ALt B hsubsalicylate,75% kl/tt

Bhony (wioee)

Oral Suspension

Bismuth subsalicylat
SOHA 17,5 mg/ml

Bismuth subsalicylate 1.75% w/fv

Bismuth subsalicylate L75% wiv

Bismuth subsalicylat
SOHA 17,5 mg/ml

Box of 10 packets x 30 m|

SOHA
1 Road- Yen My B indussrial Zone, Yen My Tewn, Yan by Dstilcr, Hung Yen Province, Mistnam.

Chidinh, cach diing, chdng chi dinh va céc théng tin kha gt hudng din st dung thud
Tibuchufin: TCCS

Bloquin: Bismuth subsalicylat
it e SOHA 17,5 mg/ml
Dl ey eem. Bismuth subsalicylate 1,75% ki/tt

Boc kg huding dnsd dyng trude khiding.
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B ruoc eoon (WHGGHR]

Hon dich uang

Bismuth subsalicylat
SOHA 17,5 mg/ml

Bismuth subsalicylate 1,75% ki/tt

o e & by i el Pk AT

uing N1 - Khu g nghi Yo A9 B, Thi 3 Yen My, Huyén Yén M, T Heng Ye, Vit Norn.

Bl thast

Composition: Bsmuthsubsalicylate......c.. .. LTS H WSV SOk Visa No.:

dicatl dministrati I and further  LSX/Batch No

tothepackegei it NSX/Nifg. Date

Specification: In-house HD/Exp. Date
Storage:
Storeinadry place attemp below 30°C, avoiding ligh
Shakewellbeforeuse.

Keep outofreachof ehildren. Barcode

fiead the package Insert carefully beforeuse.




|
|
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Oral Suspension

Bismuth subsalicylat
SOHA 17,5 mg/ml

gismuth subsalicylate 1.75% w/v

Box of 20 packets x 30 mi

SOHA VI
¥t Road - Yen My B Industrial Zone, ¥en My Town, Yen My District, Hung Yen Province, Vietram.

y

Bismuth subsalicylate LT5%w/v

Bismuth subsalicylat
SOHA 17,5 mg/mli

Thanhphdn: Bismuthsubsalicylate,75%ki/tt

Chidinh, cach dimg, chBng chi dinh va cac thong tin khéc: xem trong ts hudng ddn st dung thudckem
theo.

Tiéu chudn: TCCS
s nhietdodudi30c uénhanhséng.  Bigmuth subsalicylat
SOHA 17,5 mg/ml

Déxatamiaytréem.
Boc kg hudng dansidung truéc khiding. Bismuth subsalicylate 1788 K/t

EE&Q@% [WHo-GMP]

Han dich ueng

Bismuth subsalicylat
SOHA 17,5 mg/ml

Bismuth subsalicylate 1,75% kiftt

Hép 20 goi x 30 m|

TP 5L L FIRAESGRS ey
Jw/Bw 621 VYHOS
jejAolfesqns yinwsig

4
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Composition: Bismuthsubsalicylate.. . 175%w/y  SPK/VisaNo.:
Indications, administration, contraindications and further LRI
adm on,
information: please refer to the package insert. NSX/Mfg. Date
HD/Exp. Date
Specification: In-house
Storage: Store in a dry place at temperature below 30°C,
avoiding light.
Shake wellbeforeuse.
Keepoutofreachofchildren. Barcode

/ Readthe packageinsertcarefully beforeuse.
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m Thanh phéin: Bismuth subsalicylate 1,75% K/t x
\ Chi dinh, c&ch diing, chiing chl dinh va cie thng tin khie: xem trong t hudng g4 st dung thude :
1 S : kit theo. :

Bismuth subsalicylat
SOHA 17,5 mg/ml

Bismuth subsalicylate 1,75% ki/tt

Tiduw chudn: TCCS

Béo quan: Nai kho réo, nhigt 4o dudi 30°C, tranh #nh sdng,
Léc k§ trudc khi dung.

06 xa tdm tay tré em.

