “ee Cosdsdnnst 
Bismuthst fe. CTCP DUGC PHAM SOHA VIMEX 
i och dur . i 
togiticeermmckencnaies Bismuth subsalicylat Becht 
tekenrns 

len Thook 02217306996 J 

Nolo So, hilt ddu0i30 ranhdahséng. SOHA 17,5 mg/ml E-mail: sohavimex@sohacogroup.com.vn 
Uckg ute i bing. Bismuth subsalicylate 1.75% ki/tt 

xa tami 

Bocky hudng din si dyngtruéckhidng, 

‘SBK/Visa No.: 

LSX/Batch No 

SS ren 
. iD, 

Ba rwvoc KE DON 

Hon dich u6ng 

Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1,75% ki/tt 

Composition: 
Bismuth subsalicylate........ seer L759 W/V 

and 
further information: please refer to the package 
insert. 

Specification: In-house 
Storage: 

Store in a dry place at temperature below 30°C, 
avoidinglight. 
Shake wellbeforeuse. 
Keep outof reach of children. 
Read the package insert carefully before use. 

SBK/Visa No.: 

Manufacturer: 
‘SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY 

N1Road - Yen My il Industrial Zone, Yen My Town, Yen My 

District, Hung Yen Province, Vietnam. 

Phone: 02217306996 

E-mail: sohavimex@sohacograup.com.vn 

Thanhphén: 
Bismuth subsalicylate. suse TSM KY tt 

Chi djnh, cdch ding, chéng chi dinh va cdc théng tin 
khae: xem trong té huéng dén su dyng thud kém 
theo, 

Ti@uchudn: TCCS 

Baoquan: 
Nai khé rao, nhiét 46 du6i30°C, tranhdnhséng. 
Lackytruéckhidiing 
Déxatamtay tréem. 
Bockyhuéngdén su dung trudc khidiing. 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date 

Co sd sdn xudt; 

CONG TY CO PHAN DUOC PHAM SOHA VIMEX 
Budng N1- Khu cong nghigp Yen My Il, Thy trén Yen My, 
Huyén Yén My, Tinh Hung Yén, Viet Nam. 
Dien Thoai: 02217306996 
E-mail; sohavimex@sohacogroup.com.vn 
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Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1.75% w/v 

Baowy 

Oral Suspension 

Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1.75% w/v 

(5 >) 1 
Thanh phn: rach Fon dichuong Cosbstnnust: 
Lp argetr eg? biagere apn ¢TcP DUGC PHAM SOHA VIMEX 

di inh va 

Siti nha Bismuth subsalicylat Sarg cgi in iT 

tracer SOHA 17,5 mg/ml rtsis2 70s tito rtanhietde duo130'c tanhsnhssng , E-mail:sohavimex@sohacogroup.com.n 
Ueipeuciicng ismuth subsalicylote 175% kit 

xa tamtay teem, [WHO-GMB] 
Docky huding dinsudyngtrudckhidtng, [Wio-GMP] 

SDK/Visa No. 

Lsx/Batch No 

Barode on 
x 

Ba ravoc KE DON 

seas mt Bismuth subsalicylate.....ssssssssesssaeessee 1.75% w/v 9 Bismuth subsalicylate.......sssscsmsenesesesn 175% Ki/ tt 

and 
further information: please refer to the package 
insert. 

Specification: In-house 

Storage: 

Store in a dry place at temperature below 30°C, 
avoiding light. 
Shake wellbefore use. 
Keep out of reach of children. 

full tcarefully 

S®K/Visa No.: 

Manufacturer: 
‘SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY 

N1 Road - Yen My Il Industrial Zone, Yen My Town, Yen My 

District, Hung Yen Province, Vietnam. 

Phone: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 

Bismuth subsalicylat 

SOHA 17,5 mg/ml 
Bismuth subsalicylate 1,75% ki/tt 

Chi dinh, céch dung, ch6ng chi dinh va cdc thong tin 
khae: xem trong t6 huéng dan su dung thud kém 
theo. 

