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MAU NHAN ULCERSEP ULTRA
(HOp 20 gdix 15ml)

| THANH PHAN;
| MEI 15 mi chig:
Bsrmuth subsalicyviate
Td AUQe vl A s
Chi dinh, éch ding. #éu dung. ehdng
| chidinhvécde théng tin khac: Xin doc
e frong 18 hubng ddn s dung.
Lée k§ trude khi diing.
Dé xa 1&m tay Ié em.
Doc ki huling o8N sif dyng e khi ding,
Bao guan ¢ nhigt dé dudi 30°C. nai khé
1830, trénh &nh séng.
Tidu chudn: TCCS ~
Coa 58 san wdit;
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CONG TY CO PHAN DUGC PHAM OPV
56 27, Dudng 34, Khu Céng Nghiéo
Bl&n HGa Il Phudng An Binh, Tp. Bign Han,
Tinh DSng Nai,
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COMPOSITION:

Each 15 mi confaina:
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Ihdcofions.  oominetation,  dosoge
confraincicotions and ofher information:
Sae the nser,

Shake well belore use,
Keep out of reach of children.

Recd cowetuly the enclased insert

batare use.

Stote of temparatuie below XC, ina

dry ploce, protect fiom ight,
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FOR THE RELE OF:
- INDIGESTION, DYSPEPSIA, NAUSEA
- UPSET STOMACH AND DIARRHOEA
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THANH PHAN:
c > &l 15 ml ehda:
.nOu .“m Bismuth subsdlicylate ... 262.8 Mg
: 5 5 T8 AUOC VA Ui 15 mi
«D . 4 o . 3§
= Chi dinh, céach dang, li6u ding, chdng chi
.w dinh véi céc thdng tin khac: Xin doc trong

6 hudng dan st dung.

Léc ky trude khi ding.

P& xa tém tay tré em.

Poc ky hudng dén st dung trude khi ding.

Bdo quan ¢ nhiét dé dudi 30°C, nal kho
rdo, frédnh édnh sang.

Tiéu chudn: TCCS
Co 56 san xudt:

-

LCERSEP ULTRA

(Goi 15 ml)
Su khé tiéu, day bung,

kho chiu & da da

Bismuth subsalicylate 1,752 %

£
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0 Bi&én Hoa Il, Phudng An Binh, Tp, Bién Hoa,
= Tinh Péng Nai,
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MAU NHAN ULCERSEP ULTRA
(HOp 1 chai 60 ml)
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- KHO CH|U & DA DAY VA TIEU CHAY
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THANH PHAN:

M 16 ml chia:
Bismuth subsalicylate, .. 262.8 mg
Ta duge wia dd....een 18 mI

Chidinh, cach ding, liéu ddng.
chéng chi dinh vé céc théng
fin khé&e: Xin dec trong to
hudng ddn s dyng.

Léc ky hrudic khi dung.

D& xa 16m tay 1ré em.

Poc ky hudng dbn sl dyng
truée khi ding.

Bdo qudan & nhiét dé dudi 30°C,
nai khé rdo, teénh dnh sang.

Tidu chudin: TCCS

Co sd sain xuath
CONG TY CO PHAN DUGC
PHAM OPV
58 27, budng 3A, Khu Céng

7
K Prascriglicn enly

FOR THE RELIEF DF:
- INDIGESTION, DYSPEPSIA, NAUSEA
« UPSET STOMACH AND DIARRHOEA

@v?

COMPOSITION:

Each 16ml contalns:

Blsmuth subsclicylate.., 262.8 mg
Exclplents a5 12 Ml

Indications, administration,
dosage, confraindications
and other information: See
tha Insart,

Shake well before use.

Keep out of reach of children.
Read carefully the enclosed
Insert belore use.

Store al temperature below
A, In a dry place, protect
from light.

| Specificotion: Monufacturer's

Manufacturern
OPV PHARMACEUTICAL JOINT
STOCK CO.
No, 27, 3A Street, Bien Hoa ll

Ulcersep Ultra_ hdp 1 chai 60 mI_DE01_V1

Pharmaceuticals Pharmareuticals
Nghiép Bién Hoa Il. Phudng Industrial Zone, An Binh
Hop 1 chal 60 i [T An Binh, Tp. Bién Hoa, Tinh Box of 1 boflle 60 mi Ward, Bien Hoo City,
Kém céc dinh lugng Béng Nal. With desing cup Dong Mol Province,
LS/ Lot No:
NSX/ Mfg. Date:
HD/ Exp. Date:
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/I.HANH PHAN: MBI 15 i chifa:

Bisrnuth subsalicylate
Té duge vua di .