Doc k§ hudng din si dung trusc khi dlng,

st 4wt CONG TY €6 PHAN DUGC PHAM SOHA VIMEX
Duitng N1 - Khi eang nghéép Yen My 1, Th trn Yén M, Huyn Yén Mg, Tinh Hurg Yen, Viet Nam
SET-022%, 96,/ E-mail: ] shacogroup.comyn

SBK/Visa No.: .
LsX/BiatchNo [ Barcode |:
HO/Exp. Date
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Bismuth subsalicylat
SOHA 17,5 mg/ml

idsmuth subsalicylote L75% w/v

B ony

Qral Suspension

Bismuth subsalicylat
SOHA 17,5 mg/ml

Bismuth subsalicylate 1.75% wiv

~
L Broon QD amne
B muthsubsalyIIE. ... .. A7S%id/n CTCP DUGC PHAM SOHA VIMEX
Chi @inh, cich disng, ching chi dinh wh che
o s Bismuth subsalicylat e seemerveme e
e TCES :
e SOHA 17,5 mg/ml  pepwemreme e
mgwmmmﬂnﬁmlnn“m- st subsalicylete 175% bYst
B o tlen tary rkam. i
B ky hudeg sl dungtrudc khi ding, LSS
SOK/Visa No:
L5X/Batch Mo
amy -
-
.'l
B rvu6c ke oon o)
c ition: g Thainh phén:
st sub yiate. 175% wjv Bismuthsubsalicylate 1,75% ki/tt

further information: please refer to the package
insert,

Specification: In-house

Storage:

Store In 2 dry place at temperature below 30°C,
avoidinglight.

Shake wellbefore use.
¥eepout of reach of children.

SDK/Visa No.:

Manufactures:
SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY
11 Rioad - Yen My Il Industrial Zone, Yen My Town, Yen My
District, Hung Yen Province, Wietnam

Phone: 02217306996

E-mail Comwn

Bismuth subsalicylat
SOHA 17,5 mg/ml

Blsmuth subsalicylate 1,75% kifit

Chi dinh, céch ding, chéing chi dinh vi cic thong tin
khae: xem trong 1 hudng dan s0 dung thudc kém
theo.

| Théuchudn: TCCS

Baoquan:

Naikhé rdo, nhigt 86 dudi 30°C, trénhdnhsdng,
Léc kg trudc khi dung
Béxatimtay tréem,
Pocky hudngddnsyd

gtrudckhiding.

L5X/Batch No
NSX/Mfg. Date
HD/Exp. Date

€ 50 580 xudte
CONG TV ¢ PHAN DUGC PHAM SOHA VIMEX
Bubng N1 - Khu cing nghiép Yén N I, Thy trn Yén My,
Huyén Yén My, Tinh Hung Yén, Vigt Nam.

Dikn Thogt: 02217306994
E-mall @

groLip.com.vi
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Bismuth subsalicylat
SOHA 17,5 mg/ml

Bisenuth subrsalicylate 175% w/v

Pony WHoow)

Bismuth subsalicylat
SOHA 17,5 mg/ml

Bismuth subsalicylate 1.75% w/v

( m 3
mmsum TSt kit - i
F el
. CTCP DUOC PHAM SOHA VIMEX
agom e o g s Bismuth subsalicylat s - mivemimie
wdh‘:\tda Vb M, Huwtn Y & My, Tink Hung s, Vied Nam.
Baoquin: . SOHA 17l5 mg,ml mMMMMM1m Lomn
e e
LA tay b em.
Decky hudng ddnsidungtuds khiding
SDK/Visa No.:
L5X/Batch No
Barcode ot R
N ey
TH UGC KE BON
G tion: Thisnh phiin:
i m— [ cich vono_ S —
Indicati dministrati indications and . . Chi dinh, chch ding, chiing chi dinh va cac thing tin
furher nformaton: pleae refer o the packoge Blsmuth subsahcylat Wk xam trong £ hudng dén s0 dung thic kb
:retlﬁuﬂon:h—lmm SOHA 17,5 mgml Tiduchulin: TCCS
orage:
Store in a dry place at temperature below 30°C, Bismuth subsalicylate 1,75% kiftt Baoquin:
avoidinglight. Noikho rdo, nhigt d6 duei 30°C, tranh anhsang.
Shake well before use. Lacky trudckhiding
Keepoutof reach of children. Déxatdmtaytréem.
Read the packag tearefully befr Bocky hudng din strdung trudc khiding.
LSX/Batch No
NSX/Mfg. Date
VIS o
SDK/Visa No.: 3
Manufacturer: Coshsanodt:
SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY CONG TV ¢8 PHAN DUGC PHAM SOHA VIMEX
N1Road - Yen My N industrial Zone, Yan My Town, Yen My Bubng N1- Khu coing nghiep Yen My Il Th trén Yen Mg,
District, Hung Yen Province, Vietnam. Huyén Yén My, Tinh Hung Yén, Vet Nam.
Phane: 02217306956 Dien Thoal: 02217306996
E-mall: sah @soh wn E-mail: sohavimex@sohacogroup com.vn
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" Bismuth subsalicylat
SOHA 17,5 mg/ml