Tiéuchuan: TCCS 

Bao quan: 

Noikhé ro, nhiét 46 du6i 30°C, tranhanhsang. 
Lacky truéckhi ding 
éxatdmtaytréem. 
Bocky huéng d3n stsdung trudc khidting. 

LSX/Batch No 

NSX/Mfg. Date B i 

HO/Exp Date 
Cosd san xuat: 

CONG TY C6 PHAN DUGC PHAM SOHA VIMEX 
®udng N1~ Khu cong nghiep Yén My I, Thi trén Yen My, 

Huyén Yén Mg, Tinh Hung Yén, Viet Nam. 

Dien Thoai: 02217306996 

-mail: sohavimex@sohacogroup.com.vn 
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I 
Bhruscreoon [ endichuong J Cosdsénxust: Thanh phan: 

Bismuthsubsalicylate CTCP DUOC PHAM SOHA VIMEX ~L75% Yt 

sorninereniomunmenios BISMUTH Subsalicylat —ses-ov.naroie rum 
Eg? dea Yen Mg, Huyén Yen Mg, Tinh Hung Yen, Viet Nam. 

wu chudn: H. A ‘Bien Thoal:02217306996 

Norio, nhiet do dud30"G tren anhséng, SO 17,5 mg/ml + E-mail:sohavimex@sohacogroup.com.vn 

icky tii ang, Bismuth subsalicylete 1.75% ki/tt 

xa tamtay teem, Deck hss ng ttc dg. 

SBK/Visa No.: 

SX/Batch No 

Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1.75% w/v 

Ba vc Ke Bon 

ae Composition: F sian dich uang_] Thanh ph4n: 
Bismuth subsalicylate......-cseemennenee 175% W/V Hon dich uong Bismuth subsalicylate. anne 75% Kitt 

Bony 

and Chi dinh, céch ding, chéng chi dinh va cac théng tin 

Bism uth subsalicylat further information: please refer to the package Bism uth Su bsalicylat khae: xem trong tb hudng dan st dung thuéc kém 
insert. theo. 

SOHA 17,5 mg/ml | secicrion mone SOHA 17,5 mg/ml | ses:isrecs 
rage: 

Bismuth subsalicylate 1.75% w/v Store in a dry place at temperature below 30°C, Bismuth subsalicylate 1,75% ki/tt Bao quan: 
avoidinglight. Noi khé ro, nhiét d6 du6i30°C, tranhanhsdng. 
Shake wellbefore use. Lacky truéckhidiing 

béxatamtay tréem. 
Bocky hudng dn sti dyngtrudckhidiing. 

Keep out ofreach of children. 
Read the package insert carefully before use. 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date Barcode 
SOK/Visa No.: 

Cosdsdn xudt: 

CONG TY c6 PHAN DUGC PHAM SOHA VIMEX 
Duding N1~ Khu cong nghiép Yen Mg Il, Thy tran Yen My, 
Huyén Yen Mg, Tinh Hung Yén, Viet Nam. 
Bien Thoai: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 

Manufacturer: 

SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY 

N1Road - Yen My Il Industrial Zone, Yen My Town, Yen My 

District, Hung Yen Province, Vietnam. 

Phone: 02217306996 

£-mail; sohavimex@sohacogroup.com.vn 
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7 Ci 77 "CG Ty No 

Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1.75% w/v 

Bony 

Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1.75% w/v 

(— "y 

|SUDSBICYN ores arnrneren’ 175% kl/tt Al 

Chi dinh, céch disng, chéing chi dinh va cdc théng 2 = CTCP OUGC PHAM SOHA VIMEX 
kde: te thuée ‘Bubng N1 Khu cong nghigp Ven My Ty tein Ven 
iene eo Bismuth su bsal icylat ‘Mg, Huyén Yén Mg, Tan leg Yen, Viet han, 

in: ign Thagi:02217306996 se ac samunueg SOHA 17,5 mg/m) 2 Re nan 
iemanet —— 
ocky hudngdBn stidyng trudckhiding. 