Chi dinh, cach dung Iléu dClng. chéng
chi dinh va cac thong fin khdac; Xin doc
trong té huéng dén su dung.

Léic ky Irudic khi ding.

Dé xa tam tay tré em.

Bdo qudn & nhig¢t d& dudl 30°C, noi kho
tdo, trénh anh séng.
Tiéu chudn: TCCS
Co sd séin xudt:
CONG TY C& PHAN DUCC PHAM OPV
58 27, budng 3A, Khu Céng Nghiép
Bign Hoa ll, Phudng An Binh,
\ Tp. Bién Haa, Tinh B&ng Nal,

BPoc ky hudng dén s dung frude khi ding.

(Chai 60 ml)

2. Nhan chai

R\ Thudc ki don
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LAM GIAM:
- SU KHO TIEU, DAY BUNG, BUON NON
- KHO CHIU & DA DAY VA TIEU CHAY
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Pharmaceulicals

R HON DICH UONG |

AN ULCERSEP ULTRA

<,
COMPOSITION: Each 15 mil contains:

Bisruth subsalleylate.... L2628 mg
Exclplents g.s.. L 16ml

Inclications, administration, dmcge

confraindications and other information:

See the Insert,

Shake well before use.

Keep out of reach of children.

Read carefully the enclosed inseri before use.

Stare at tempearature below 30°C, In a dry

ploce. pretect from light,

Spacification: Manufacturer's
Manufacturer:

OPV PHARMACEUTICAL JOINT STOCK CO.

/

L3X/ Lot Mo
HOJ Exp. Data:

Ulcersep Ultra_ chai 60 ml_DEO1_V1
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MAU NHAN ULCERSEP ULTRA
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Framaceuticals

Hop 1 chal 90 mi TSR

Kém cdc djnh lugng

THANH PHAN:

M&1 16 mi chia:

Bismuth subsalicylate...262.8 mg
Té duce via dllenen 15 Ml

Chi dinh, céch ding. ligu
dung. chdng chl dinh va cac
théng tin khac: Xin doc frong
té huéng dén s dung.

Léc ky trude khi ding.

D& xa tém tay Iré em.

Poc ky huéng dén s dung
truéc khi dung.

Bdio quan d nhiét dé dudi 30°C.
nol khé rdo, tranh anh séng.
Tiéu chudn: TCCS
Co 56 san xudt:
CONG TY CO PHAN DUGC
PHAM OPV
56 27, budng 3A, Khu Céng
Nghiép Bién Héa ll, Phudng
An Binh, Tp. Bién Hoa, Tinh
Déng Nai,

B froscriptian anly

FOR THE RELIEF OF:
- INGIGESTION, DYSPEPSIA, NAUSEA
- UPSET STOMACH AND DIARRHOEA

av*

Pharmaceuticals

Box of 1 boftie 90 mi KLLTETE A

With desing cup

COMPOSITION:

Egch 16 ml contains:

Blsrmuth subsalicylate,.. 262.8 mg
Excipients A5 e 15 ml

Indications, administration,
dosage. conlraindications
and other information: See
the insert,

Shake well before use.

Keep out of reach of children.
Read carefully ihe enclosed
insert before use.

Store at temperature below
30°C, In a dry place, protect
from light,

Specification: Manufacturer's

Manufacturer:
OPV PHARMACEUTICAL JOINT
STOCK CO.