Blsmuth subsalicylate 1.75% w/v

Oral Suspension

Bismuth subsalicylat
SOHA 17,5 mg/ml

Bhymuth subsalicylate 1.75% w/v

( )
Thanhphdm mmum e m Cosdsnnubt:
Sumahsubslotate ... L7SKEHH CTCP DUGE PHAM SOHA VIMEX
O S, cheh dbng, chiing chl dinh vh chc H mat
" e s-m bsa’ Bubing N1 « Kb cig rghip Yin Mg 1, Th trdn
thse bemtheo. h ) BI uth su i o M7, Hupn'Yan M, Tinh Hung Yén, Viet Nam.
Tibochusin TOCS H h Dien Tl 0I1T308956
:.'lm... 30°C, ih SO 1 7’5 mwm' [—M:M‘!n : X SORICOID UP.C0M . uT
g“:"m“:‘m muth sobsabeylaes 175% ki
Doc oy huadngdan ) dyng trissc khiding. -
SBK/Visa Mo
L5X/Batch No
[0 ST
' >3
THudc KE DON [WHO-GMP|
vt pere:
St s P Han dich utng i hsubsalicylate 1755 K/t
G — o

further information: please refer to the package
insert.

Bismuth subsalicylat
SOHA 17,5 mg/ml

Specification: In-house

Storage:
Store in & dry place at temperature below 30°C, Bismuth subrsalicylate 1,75% kiftt
avoidinglight.

Shakewellbefore use.
Keepoutofreach of children,

|

SBK/Visa No.:

Marnufachurer:
SOHA VIMEX PHARMACEUTICAL |OINT STOCK COMPANY
N1 Road - Yen My Il industrial Zone, Yen My Town, Yen My
District, Hung Yen Province, Vietnam,

Phone: 02217306696

E-mail: sohavimes @schacogroup.comvn

Chl dinh, cach dimg, ching chi dinh va cac théng tin
khée: xem trang to hudng dén 50 dung thusc kém
theo.

Tiéuchudn: TCCS

Bioquin:
Nai khé réo, nhiét d6 dudi 30°C, trénh &nhséng,
Licky trusckhiding

Bératimtayiiiem.

Pocky gtiusckhidt
LSX/Batch No
NSX/Mfg. Dat

&Ny Gete Barcode
HD/Exp. Date
Co st s xudt;

CONG TY ¢ PHAN DUGC PHAM SOHA VIMEX
Bubing N1 - Khu coing nghip Yen My I, Th trin Yen My,
Huyén Yan Mg, Tinh Hung Yen, Viet Mam.

Bien Thoal: 02217306996

E-mail: sohavimex@sohacogroup com.vn
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Bismuth subsalicylat

SOHA 17,5 mg/ml

Bismuth subsalicylate 1.75% w/v

oy

Bismuth subsalicylat
SOHA 17,5 mg/mi

Bismuth subsalicylate 1.75% wjv

ri ™
Thimh ghiin: Lo Brwscrcoon m Cota sdnuust ‘
: CTCP DUTC PHAM SOHA VIMEX
Chi dink, cAch dling, chéng chl dinh vi cbe thieg .
mincanomsmdensmne  BiMUth subsalicylat s e o misve
Thbuchuide: TS BienThoal, 0221730699¢
™ -
mlwmmhmmmmmm SOHA 17,5 mwml &mak sohavimen @sahocogroupcom.vm
e o tnsdic kbl dOmneg. Bismeth sibsaboylste 1,75% b/t
4 xa the Lay o
w‘:\rmm‘;mmmun WHO-GMP
SDK/Visa No.:
LSx/Batch No
Barcode
L -
2, ot L
THuoc KE BON [WHO-GMP
Composition: e AL Thianh phdn:
Bismuth subsalicylate 1.75% wiv Hon dich wong o v icvlate 175% kY

Indlcatl ation, 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 wellbeforeuse,

Keepoutofreachof children.

SDK/Visa No.:

Menufacturer:
SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY
N1 Rioad - Yen My Bindirstrial Zone, Yen My Town, Yen My
District, Hung Yen Province, Vietnam,

Phone: 02217306596
Fairadk o L

Bismuth subsalicylat
SOHA 17,5 mg/mli

Bismuth subsalicylate 1,75% ki/tt

Chi dinh, cach ding, chéing chi dinh via céc thong tin
khéc: xem trong th hudng dan s0 dung thudc kém
theo.