SDK/Visa No.: 

LSX/Batch No 

Barone mono 
\. 

Composition: 

Bismuth subsalicylate... 75% w/v 

an 
further information: please refer to the package 
insert, 

Specification: In-house 

Storage: 
Store in a dry place at temperature below 30°C, 
avoidinglight, 
Shake wellbeforeuse. 
Keepoutofreach of children. 

Read the package insertcarefully before use. 

SBK/Visa No.: 

Manufacturer: 

SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY 

N1Road - Yen My Il Industrial Zone, Yen My Town, Yen My 

District, Hung Yen Province, Vietnam. 

Phone: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 

Ba rivoc KE DON [WHO-GMP] 

Hon dich uéng 

Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1,75% kl/tt 

Thanh phan: 
Bismuth subsalicylat 75% kl/tt 

Chi dinh, cdch dung, ch6ng chi dinh va cdc théng tin 
khde: xem trong td hudng din su dung thudc kem 
theo. 

Ti@uchudn: TCCS 

Bao quan: 
Noi khé r4o, nhiét do duéi30°C, tranhanh sang. 

Lacky truéckhidting 
Déxatamtaytréem. 
Bocky huéng d3nstrdyng trudc khi dung. 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date 

Cos san xuat: 

CONG TY c6 PHAN DUgC PHAM SOHA VIMEX 
‘Dudng N1- Khu cng nghiép Yen My Hl, Thy trén Yen My, 

Huyén Yén Mg, Tinh Hung Yen, Viet Nam. 

Dien Thoai: 02217306996 
E-mail: sohavimex@sohacogroup.com.vn 
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Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1.75% w/v 

Boowy 

Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1.75% w/v 

‘a >) 
Thanh aan ee F Hon dich von Cosdsinxust: 

ie cee, | tt Ch loh, cBch dong, chéng chi deh va. the Bi h : CTCP DUGC PHAM SOHA VIMEX 
thong tinkhd xem trongtshudng din sidung ismut subsalicylat ‘ong Nt - Khu cong nghigp Yen MH Th én 
(iret riheael ‘Yen M9, Huyén Yen M9, Tinh Hung Yen, Viet Nam. 

chun: OZ2T7306096. 
altho so, nhigtdo dudi30°C, tranh anhsan, SOHA 1 7,5 mg/ml Fichiinceokcosiacatin 
ck ecicng, 3 ‘Bismuth subsalicylate 1.75% ki/tt 

na tay ween, 

Docky hudngdSnst dung trugckhidong, 

SDK/Visa No.: 

LSx/Batch No 

Barcode on 

Composition: 

Bismuth subsalicylate........vsssssssrenee 1.75% W/V 

and 
further information: please refer to the package 
insert. 

Specification: In-house 

Storage: 

Store in a dry place at temperature below 30°C, 
avoidinglight, 
Shake wellbefore use. 
Keep out of reach of children. - 
Read the packageinsert carefully beforeuse. 

SOK/Visa No.: 

Manufacturer: 
SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY 

N1Road- Yen My il Industrial Zone, Yen My Town, Yen My 

District, Hung Yen Province, Vietnam. 

Phone: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 

34 THUOC KE DON [WHO-GMB] 

Hon dich uong 

Bismuth subsalicylat 

SOHA 17,5 mg/ml 
Bismuth subsalicylate 1,75% ki/tt 

Hop 1 chai 480 ml 

175% KI/tt 
Thanh phén: 
Bismuth subsalicylate. 

Chi dinh, céch dung, ch6ng chi dinh va cdc thong tin 
khae: xem trong té huéng dan sii dung thudc kem 
theo. 

