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HAN AMEBISMO EXTRA 525
~ (Hop 3vix 10 viénnén)

Nhan hdp

THANH PHAN: M&i visn chaa: Bdo qudn & nhiét dé dudi 30°C, ndl khé rdo, tranh
Bismuth subsalicyiate... .. 525mg anh sang.

Tiéu chudn: TCCS

Té dugc vila dd - mgr vién SBK:
Chi dinh, céch ding, liBu dang, chdng chl dlnh va cdc Co sasénxucﬂ
théng tin khéc: Xin doc trong td hudng ddn s dyng. CONG TV G6 PHAN pugc PHKM OPV
2
D& xa tim tay fré em. $6 27, Budng 3A, Khu Céng Nghiép Bién Haa I,
Poc ki hudng dén sir dung trude khi ding. Phudng An Binh, Tp. Bién Hoa, Tinh Bdng Nai.
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v LAM GIAM:
- TIEU CHAY, TIEU CHAY DU LICH
- CAC TRIEU CHONG RO LOAN TIEU HOA
DO AN UONG QUA DO

Bismuth subsalicylate 525 mg.

WHO-GMP HOP 3 Vi X 10 VIEN NEN

3aodyva

COMPOSITION: Each tablet contains: Store at temperature below 30°C, In a dry place,
Bismuth subsalicylate.................. e 526 Mg protect from light.

Exciplents q.s. —— one fablet Specification: Manufacturer’s

Indications. cdmlnlsfrcﬂon dosoge contralndications Manufacturer:

and other information: See the Insert. OPV PHARMACEUTICAL JOINT STOCK CO.
Keep out of reach of children. No. 27, 3A Street, Bien Hoa Il Industrial Zone, An Binh
Read carefully the enclosed Insert before use. Ward, Blen Hoa City, Dong Nal Province.
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v" RELIEF:
- DIARRHEA, TRAVELER'S DIARRHEA
= SYMPTOMS OF DIGESTIVE DISORDERS
DUE TO OVERINDULGENCE IN FOOD AND DRINK

Bismuth subsalicylate 525 mg

WHO-GMP BOX 3 BLISTERS X 10 TABLETS

AmeBismo Extra 525. 3 x10_DEO1_V3
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HAN AMEBISMO EXTRA 525
(HOp 5vix 10 vién nén)
Nhan hop

THANH PHAN: M3 vién chia: Tidu chudn: TCCS
Bismuth subsalicylate.........uinnnn . 526mMg | SBK:
Ta duge vila dd ....... ]

Chl djnh, cach ding, léu ding, chéng chl dinh

Cd s& san xudt:

va1 cac théng tin khac: Xin doc trong td hudng ‘EV@

dan s dyng. Pharmaceuticals

D8 xa tdm tay tré em. c6NG TY ¢ PHAN DUGC PHAM OPV
Doc ki hudng déin sir dyng trwdo khiding. | oo b as Khu Cong Nahiép Bién Hoal I
B&O qudn & nhiét dé dudl 30°C, ndi khd réo, Phudng An Binh, Tp. Bidn Hoa,

tr@nh anh sang. Tinh Bdng Nal.

v

Pharmaceuticaks

=
I
1%
Q
=
o

v LAM GIAM:
° : - TIEU cHAY, TIEU CHAY DU LicH
= CAC TRIEU CHUNG RGI LOAN TIEU HOA
i
: : ; 8L

Bismuth subsalicylate 525 mg; 3 REE

] ;i,%g.

x e

2 gig_ »

*Penpcaens” - {
. 2 = éﬂ |<|

WHO-GMP Hép 5 Vi X 10 VIEN NEN 3 : Y )
COMPOSITION: Each taoblet contains: Specification: Manufacturer’s
Bismuth subsalicylate...........covivninnnn, 525 Mg Manufacturer:’
EXCIoIents Qs v, 0NG tablet $
Indications, administration, dosage. contraindications (R4
and other information: See the Insert. Pharmaceuticals
Keep ouf of reach of children. OPV PHARMACEUTICAL JOINT STOCK CO.
Read carefully the enclosed insert before use. No, 27, 3A Sireet, Bien Hoa Il industrial Zone,
Store at temperature below 30°C, in a dry place, An Binh Ward, Bien Hoa City.
protect from light. Dong Nai Province.
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Box 5 Blisters x 10 TABLETS

AmeBismo Extra 525. 5x10_DE01_V3
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Doc ky hwdong dan siv ;

dung trude khi ding

THANH PHAN CONG THUC THUOC: M&i vién chira:

Thanh phan hoat chit:

Bismuth subsalicylate ...................... 525 mg

Thanh phan ti duge:

Calcium carbonate light, mannitol 60, povidone K30, polysorbate 80, ponceau 4R lake, erythrosine

red, croscarmellose sodium, microcrystalline cellulose 102, colloidal anhydrous silica, magnesium
Stearate.