Tiéu chudn: TCCS

Bioquin:
Naikh rdo, nhigt do dudi 30°C, tranh dnh sdng.
Léckptruat khidong

Nulgm tay u"é em.

Boc ki hudng khidlng,

LSX/Batch No
NSX/Mfg. Date
HD/Exp. Date

Co 50 sbn xudt:
CONG TY € PHAN DUGC PHAM SOHA VIMEX
Bubng N1 - Khu cong nghiép Yén Mg Il Thi trén Yén My,
Huyén Yan M, Tinh Hung Yen, Viet Mam.
Dign Thogi: 02217306996

E-mall. sohavimex@schacogoup.com.vn
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Bismuth subsalicylat
SOHA 17,5 mg/ml

Bismuth subsalloylate 1.75% w)'v

Biony o)

Oral Suspension

Bismuth subsalicylat
SOHA 17,5 mg/ml

Bismuth subsallcylate 1.75% wiv

- B -
e oo A oo
-capriggrsing sggtvoagerye ¥ CTCP DUDC PHAM SOHA VIMEX
s . Bismuth subsalicylat - s e mn e
thudckbmhes, Yibn Mg, Harytn ¥in My, Tinh Hang Yibn, Vit Nam.
il SOHA 17,5 mg/ml  permweseuwsosens
Mkt o, gt 0 Su0i 30 rdmh by sdng, y Fmak sohavimengyschacogrup.comn
o‘t“u‘;nﬁugwm Bamuth subsalicylats 1750 kR
wd mtay trdem.
oty NSO [WHo-6MP)
SDKfVisa No.:
LS/ Balkch No
J
o
B u6c ke pon )
Composition: Handich udng Thinhphin
Bismuthsubsalicylate 175%w/v and 1ong Bismuthsubsallcylate 1,75% K/t
Tndi Indications and Chil dinh, céch diing, chdng chi dinh va cac théng tin

further information: pleas'e refer to the package
insert,

Storage:

Store in & dry place at temperature below 30°C,
avoiding light.

Shake wellbefore use.
Keepoutof reach of children.

Readthe packagei lly bef

SDK/Visa No.:

Menutacturer:
SOHA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY
N1 Rad ~ Yen My Il industrial Zane, Yen My Town, Yen My
District, Hung Yen Province, Vietnam.

Phane; 02217306996

E-madl: sohavimex@sohacogoup com wh

Bismuth subsalicylat |

SOHA 17,5 mg/ml |

Bismuth subsalcylate 1,75% ki/tt

t;g:ummtbhuﬂngd&nsadmgmuﬂ(hen
theo.

Tiguchusin: TCCS

Bho qudn:

Noikha rdo, nhigt do dudi 30°C, tranh anhisang,
Lac ki trudc khiding

Déxatdmiaytréem.

Docky hudng ddn stidung trudc khiding.

LSX/Batch No
NSX/Mfg. Date

HO/Exp. Date S
Co 58 580 xust:

CONG TV €8 PHAN DUDC PHAM SOHA VIMEX
Buting N1 - Khu cing nghiep Yen My i, Thi trn Yen My,
Huyén Yeén My, Tinh Hung Yen, Viet Nam.

Bitn Thogl: 02217306995
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 Bismuth subsalicylat
SOHA 17,5 mg/ml

Bismuth subsalicylate 1.75% w/v

ONLY [WHG-GHP]

Oral Suspension

Bismuth subsalicylat
SOHA 17,5 mg/ml

Bismuth subsaficylate 1.75% w/v

- N
Thaahphda; BBrwoc e oow m Cesdsinndt
S subilcbne. ... —L75%l/u CTCP DUGC PHAM SOHA VIMEX
€ finh, cich ding, ching chi inh vicae thé .
RN im0 ) e Bismuth subsalicylat s meserminuae
I}
T chudn: 6C5 Bién Thogk 02217306996
- SOHA175mg/ml  Fmecirem: " T
&Wm:‘?n Bigmuth swbsalicylate 175% Kl
£l irdem.
Docky husngdsnsbdungtnsdc hiding.
SDIC/Visa No.t
Ls¥/Batch No
=S omy
>y
2
B usc ke oon
Compaosition: i dich w¥na Thanh phén:
fo-stmigrt viate 175Uow/fv on dich uong iyl 175% Kt
Indicati and Chi dinh, céch ding, chéng chi dinh va cac thing tin

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.