Ti@uchudn: TCCS 

quan: 
Noikhd ro, nhiét do duéi 30°C, tranhanhséng. 
Lackytruéckhidiing 
Déxatamtaytréem. 
Bocky huéng din stidung truée khidiing. 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date Barcode: 

Co sé san xudt: 

CONG TY C6 PHAN DUOC PHAM SOHA VIMEX 
‘Budng N1- Khu cong nghiép Yén My Il, Thy trén Yen My, 

Huyén Yén Mg, Tinh Hung Yén, Viet Nam. 
Dien Thoai: 02217306996 

E-mail: sohavimex@sohacogroup.com.va 
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Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1.75% w/v 

Blom 

Bismuth subsalicylat 
SOHA 17,5 mg/ml 

Bismuth subsalicylate 1.75% w/v 

fe B ~ 

Thy st a meee [ iondichuoog J Cosdstnxust 
Bismuths sons PSMOKYE 

cTcP DUgC PHAM SOHA VIMEX Chidinh, cach ding, chéng chi dinh va cic thong A A tn ameononang cag Bismuth subsalicylat —— ss»-s0siyenimusnn 
Tewehudn: TCS Dien Thooi: 02217306996 Biequln SOHA 17,5 mg/ml 430", trénhanhsng. , E-mait-sohavimex@sohacogroup.com.vn 
Letina aa Bish aaseyte YE 

Ka fem. 

ocky huéng dSnstidung rudckhidong. 

SBK/Visa No.: 

LSX/Batch No 

Barcode resto 
J 

Be nvockt oon [WHO-GMP] 

Composition: Thanh phan: 
Bismuth subsalicylat 75%w/V 190g Bismuth subsalicylate 175% kl/tt 

and . . Chi dinh, céch ding, ch6ng chi djnh va cdc thong tin 
further information: please refer to the package Bismuth subsalicylat rea xem trong to hudng din su dyng thudc kem 
insert, theo. 

seen In-house SO HA 1 7,5 mg/ml Tiéuchugn: TCCS 
itorage: 

Store in a dry place at temperature below 30°C, Bismuth subsalicylate 1,75% ki/tt Baoquan: 
avoidinglight. Noi khé a0, nhiét do du6i30°C, tranh anh sang. 
Shake wellbeforeuse, Léckytruéckhiduing 
Keep outofreach of children. Déxatamtaytréem. 
Read the packageinsert carefully before use. 

S®K/Visa No.: 

Manufacturer: 
SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY 

N1 Road - Yen My Il Industrial Zone, Yen My Town, Yen My 

District, Hung Yen Province, Vietnam. 

Phone: 02217306996 

E-mail: sohavimex@sohacogroup.com.vn 

Hop 1 chai 300 ml 

Bocky huéng dan sisdyng trudckhiding. 

LSX/Batch No 

NSX/Mfg. Date 

HD/Exp. Date 

Cosd sin xudat; 

CONG TY CO PHAN DUC PHAM SOHA VIMEX 
Dudng N1~ Khu cng nghiép Yén My Hi, Thi trdn Yen My, 

Huyen Yén My, Tinh Hung Yen, Viét Nam. 
Dien Thoal: 02217306996 
E-mail: sohavimex@sohacogroup.com.vn 
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ON 
v. 

CONR: FYhude hay chi ding theo don thudc 
O PHA \ 

TH SUBSALICYLAT SOHA 17,5 MG/ML 
Dé xa tam tay tré em 

Doc ky hudng dan str dung truéc khi 

Lac kj trudc khi ding 

Théng bdo ngay cho bac s¥ hode duoc s¥ nhitng phan tng coh 

1. THANH PHAN CONG THUC THUOC 
Thanh phan hoat chat: Bismuth subsalicylate 1,75% (k1/tt) 

Thanh phan té duoc: Sorbitol solution 70%,  sucralose, 

carboxymethylcellulose sodium, xanthan gum, magnesium alumi 

potassium sorbate, salicylic acid, citric acid monohydrate, sodium 

polyoxyl 40 hydrogenated castor oil, propylene glycol, huong bac |ha, hong dau, nuéc tinh khiét. 