No. 27, 3A Street, Bien Hoa
Il Industrial Zone, An Binh
Ward, Bien Hoa City,
Dong Nal Pravince,

Ulcerse;;'UItra_ hop 1 chai 90 ml_DEO01_V1

LSK/ Lot No:
NSX/ Mig. Date:
HD/ Exp. Date:
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ﬂHﬁNH PHAN: M&i 16 i chtiar
Blsmuth subsalloylate . 262.8mg
T4 duge viio dd 15ml
Chi dinh, céch ding, I6u dung, chéng chi
dinh véi céic théng tin khéc: Xin doc trong
18 hudng ddn st dung.
Léic k¥ trudc khi ding.
D& xa tém tay iré em.
Poc ky hudng dén st dung frude khi ding.
Bdio qudin & nhiét dé dudl 30°C. nol khé rao.
tranh anh sang.
Tiéu chudn: TCCS
Co 56 sain xudih

CONG TY CO PHAN DUQC PHAM OPV

S8 27, buding 3A, Knu Cong Nghiép
Bién Hoa Il, Phudng An Binh, Tp, Bién Haa,

& Tinh £dng Nal,

( Chai 90 ml)

LAM GIAM:
- S KHO TIEU, DAY BUNG, BUON NON
- KHO cH|U & DA DAY VA TIEU CHAY

av?

LT HON DICH UGHG |

AN ULCERSEP ULTRA

COMPOSITION: Ecch 15 ml contains:
Blsmuth subsalicylate........eee. 202.8 Mg

Excipients g.5....
Indications, adrministration, dosage,
contraindications ond other information: See
the Insert.
Shake well before use.
Keep oul of reach of children.
Read carefully the enclosed insert before use,
Stare al temperature below 30°C, In o dry
place, profect from light.
Speclfloation: Manufacturer's

Manufacturer.

OFPV PHARMACEUTICAL JOINT STOCK CO.

LEXf Los ko
HEY Exp, Date /

Ulcerseiﬁ Ultra_ chai 90 m|_DE01_V1
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MAU NHAN ULCERSEP ULTRA
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LAM GIAM:
- U KHO TIEU, DAY BUNG, BUON NON
- KHO CHIU & DA DAY VA TIEU CHAY

Qv ?®

(Hop

THANH PHAN:

M&i 15 ml chia:

Bisruth subsalicylate.. 262.8 mg
Té duge via dine 15 ml

Chl dinh, céch ding, liéu ding,
chéing chi dinh va cac thang
tin khac: Xin doc trong 10
hudng dén st dung.

Léc ky trude khi ding.

D& xa tém tay tré em.

DPoc ky hudng dan sit dyng
truéce khi ding.

B0 quan & nhigt g6 dudi 30°C,
ndi khé rdo, trdnh anh sang.

Tiéu chudan: TCCS
Co 58 san xudt:
CONG TY €8 PHAN DUGC
PHAM OPV
Ph&machcéis
56 27, budng 3A, Khu Cong

1 chai 120 ml)
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FOR THE RELIEF OF:
- INDIGESTION, DYSPEPSIA, NAUSEA
- UPSET STOMACH AND DIARRHOEA

@v?

COMPOSITION:

Each 15 ml contains:

Blsmuth subsalicylate., 262.8 mg
Exciplants S 191

Indications, administration,
dosage. confraindications
and other information: See
the insert.

Shake well before use.

Keep out of reach of children.
Read carefully the enclosed
insert before use.

Store at temperature below
30°C, in a dry place, protect
from light.

Specification: Manufacturer's

Manufacturer:
OPV PHARMACEUTICAL JOINT
STOCK CO.

Q@v?
Pharmaceuticzls

No. 27, 3A Street, Bien Hoa

Ulcersep Ultra_hop 1 chai 120 ml_DEO1_V1

PERC o Nghiép Bién Haa Il. Phuong P Il Industrial Zone, An Binh
H&p 1 chal 120 mi TG An Binh, Tp. Bién Hoa, Tinh Box of 1 botle 120 mi Ward, Bien Hoa Cify,
Kém cde dinh lugng péng Nal, With dosing cup Dong Nal Province.
LS¥/ Lot No:
MEXS Mig. Date:
HD/ Exp. Date:
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AN ULCERSEP ULTRA
(Chai 120 ml)

2. Nhan chai

THANH PHAN: MAi 16 ml chia: K huse ké don COMPOSITION: Fach 15 il containg: \
Blsrmuth subsalicylate wiwmm 2628 mg Bismuth subsalicylate e 2628 mo