Keepout of reachof children.

Readthe package Insert carefully before use.

SPK/Visa No.:

Manufacturer:
SOHA VIMEX PHARMACEUTICAL JOBNT STOCK COMPANY
N1 Road - Yen My Il Indusirial Zone, Yen My Town, Yen My
District, Hung Yen Province, Vietnam,

Phane: 02217306396

E-madl; sohavimex@sahacogroup.com v

Bismuth subsalicylat
SOHA 17,5 mg/ml

Bismuth subsalicylate 1,75% ki/tt

khde: xem trong t hudng dén st dung thudc kém
theo.

Tibuchudn: TCCS

Bio quin:
Naikho réo, nhigt do dudi 30°C, tranhanhsang.
Léc ky trude khidung
Déxatam taytréem.

Bockyt khidiing

L5X/Batch No
NSX/Mfg. Date
HOD/Exp. Date

Co 50 shn xull;

CONG TY ¢ PHAN DUGC PHAM SOHA VIMEX
Duting N1 - Khu cing nghisp Yen My Il Th belin Yen My,
Huydn Yen Mg, Tinh Hung Yen, Vigt Nam.

Dien Thogl: 02217306996

E-mall: sah

{iil p.com.n
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CONRx TThe
CQ PHAN,
DUTC PHAM
soin BES

TH SUBSALICYLAT SOHA 17,5 MG/ML

Dé xa tam tay tré em
Poc ki hudng ddn sir dung trudc khi ding
Léc kjj truce khi dimg
Théng bdo ngay cho bac sv hodc dwoc sy nhimg phan ing 6 hai gdp phai khi sic dung thudc

1. THANH PHAN CONG THUC THUOC

Thanh phan hoat chat: Bismuth subsalicylate 1,75% (kl/tt)
Thanh phzin t¢ duge: Sorbitol solution 70%, sucralose, |jmicrocrystalline cellulose and
carboxymethylcellulose sodium, xanthan gum, magnesium aluminometasilicate, sodium benzoate,
potassium sorbate, salicylic acid, citric acid monohydrate, sodium citrate, erythrosin, ponceau 4R,
polyoxyl 40 hydrogenated castor oil, propylene glycol, huong bac ha, hwong déu, nudce tinh khiét.

2. DANG BAO CHE
Hon dich udng.
M0 td dang bao ché: Hon dich mau hong, vi ngot va c6 mui huong déu.

3. CHi PINH
Thude chi dinh & nguoi 16n va tré em tir 16 tudi tro 1én dé lam giam cac triéu chimg ¢ nong, kho
tidu, budn non va dau da day (do &n ubng qua nhiéu). Thubc ciing gitp kiém soat tiéu chay.

4. CACH DUNG, LIEU DUNG
Liéu ding

Nguoi lom va tré em tir 16 1uéi tro lén:
Dung liéu 30 ml (1 liéu) ip lai mi % - 1 gid néu cin, khong ding qué 8 lidu (240 ml) trong 24 gid.
Cich ding
Khéng vugt qua liéu khuyén céo. Lic k¥ trude khi sir dung, khong ding qua 2 ngay.
Dbi véi dang chai, dung cc dong chia vach di kém.
5. CHONG CHI PINH

- Bénh nhan qué mAn v6i bismuth subsalicylate hogc véi bét ky thanh phan nio ciia thudc.
- Bénh nhan qua man voi aspirin hodc céc salicylate khéc.
- Bénh nhan dang didu tri déng thoi voi aspirin hodie cac salicylate|khac.
- Bénh nhan bj loét da day.

- Bénh nhén ¢6 rdi loan dong mau.

- Bénh nhan ¢6 phan ¢6 mau hoic phén den.

- Tré em dudi 16 tudi.