2. DANG BAO CHE 

Hon dich udng. 

M6 té dang bao ché: Hén dich mau héng, vj ngot va co mui huon 

3. CHI DINH 

Thudc chi dinh @ nguéi lén va tré em tir 16 tudi tro lén dé lam g 

tiéu, buén nén va dau da day (do an udng qua nhiéu). Thuéc ciing 

4. CACH DUNG, LIEU DUNG 

Liéu ding 

Nguoi lon va tré em tit 16 tudi tre lén: 

Dung ligu 30 ml (1 liéu) lap lai mai % - 1 gid néu can, khong ding 

Cach dang 

Khéng vuot qua liéu khuyén cdo. Lac ky trudc khi sir dung, khong 

Déi voi dang chai, ding céc dong chia vach di kém. 

5. CHONG CHi DINH 
- Bénh nhan qua man voi bismuth subsalicylate hoac vi bat ky th 

- Bénh nhan qua man vi aspirin hode cdc salicylate khac. 

- Bénh nhan dang digu tri déng thdi véi aspirin hodc cdc salicylate 

- Bénh nhan bj loét da day. 

- Bénh nhan cd réi loan dong mau. 

- Bénh nhan c6 phan cd mau hoiic phan den. 

- Tré em dudi 16 tudi. 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC 

- Nén ngtmg str dung thudéc néu cac triéu ching tré nén t6i té hon, k 

hién U tai (chimg 0 tai). 

- Khéng nén dung thudc néu cac triéu ching nghiém trong hoa ké 

dung 

ai gap phai khi sw dung thudc 

microcrystalline cellulose and 

nometasilicate, sodium benzoate, 

citrate, erythrosin, ponceau 4R, 

p dau. 

am cac triéu chimg g nong, khé 

pidp kiém soat tiéu chay. 

qua 8 liéu (240 ml) trong 24 gid. 

ding qua 2 ngay. 

anh phan nao cua thudc. 

khac. 

(éo dai hon 2 ngay, hodc néu xuat 

o dai hon 2 ngay. 
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ding thuéc cho ngudi dudi 16 tudi do cd kha nang! lién quan gitra salicylate va hdi 

mot cin bénh hiém nhung rat nghiém trong. Diéu nay dac biét quan trong déi voi nhiing 

ac hoac dang héi phuc sau khi nhiém virus nhu thiy dau hoac cum. 

éth nhan bi tiéu chay, dac biét la trén bénh nhan cao tudi va cé thé trang yéu, cé thé xay 

anf mat nuéc va dién giai. Trong trudng hop nay, viéc bu nudc va dién giai la bién phap 

- Khéng ding chung véi aspirin hoac cac salicylate khac. 

- Bénh nhan mic réi loan déng mau, bénh git hodc dang ding thuéc chéng déng mau (thudc lam 

loing mau), dai thao duéng hoac gut can than trong khi str dung. 

- Khéng ding qua liéu khuyén cdo. Khéng sit dung qué 2 ngay trty khi co chi dinh cua bac si. Vige 

ding ligu cao hon khuyén cdo hoiic trong thdi gian dai cé lién quan dén nguy co cao mic cdc tac 

dung phu nghiém trong (dic biét 1a ng6 ddc bismuth va salicylate) 

- Dé xa tam tay va tam mat ctia tré em. 

Ta duoc 

Thuée c6 chtra sorbitol cé thé gay nhiing triéu ching tiéu hoa khé chju va cho tac dung nhuan trang 

nhe. 

Thudc nay c6 chia 30 mg sodium benzoat trong méi 30 ml hén dich thudc. Sodium benzoat cé thé 

lam tang nguy co vang da, vang mat 6 tré so sinh (4 tuan tudi tro xudng). 

Thuéc cé chtra ponceau 4R cd thé gay cdc phan tmg di img. 