T8 dupe WO du ... 10 I @U({g@m@f@@ EXololEnts Gi6 s 1B

CH dinh, adch ding, idu ding. chéng chi Indications. administration. dosage.
dinh vé&1 c¢dic thdénag tin khae: Xin doc trong contraindications aond other Informaotion: Sea

18 huéng dén s dung. the insert,
Léc ky trudc khi ding, Shake well bafore use,

D& xa tém tay fré em. Keep out of teach of children.
Boc ky hudng dén st dung trude khi ding. LAM Gl AM' Read carefully the enclosed Insert before use.
Bdio quén & nhidt dd dudl 30°C, nol khé rbo, ' . R Store af termmpaature below 30°C, In adry place,
fr6nh 6nh séing, - SU KHO TIEU, DAY BYNG, BUGN NON profect from light,
Tiégu chudn: TCCS - KHO C(HIU & DA DAY VA "E“ CHAY Specificatiorn: Manufaclurer's
Ca 50 san xudt: — Manufacturer;
CONG TY CO PHAN DUGC PHAM OPV ‘Ev é OPV PHARMACEUTICAL JOINT STOCK CO.
53 27, budng 3A, Khu Céng Nghiép Pharmaceuncals
Bi&n Hoa ll, Phudng An Binh, Tp. Bign Haa, Chai 120 ml TR UNG Lsx/ Lat I'ia.
TinA Dsng Nal, MY Exp, Date /

Ulcerséb Ultra_ chai 120 ml_DEO01_V1
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Rx Thudc nay chi ding theo don thube

Pharmaceuticals

ULCERSEP® ULTRA ————

Pé xa tam tay tré em
Poc ky hwréng dén sir dung trwede khi ding
Lic k¥ trurde khi ding

THANH PHAN CONG THUC THUOC: Méi 15 ml chira:

Thanh phin hoat chit:

Bismuth subsalicylate ...................... 262.8 mg (1,752% wiv)

Thanh phén ta dugc:

B&t huong x4 xi, microcrystalline cellulose and carboxymethylcellulose sodium, xanthan gum,
glycerin, ponceau 4R. sodium saccharin. sodium benzoate, salicylic acid, sodium salicylate, nude
tinh khiét.

DANG BAO CHE:

Hén dich udng.

Hén dich sanh, mau héng, mui x4 xi. vi ngot. Hn dich déng nhét, khdng tach 1dp hodic c6 thé tach
16p nhung trd lai trang thdi phén tan ddng nhét khi lic nhe trong | dén 2 phit va gifr nguyén trang
thai d6 trong it nhat 5 phut.

CHI PINH:

Lam giam su kho tiédu, day bung, budn nén, khé chiu & da day va tiéu chay.

LIEU DUNG, CACH DUNG:

Liéu ding:

Ngudi Ién va tré em trén 16 tudi: udng 30 ml mdi 30-60 phit néu cin. Khong dugc udng qua 8
lidu trong vong 24 gid.

Khéng sir dung cho tré em dudi 16 tudi.

Cach dung:

Lic ky trude khi ding.

Diing dudng udng.

CHONG CHI PINH:

Quéa min vai bismuth subsalicylate hosic bat k¥ thanh phan nao cia thude.

Qué min vdi aspirin hodc cac thude khang viém khéng steroid khac.

Bénh nhén bi rdi loan thén.

Phu nir ¢6 thai va cho con bu.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

C6 thé c6 mbi lién quan giiia salicylate va hdi chiing Reve khi ding cho tré em. Hoi chimg Reye
la mot bénh rat hiém gap anh huéng dén no, gan va c6 thé gay tir vong. Do do, khong nén su
dung bismuth subsalicylate cho tré dudi 16 tudi, trir khi cé chi dinh cu thé (vi du bénh Kawasaki)
Khong ding vai aspirin.

Khéng dung cho bénh nhan bi bénh gout.
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Néu cac trigu chimg nang hodic kéo dai hon 2 ngay, hay lién hé véi duoc si hoae bac s,

Khéng diing qué liéu chi dinh.

Thudc nay cé chira:

- Dudi 1 mmol (23 mg) sodium trong mbi liéu 30 ml hdn dich ubng, vé& co ban duoc xem nhu
“khéng chita sodium™.