6. CANH BAO VA THAN TRQNG KHI DUNG THUOC
- Nén ngimg st dung thude néu céc triéu chimg trd nén toi té hon, kéo dai hon 2 ngay, hodc néu xuét
hién u tai (chirng u tai).
- Khong nén dung thude néu cic tridu chimg nghiém trong hodc kéo dai hon 2 ngay.
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\ding thude cho ngudi duéi 16 tudi do ¢6 kha nang lién quan gilta salicylate va hoi
Mot cin bénh hiém nhung rat nghiém trong. Diéu nay dic biét quan trong d6i voi nhimg
dc hogc dang héi phuc sau khi nhiém virus nhu thuy déu hogc cim.

mét nude va dién giai. Trong trudng hop nay, viée bu nudce va dién giai la bién phap

- Khong ding chung véi aspirin hodc cac salicylate khac.
- Bénh nhin méc réi loan déng méu, bénh git hogc dang dung thube chéng ddng méu (thudc lam
loding méu), déi thio dudng hodic gt can than trong khi st dung.
- Khong ding qua licu khuyén céo. Khong sir dung quéa 2 ngdy trir khi c6 chi dinh cua bac si. Viée
diing liéu cao hon khuyén cdo hodc trong thoi gian dai ¢6 lién quan dén nguy co cao mic cic tac
dung phu nghiém trong (ddc biét la ngd doc bismuth va salicylate)
- Dé xa tAm tay va tim mét cia tré em.

Ta dwoc
Thude c6 chita sorbitol c6 thé gay nhitng triéu ching tiéu hoa kho thiu va cho tac dung nhuan trang
nhe.
Thude nay cé chira 30 mg sodium benzoat trong mi 30 ml hdn dich thuée. Sodium benzoat cé thé
lam ting nguy co vang da, vang miit & tré so sinh (4 tudn tudi trd xudng).

Thudc c6 chira ponceau 4R co thé giy cac phan tng di img.
Thude ndy c6 chira 600 mg propylene glycol trong mdi 30 ml hdn|dich thubc. Néu bénh nhén dang
mang thai hay cho con bt hodc bénh nhan c6 bénh gan hogc thén, khong dung thudc nay trir khi cd
khuyén céo cua bac si. Béc si diéu tri c6 thé phai thyc hién mot s xét nghiém trong thoi gian bénh
nhan ding thudc nay.

7. U DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Thoi ky mang thai
Sau khi uéng bismuth subsalicylate, ca bismuth va salicylate déu quia duge hang rao nhau thai. Ding
salicylate & phu nir mang thai da dugc khuyén céo ¢ thé gay anh huong dén thai nhi. Vi vay, khong
dung bismuth subsalicylate cho phuy nit mang thai.

Thoi ky cho con bi

Bismuth bai tiét vao sira me v&i mét lugng nho. Khong khuyén cdpo ding cho phuy nir dang cho con
bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua ¢6 bang chirng vé anh huang cta thudc 1én kha nang lai xe, van hanh may méc.

9. TUONG TAC, TUONG KY CUA THUOC

Tuong tac ciia thude

Thube 6 chira salicylate, vi viy can than trong ¢ nhimg bénh nhén dang sir dung:

- Liéu phép chéng déng mau (thube 1am loding médu) vi viée sir dun dong thoi c6 thé lam tang nguy
co va mirc do nghiém trong cua tinh trang chay mau; T

- Thudc diéu trj bénh git (vi du nhu probenecid, sulfinpyrazone)
lam tang nguy co ting acid uric trong mau va lam ndng thém bénh

i viéc str dung dong thoi co thé
gut;

- Thuéc sulfonylurea trong diéu tri d4i thio duong (vi du nhu chlorpropamide, glibenclamide) vi

viéc sir dung dong thai c6 thé lam ting nguy co ha dudng huyét;
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Khong sir dung cho bénh nhan dang ding aspirin hogc céc salicyl

ngd doc salicylate.

Twong Ky ciia thude

tri viém khé'p (vi du nhu methotrexate) do co kha nang twong tac thudc.

Coyﬁhﬁu i  dbng tho c6 thé lam thay di due

- (khang sinh tetracycline c6 thé

H‘E] nang smh kha dung, cla blSl‘[‘ll.lth subqahcyldte do tuong tdc magnesium

thu cta khang sinh tetracycline

am khi st dung cung voi cdc san pham chl.ra bismuth. Tuong tic nay co thé duoc giam
ang cach cach nhau mét vai gio gilra hai liéu thudc.

ate khéc do nguy co qud lidu va

Do khéng ¢6 céc nghién ciru vé tinh trong ky ciia thude, khong tron Ian thudc ndy voi cae thude

khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Ciac tac dung khéng mong mudn ghi nhén trén bénh nhan dugc lis
xuat hién. Trong méi nhém tan sudt, cc tac dung khong mong r
nghiém trong giam dén, véi phan loai nhu sau: rit thudng gap (
<1/10), it gap (=1/1000 dén <1/100), hiém gap (=1/10000 dén <1/1

chua rd (khong thé udce tinh dugc tir dit lidu sn co).