Thudc nay cé chira 600 mg propylene glycol trong méi 30 ml hén dich thudc. Néu bénh nhan dang 

mang thai hay cho con ba hoac bénh nhan cé bénh gan hoac than, khong ding thudc nay trir khi cé 

khuyén cdo cua bac si. Bac si diéu tri cd thé phai thyrc hién mét sQ xét nghiém trong thdi gian bénh 

nhan ding thuéc nay. 

7. SU: DUNG THUOC CHO PHY NU'CO THAI VA CHO CON BU 

Thoi ky mang thai 

Sau khi uéng bismuth subsalicylate, ca bismuth va salicylate déu qua duge hang rao nhau thai. Dung 

salicylate 6 phu nit mang thai da dugc khuyén cao cé thé gay anh hung dén thai nhi. Vi vay, khéng 

ding bismuth subsalicylate cho phy nt mang thai. 

Thoi ky cho con bu 

Bismuth bai tiét vao sita me voi mét lung nhd. Khong khuyén cao ding cho phy nit dang cho con 

bi. 

g. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 

Chua cé bang chimg vé anh huéng cia thudc lén kha nang lai xe, van hanh may moc. 

9, TUONG TAC, TUONG KY CUA THUOC 

Tuong tac cla thudc 

Thuéc cé chira salicylate, vi vay can than trong 6 nhiing bénh nhan dang sir dung: 

- Liu phap chéng déng mau (thuéc lam lodng mau) vi viée str dung déng thoi cé thé lam tang nguy 

co va mire dé nghiém trong ctia tinh trang chay mau; 

- Thudc diéu tri bénh git (vi du nhu probenecid, sulfinpyrazone) vi vigc str dung dong thoi cd thé 

lam tang nguy co ting acid uric trong mau va lam nang thém bénh/ gut; 

- Thuéc sulfonylurea trong diéu tri dai thao dwong (vi du nhu chlorpropamide, glibenclamide) vi 

viéc str dung déng thoi cé thé lam ting nguy co ha duéng huyét; 
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ng théi cé thé lam thay déi duge 

(khang sinh tetracycline co thé 

ate do tuwong tac magnesium 

thu cua khang sinh tetracycline 

ruong tac nay co thé duge giam 

Khéng str dung cho bénh nhan dang dung aspirin hoac cac salicylate khac do nguy co qua ligu va 

ng6 d6c salicylate. 

Tuwong ky cua thudc 

Do khong cé cdc nghién ctu vé tinh tong ky cua thudc, khéng tr6n lan thuédc nay voi cdc thudc 

khac. 

10. TAC DUNG KHONG MONG MUON CUA THUOC 

Cac tac dung kh6ng mong mudn ghi nhan trén bénh nhan duge liét ké theo hé co quan va tan suat 

xuat hién. Trong moi nhom tan suat, cae tac dung khéng mong thuén duoc sap xép theo mirc do 

nghiém trong giam dan, voi phan loai nhu sau: rat thuong gap (21/10), thudng gap (21/100 dén 

<1/10), it gap (£1/1000 dén <1/100), hiém gap (21/10000 dén <1/1000), rat hiém gap (<1/10000) va 

chua r6 (khéng thé udc tinh duge tir dir ligu sin c6). 

Hé co quan Tan suat Tac dung khéng mong muon 

Rat thuong gip | Nhudm den phan 

R4i loan hé tigu hoa Thuong gap | Nhudm den ludi 

Chua 16 Téo bén, bun non, nén, ia chay 

R6i loan hé than kinh Chua 16 Lo lang, lu lan, tram cam, dau dau, ndi lap 

Réi loan hé co - xuong Chua 16 Co co, yéu co 

RGi loan tai Chua r6 Mat thinh lye, 0 tai 

Khac Chua 16 Ban da, tang calcj huyét, soc phan vé 

Théng bao ngay cho bac s¥ hodc duge s¥ néu cd sét hode cé chat nhay trong phan. Ngimg thudc va 

bao ngay cho bac s¥ hodc dugc s¥ khi ia chay trén 2 ngay, ia chay kém theo sdt, mat thinh lye, tiéng 

rung trong tai hoac cac tac dung khéng mong muén nang khac. 