- 60 mg sodium benzoate trong mé&i liéu 30 ml hon dich udng, twong duong 2 mg/ml.

- Ponceau 4R: c6 thé gay phan (ng dj img.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Tinh an toan cua bismuth subsalicylate trong thoi k¥ mang thai va cho con bt chua duoc thiét lap
va do dé khéng nén sit dung trong nhirng thai ky nay.

Sir dung thude cho phu nir ¢6 thai:

Céc nghién citu trén dong vat chua di dé phan anh nhiing anh hudng 1&n théi ky mang thai. Chua
18 nhitng nguy co tiém 4n dbi vai con ngudi. Bismuth subsalicylate khong nén dugc sir dung trong
thai ky.

Sir dung thude cho phu nir cho con bu:

Théng tin vé su bai tiét bismuth subsalicylate trong sita me hodc déng vit can han ché. Dir ligu
héa 1y va duge luc hoc hién cé vé& bismuth subsalicylate cho thdy cé lién quan dén sur bai tiét qua
sita me va khong thé loai trir nguy co ddi véi tré b me. Bismuth subsalicylate khéng nén duoc si
dung trong thoi gian cho con ba.

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

Khéng anh hudng 1én kha néang lai xe, vén hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tic thudc:

Salicylate cé thé lam ting tac dung cia thudc chéng dong mdu coumarin va thude ha duomng huyét
dudng udng nhém sulphonylurea. Salicylate lam giam téc dung cia thude uricosuric.

Twong ky thude:

Do khéng c6 cdc nghién ciru vé tinh tuong ky cua thude, khéng tron 1an thude nay vai cac thube
khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Budn non, nén d dugc béo cdo ciing nhur phén va ludi sim mau hoiic den.

Thong bdo ngay cho bac si hodc duge sT khi gdp cdc tdc dung khéng mong mudn nine trén khi
s dung thude hodc bdo cdo cac phan img ¢é hai etia thuée vé Trung tém Quéc gia vé Thiong
tin thudc va Theo déi phan ing c6 hai cia thude (ADR). Pja chi: 13 - 15 Lé Thanh Tong, Hoan
Kiém, Ha Noi. Diénthoagi: 0243 9335 618; Fax: 0243 9335 642; Email: di pveenier@email. com
QUA LIEU VA CACH XU TRi:

Triéu ching:

Anh huéng clia ngd doc bismuth bao gom rdi loan tiéu hoz, phan img trén da, viém miéng va déi
maiu méng nhiy. Mt duéng mau xanh dic trung c6 thé xudt hién trén nudu.

Ngé doc salicylate thuéng lign quan véi ndng db trong huyét twong > 350 mg/L (2.5 mmel/L).
Hiu hét cac trrdng hop tir vong & ngudi 1n xay ra & nhimg bénh nhén cé nong db virot qua 700
mg/L (5.1 mmol/L). Liéu don dwai 100 mg/kg it cd kha ning gay ngd doc nghiém trong.
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Céc triéu chimg thudmg giip ctia ng dde salicylate bao gom nén mira, mat nude, ii tai, chéng mat.
diéc, d6 mé héi. tir chi Am kém mach di. ting nhip thd va ting thong khi phdi. O hiu hét cac
trrong hop déu cé réi loan acid-base & mot mie dd nao dé.

Chimg nhiém kiém hd hap va nhiém toan chuyén hda hén hop ¢ pH déng mach binh thudmg hosic
cao (néng dd ion hydro binh thuong hodic giam) thuong Xay ra & ngudi 16n va té em trén 4 tudi.
O tré em tir 4 wdi trd xudng. chimg nhiém toan chuyén hoa chiém wu thé véi pH dong mach thip
(ndng d§ ion hydro tang) 12 phd bién. Nhiém toan cé thé lam tang sw vdn chuyén salicylate qua
hang rao mau nao.

Céc triéu chimg it gdp ctia ngd doc salicylate bao gdm non ra mau, st cao, ha dudmg huyét. ha
kali huyét, giam tiéu cdu. ting INR/PTR, déng méu ndi mach, suy than va phi phoi khong do tim.
Céc triéu chimg cia hé thin kinh trung vong bao ¢dm 10 ldn, mat phuong hudng. hén mé va co
giat 0 ngudi lon it gap hon so vai ¢ tré em.