8t ké theo hé co quan va tin sut
hudn duge sip xép theo mirc do
>1/10), thuong gip (21/100 dén
000), rat hiém gap (<1/10000) va

H¢ co' quan Tén suat Tac dung khéng mong mudn
Rét thuong giap | Nhudm den phan
R6i loan hé tiéu héa Thuomg gip | Nhudm den ludi
Chua ro Téo bon, buon non, ndn, ia chay

R&i loan hé than kinh Chua 15 Lo lang, 10 [an, tram cam, dau d&u, néi lap
Rdi loan hé co - xuong Chua rd Co co, yeu co
R&i loan tai Chua rd Mit thinh lyc, U tai
Khac Chua rd Ban da, tang calci huyét, soc phan vé

Théng bio ngay cho bac sy hodc dugc sy néu c6 sét hodc co chat nhay trong phan Ngirng thude va

béo ngay cho bac sy hodc duge sy khi ia chay trén 2 ngay, ia chay ke

rung trong tai hodc céc tic dung khong mong mudn nang khac.

Bio cio tac dung khéng mong mudn

Cén thong bao cho bac s¥, duge sy d6i v6i cac phan tng cé K
thudc hoic bdo céo cdc phan tmg cd hai clia thude vé Trung

ddi phéan ttng c6 hai cua thude

11. QUA LIEU VA CACH XU

Qui liéu
Bismuth

Ng6 doc bismuth ¢ thé biéu hién nhu mét bénh ndo cép tinh véi ¢

TRI

kém theo sét, mét thinh lyc, tiéng

ai ¢6 thé gip phai khi sir dung
tam Théng tin thube va Theo

A tricu chimg nhu 14 13n, co bi&t

¢o, run ray, khé noi va cac roi loan khi di lai va dimg. Ngé doc bismuth cung 6 thé gay ra cac rbi
loan tiéu héa, phan tmng trén da, déi mau niém mac va suy than do hoai tr bng than cép tinh.
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thudng lién quan dén ndng do huyét trong >350 mg/L (2,5 mmol/L). Hau hét cc
i 16m xay ra & nhitg bénh nhan c6 ndng d6 vuot qua 700 mg/L (95,1 mmol/L).

su chimg, nén ngimg sir dung thude. Viée xir ly qua lidu gidng nhu cach xu ly qua

Céc triéu chimg thuong gép bao g6m nén mira, mét nude, U tai, chong mit, diéc, ra mo héi, tay chan
dm v&i mach dap manh, tang nhip th¢ va the gép. Hau hét cac truong hop déu xay ra roi loan acid-
base trong co thé.

Nhiém kiém ho hép va nhidm toan chuyén héa hdn hop véi pH dong mach binh thudng hodc cao
(ndng @6 ion hydro binh thudng hoiic giam) thudng gip ¢ ngudi 1on va tré em trén 4 tudi. O tré em
dudi 4 tudi, nhidém toan chuyén hoéa chiém wu thé véi pH dong mach thdp (ndng d6 ion hydro ting)
la phd bién. Nhiém toan chuyén hoa ¢ thé lam ting kha nang chu yén salicylate qua hiang rdo méu
nao.

Cac triéu ching it gap bao gf‘)m ndn ra mau, sot cao, ha dudng hnyét, ha kali méu, giam tiéu cau,
ting INR/PTR, déng mau ndi mach, suy than va phu phéi khéng dg tim. Céc triéu chimg cua hé thin
kinh trung wong nhu 14 1an, méit phuong hwéng, hon mé va co giat/it gip hon & ngudi lon so vai tre
em.

X tri

Bismuth
Pidu tri bao gdm rira da day, x6 rudt va bl nude. Cac tac nhén tao phirc c6 thé c6 hi¢u qua trong giai
doan dAu sau khi udng phai va c6 thé can phai thim phén méu.

Salicylate
Diéu tri ngd doc salicylate cd thé xem xét sir dung than hoat tinh, déc biét néu ngudi 16n dén kham
trong vong mot gid sau khi tiéu thy hon 250 mg/kg. Nén do néng d6 salicylate trong huyét tuong,
mic di mure d6 ngd doc khong thé chi dya vao két qua nay va can phai xem xét céc triéu chimg lam
sang va hoéa sinh khéc.