Bao cao tac dung khéng mong muon 

Can théng bao cho bac s¥, duge sy d6i véi cac phan tng cé hai cd thé gap phai khi str dung 

thudc hoac bao c4o cac phan tng cé hai cua thudc vé Trung] tam Théng tin thudc va Theo 

doi phan tng cé hai cua thuée 

11. QUA LIEU VA CACH XU TRi 

Qua liéu 

Bismuth 

Ngo déc bismuth cd thé biéu hién nhu mét bénh nao cap tinh voi cac triéu ching nhu 1a lan, co giat 

co, run ray, khé ndi va cdc réi loan khi di lai va ding. Ngé déc bismuth cing co thé gay ra cdc roi 

loan tiéu hoa, phan tng trén da, déi mau niém mac va suy than do hoai tir éng than cap tinh. 
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QHA VIM 
4 Neu xuat 

CAc triéu chtmg thuong gap bao gdm nén mia, mat nude, 0 tai, ch 

dm véi mach dap manh, tang nhip thé va thé gap. Hau hét cac trur 

base trong co thé. 

Nhiém kiém hé hap va nhiém toan chuyén héa hén hgp voi pH d 

(néng dé ion hydro binh thudéng hoac giam) thuong gap 6 ngwoi Id 

dui 4 tudi, nhiém toan chuyén héa chiém wu thé voi pH dong ma 

la phé bién. Nhiém toan chuyén hda cé thé lam ting kha nang chu 

nao. 

Cac triéu chimg it gap bao gdm nén ra mau, sét cao, ha dudng h 

ting INR/PTR, d6éng mau ndi mach, suy than va phu phéi khéng do 

kinh trung uong nhu li lan, mat phuong huéng, hén mé va co giat 

em. 

Xu tri 

Bismuth 

mg/L (2,5 mmol/L). Hau hét cdc 

ot qua 700 mg/L (95,1 mmol/L). 

ua liéu giéng nhu cach xt ly qua 

ng mat, diéc, ra mé hdi, tay chan 

yng hop déu xay ra réi loan acid- 

ong mach binh thuéng hoaec cao 

mn va tré em trén 4 tudi. O tré em 

ch thdp (néng dé ion hydro tang) 

yén salicylate qua hang rao mau 

iyét, ha kali mau, giam tiéu cau, 

tim. Cac triéu ching cua hé than 

it gip hon 6 ngudi I6n so voi tré 

Diu tri bao gém rita da day, x6 rudt va bt nudc. Cac tac nhan tao phitc cé thé cé hiéu qua trong giai 

doan dau sau khi uéng phai va cé thé can phai tham phan mau. 

Salicylate 

Diéu tri ng6 déc salicylate cé thé xem xét str dung than hoat tinh, 

trong vong mot gid sau khi tiéu thy hon 250 mg/kg. Nén do néng 

mac dui mirc d6 ngé doc khéng thé chi dua vao két qua nay va can 

sang va héa sinh khac. 

Viéc thai trir duge ting cudng bang cach kiém hoa nuéc tiéu, diéu 

natri bicarbonate 1,26%. Can theo déi pH nudéc tiéu. Diéu tri tinh 

tiém tinh mach natri bicarbonate 8,4% (trudc tién can kiém tra 1 

Khéng nén sur dung loi tiéu cudng btre vi nd khdng lam tang bai 

phéi. 

Tham phan mau 1a phuong phap diéu tri uu tién cho ng6 déc nang} 

bénh nhan cé néng dé salicylate trong huyét trong >700 mg/L (5,1 

nhung cé cdc triéu ching lam sang hoac chuyén hoa nghiém trong. 