Cach xir tri:

Diing than hoat tinh néu ngudi Ién sir dung qua 250 mg/kg biéu 16 trong vong mét gid. Nén xdc
dinh néng d¢ salicylate trong huyét twong, mic du mic dd nghiém trong cia ngd doc khong thé
dugc xdc dinh chi tir diéu nay va phai tinh dén cdc triéu chimg l4m sang va sinh héa. Tang thai trir
do kiém héa nudc tiéu bang cach sir dung natri bicarbonate 1,26%. Nén theo ddi pH nude tidu.
Diéu chinh nhigm toan chuyén héa bing natri bicarbonate 8.4% tiém tinh mach (dau tién kiém tra
kali huyét thanh). Khong nén ding lgi tiéu cuting bire vi né khéng lam ting bai tiét salicylate va
c6 thé gdy phi phéi.

Tham phén méu 1a phuong phap diéu tri duge lya chon trong truong hop ngd doe ning va nén
dugc xem xét & nhimg bénh nhan cé néng do salicylate trong huyét tuong > 700 mg/L (5.1
mmol/L). hoic ndng do thdp hon ¢6 kém céc triéu chimg 14m sing hodc chuyén hoa nang. Bénh
nhén duéi 10 tudi hodc trén 70 tudi ¢é nguy co nhiém doc salicylate cao hon va c6 thé cin phai
loe mau ¢ giai doan sém hon.

DUQC LUC HOQC:

Nhém duoc Ij: Thude diéu tr tiéu chay, viém nhiém dudng rudt/ chét hdp phu duong rudt

Ma ATC: A0TB B

Bismuth ¢6 déc tinh khang acid yéu. Bismuth subsalicylate c6 thé phat huy tac dung chdng tiéu
chay khong chi bing cach kich thich hip thu chit long va chit didn giai qua thanh rudt ma con khi
thity phén thanh salicylic acid, bang cach {rc ché tdng hop prostaglandin chiu trach nhiém géy viém
rudt va tang nhu dong rudt.

Ngoai ra, bismuth subsalicylate cén lién két cac doc td do E. coli tao ra.

DUQC PONG HOC:

Sau khi udng, lugng bismuth hdp thu khéng dang k&, trong khi thanh phin salicylate dige hip thu
hoan toan va nhanh chong qua rugt non.

Bismuth subsalicylate dirgc cho 12 bi thity phén phén lén trong da day thanh bismuth oxychloride
va salicylic acid. Trong rudt non, bismuth subsalicylate khong phén ly phan tmg v&i cdc anion
khéc tao thanh mudi bismuth khéng tan. Trong dai trang, salicylate khéng phén ly va cac muéi
bismuth khéc phan (ng v6i hydrogen sulphide dé tao thanh bismuth sulphide, mét loai mudi den
khang tan, gdy den ludi va phan.

Bismuth duoc bai tiét chi yéu qua phin, trong khi thanh phén salicylate dugc bai tiét chi yéu qua
nuée tiéu dudi dang salicylic acid tu do hodc cdc chét chuyén héa lién hop.

34




e — g B — - e e R R ——— eSS —" e

https://trungtamthuoc.com/

QUY CACH PONG GOI:

Hop 20 goi x 15 ml

Hép 1 chai x 60 ml, kém céc dinh lugng

Hop 1 chai x 90 ml, kém cée dinh lugng

Hép 1 chai x 120 ml, kém cée dinh luang

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Béo quan: O nhiét d§ dudi 30°C, noi khé rdo, tranh dnh séng.

Han ding: 24 thing ké tir ngdy san xuat. Khong ding thube khi qua han ding.

Han diing sau mé ndp 1an déu: 60 ngay sau khi mé nép

Tiéu chuén chat luong cia thude: TCCS

TEN, PIA CHI CUA CO 8§ SAN XUAT THUOC:

CONG TY CO PHAN DUGC PHAM OPV

Sb 27, Pudng 3A, Khu Céng Nghiép Bién Hoa I1, Phudng An Binh, Thanh phé Bién Hoa, Tinh
Dong Nai.

PT: (0251) 3992999 Fax: (0251) 3892344
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