Viéc thai trir duge tdng cudng ba"mg cach kiém héa nudc tiéu, diéu nay dat dugc béng cach sur dung
natri bicarbonate 1,26%. Cin theo doi pH nuéc tiéu. Didu tri tinh trang toan chuyén héa bang cach
tiém tinh mach natri bicarbonate 8,4% (trudc tién cn kiém tra ndng d6 kali trong huyét tuong).
Khéng nén sir dung lgi tiéu cudng birc vi n6 khong lam tang bai tiét salicylate va cé thé gy phu
phdi.
Tham phéan mau 1a phuong phép diéu tri wu tién cho ngd ddc ning va nén duge xem xét cho nhing
bénh nhén c6 ndng do salicylate trong huyét tuong >700 mg/L (5,1/mmol/L), hogic ndng dd thap hon
nhung c6 céc triéu chirng 1am sang hodc chuyén héa nghiém trong. Bénh nhén dudi 10 tudi hodc trén
70 tudi co nguy co ngd doc salicylate cao hon va ¢o thé can thim phan mu som hon.

Tich cuc theo ddi dé ¢o bién phép xir tri kip thoi.
12. PAC TINH DUQC LU'C HQC

Nhém duge Iy: Ché pham bismuth

Ma ATC: AO7BB
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A, diu tao ra mot 16p mang bao vé o phén dudi cua thyg

A\subsalicylate & dang hén dich.

.in vitro gioi han da cho thay bismuth subsalicyk
ong rudt, chang han nhu Clostridium, Bacteroid

& nhom bénh nhén sir dung bismuth subsalicylate hay khong.

13. PAC TINH DUQC PONG HQC
Bismuth subsalicylate dugc chuyén hoa thanh bismuth carbonate
non.

Sinh kha dung qua duéng udng cta bismuth khi ding dudi dang bis
vin chua biét 1 bismuth phan bd nhu thé nio trong co thé ngudi
thai trir qua than, nhung co thé ciing dugc thai trir qua mét. Phén
qua phan dudi dang mudi khong tan. Sau khi ding ligu toi da khuyg
thoi gian béan thai trung binh 13 khoang 33 gio va néng d¢ bismuth
35ppb.

Salicylate dugc hdp thy tir rudt va nhanh chéng phan bd dén tt ¢
trong huyét twong dat dinh sau khi ding liéu t6i da khuyén
microgam/ml. Salicylate dugc thai trir nhanh chong khoi co thé va
khoang 4 - 5,5 gio.

14. QUY CACH DPONG GOl

Hop 10 goi x 30 ml (géi mang nhém phire hop).

Hdp 20 gbi x 30 ml (géi mang nhom phire hop).

Hop 1 chai 120 ml (chai PET, nip nhya HDPE), ¢6 coc dong chia
Hop | chai 150 ml (chai PET, ndp nhua HDPE), ¢6 coc¢ dong chia
Hop 1 chai 180 ml (chai PET, nip nhua HDPE), c6 céc dong chia
Hop | chai 240 ml (chai PET, nip nhua HDPE), ¢6 cdc dong chia
Hop 1 chai 300 ml (chai PET, nap nhua HDPE), ¢ cbe dong chia
Hop 1 chai 480 ml (chai PET, ndp nhya HDPE), c6 céc dong chia

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CI

Biéu kién bao quan: Noi khé rao, nhigt d dudi 30°C, tranh anh sa

Han diing: 24 thang ké tir ngay sin Xuét. Sir dung trong vong 1 tha
Tiéu chudn chét hrong thuée: TCCS

16. TEN, DPIA CHI CUA CO SO SAN XUAT

CONG TY CO PHAN DUQC PHAM SOHA VIMEX

Dia chi: Pudng N1- Khu cong nghiép Yén My IL, Thi trin Yén
Yén, Viét Nam.

 quan va mot phan trong da day,

ate ¢6 hoat tinh chéng lai cac vi
es, E. Coli, Salmonella, Shigella,
ing ddi vai céc vi khudn ky khi.
¢6 lién quan dén két qua diéu tri

va sodium salicylate trong ruot

muth subsalicylate rdt thap. Hién
. Bismuth hép thu chu yéu dugc
bismuth con lai sé dugce dao thai
>n nghi hang ngay cho ngudi 16n,
dinh trong huyét tuong van dudi

4 céc mo trong co thé. Néng dd
nghi hang ngay la khoang 110
¢6 thoi gian ban thai trung binh

vach di kém.
vach di keém.
vach di kém.
vach di kém.
vach di kem.
vach di kém.

IAT LUQNG
ng.
ng sau khi mo nép chai.

M7, Huyén Yén My, Tinh Hung