70 tudi co nguy co ngé déc salicylate cao hon va cé thé can tham p 

Tich cy theo doi dé cd bién phap xtr tri kip thoi. 

12, BAC TINH DUQC LYC HOC 
Nhém dugc ly: Ché pham bismuth 

Ma ATC: AO7BB 

dic biét néu ngudi 1én dén kham 

d6 salicylate trong huyét tuong, 

phai xem xét cac triéu ching lam 

nay dat dugc bang cach str dung 

trang toan chuyén hoa bang cach 

dng dé kali trong huyét tuong). 

tiét salicylate va cé thé gay pha 

va nén duge xem xét cho nhing 

mmol/L), hoc néng dé thap hon 
Bénh nhan dudi 10 tudi hodc trén 

han mau som hon.
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6 nhém bénh nhan sir dung bismuth subsalicylate hay khéng. 

13. BAC TINH DUQC DONG HOC 

Bismuth subsalicylate duge chuyén héa thanh bismuth carbonate 

non. 

Sinh kha dung qua dudng uéng cua bismuth khi ding dudi dang bis 

vin chua biét ré bismuth phan bé nhu thé nao trong co thé ngudi 

thai trir qua than, nhung co thé ciing dugc thai trir qua mat. Phan 

qua phan dudi dang mudi kh6ng tan. Sau khi ding liéu tdi da khuy 

thoi gian ban thai trung binh 1a khoang 33 gid va nong 46 bismuth 

35ppb. 

Salicylate duge hap thy tir ruét va nhanh chéng phan bé dén tat ¢ 

trong huyét tuong dat dinh sau khi ding liéu téi da khuyén 

microgam/ml. Salicylate duge thai trir nhanh chéng khoi co thé va 

khoang 4 - 5,5 gid. 

14. QUY CACH DONG GOI 
Hop 10 goi x 30 ml (goi mang nhém phire hgp). 

H6p 20 g6i x 30 ml (goi mang nhém phir hop). 

H6p | chai 120 ml (chai PET, nap nhwa HDPE), cé céc dong chia 

H6p | chai 150 ml (chai PET, nap nhya HDPE), c6 céc dong chia 

Hép | chai 180 ml (chai PET, nap nhua HDPE), cé cdc dong chia 

H6p | chai 240 ml (chai PET, nap nha HDPE), cd céc dong chia 

H6p 1 chai 300 ml (chai PET, nap nhua HDPE), c6 cde dong chia 

H6p | chai 480 ml (chai PET, nép nha HDPE), cé cdc dong chia 

15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CH 

Diéu kién bao quan: Noi khé rao, nhiét do dudi 30°C, tranh anh sé 

Han ding: 24 thang ké tir ngay san xuat. Sir dung trong vong 1 tha 

Tiéu chudn chat long thuéc: TCCS 

16. TEN, DIA CHi CUA CO SO SAN XUAT 

CONG TY CO PHAN DUGC PHAM SOHA VIMEX 

Dia chi: Duong N1- Khu céng nghiép Yén Mf II, Thi tran Yén 

Yén, Viét Nam. 

quan va mét phan trong da day, 

ate co hoat tinh chéng lai cdc vi 

es, E. Coli, Salmonella, Shigella, 

ung déi véi cde vi khuan ky khi. 

c6 lién quan dén két qua diéu tri 

va sodium salicylate trong rudt 

muth subsalicylate rat thap. Hién 

. Bismuth hap thu chu yéu duge 
bismuth con lai sé dugc dao thai 

-n nghi hang ngay cho ngudi lén, 

dinh trong huyét twong van dudi 

a cac mé trong co thé, Néng do 

nghi hang ngay 1a khoang 110 

cé thoi gian ban thai trung binh 

vach di kém. 

ach di kém. 

ach di kém. 

ach di kém. 

ach di kém. 

ach di kém. 

1AT LUQNG 
g. 

ng sau khi mé nap chai. 

My, Huyén Yén My, Tinh Hung 