DANG BAO CHI::
Vién nén.

Vién nén thudn dai, mau héng, 161 va tron ca hai mat, canh va thanh vién lanh lan.
CHI PINH:

Lam giam:

e {icu chdy du lich
e tiéu chay
e 16 loan tiéu hoa do @n udng qué dé bao gdm o néng, kho tidu, budn non, dfly hoi, ¢ hot,
chudng bung.
LIEU DUNG, CACH DUNG:
Liéu ding:
- Ngudi 1dn va tré em tir 12 tudi ¢ 1én:
e 1 vién (1 liéu) mdi 30 phut hodc 2 vién (2 Iiéu) moi gio néu cin khi bi tiéu chay
e 1 vién (1 liéu) mdi 30 phat néu can khi an udng qua do (rdi loan tiéu hod, ¢ nong, kho tiéu,
budn non)
e Khéng ding qua 8 lidu (8 vién) trong vong 24 gio.
e St dung cho dén khi ngimg tiéu chiy nhung khong qua 2 ngay.
- Tré em dudi 12 tudi: Hoi v kién bac si trude khi ding.
- Nén ubng nhiéu nude dé ngan ngira mét nude do tiéu chay.
Cach dung:
Udng thude cing vai nude, khong duge nhai.
CHONG CHI DINH:
- Canh bao qua man:
Thude co6 chira salicylate. Khéng diing cho bénh nhén:
e Dij tmg vai céc salicylate (bao gdm aspirin)
e Dang ding cac san pham khéc co chira salicylate.
- Khéng dimg cho bénh nhan dang bi viém loét, gip cac vin dé vé chay mdu, phan den hoic phian

cO mau.
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- Qué man véi bismuth subsalicylate hoiic bat k¥ thanh phan nao cua thude.

- Qué man vai aspirin, cac NSAID khac hoic cac salicylate.

- Bénh nhén ¢6 rdi loan chuc nang than.

- Tré em hodc thanh thiéu nién da co hodc dang héi phuc khi bi thuy ddu hodc cim.

- Phu nlt mang thai hodc dang cho con bu.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Hdi chimg Reye: Khong nén ding thude nay cho tré em va thanh thiéu nién dang mic bénh hoic
vira phuc hdi bénh thuy ddu hay ¢é céc triéu chim g gibng cim. Néu cdc triéu chimg budn nén va
non 6i xay ra khi dang ding thudc nay, cin di khédm béc s vi nhiing triéu chimg nay c¢o thé 1a déu
hiéu sém cua hdi chimg Reye, mot can bénh hiém gip nhung nghiém trong.

- Tham khao ¥ kién béc s7 truée khi ding néu bénh nhan cé sét hoic chét nhay trong phan.

- Tham khao y kién bac si hodic duge si trude khi ding thude nay néu bénh nhin dang dung bit ky
thude nao khac dé diéu tri:

e Chéng déng mau (Iam lofing méu)
o Didi thdo duong

e Gout Wm0+
e Viém khop —n
- Ngung str dung thude va hoi y kién bac si néu: /@Z[,}
e Cac triéu ching nang hodc kéo dai hon 2 ngay, JP : \%
o Céc tricu chimg 0 tai hodc mit thinh giac xay ra, %
e Van bj ticu chay sau 2 ngay. aﬁ“r’)“

Thuéc nay cé chiva:

- Ponceau 4R lake, c6 thé giy phan ing di tmg.

- Mannitol, ¢6 thé giy tac dung nhudn trang nhe.

- Ithon 1 mmol (23 mg) sodium trong mdi vién, vé co ban duoc xem nhu “khéng chira sodium™.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Tham khao y kién bac si trude khi dung.

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

Chua ¢6 bing chiing vé anh huong ctia thude [én kha nang lai xe, van hanh may méc.

TUONG TAC, TUONG KY CUA THUOC:

Tuwong tic thude:

Thudc tranh phéi hop: Dexketoprofen, methotrexate, cic mubi salicylate, sulfinpyrazone, vic xin
virus cum (song/giam déce luc).

Ciprofloxacin: Bismuth subsalicylate lam giam nhe ndng do trong huyét tuong va AUC cia
ciprofloxacin. Téac dung nay khéng c¢o y nghia ddng ké trong 1am sang.

Doxycycline: Bismuth subsalicylate co thé lam giam hép thu doxycycline.

Tetracycline: Bismuth va/hodc calcium carbonate (té duge cta vién nén bismuth subsalicylate) 1am
g1am hép thu toan than tetracycline.

Thude chong dong: Mudi salicylate (nhu bismuth subsalicylate) lam tidng nguy co chay mau. Theo
do1 tac dung chdng dong va dicu chinh liéu néu can.

Thude chong déi thdo dudmg: Duing ciing voi mudi salicylate ¢6 thé lam ting nguy co ha dudng huyét.
Dung than trong khi phoi hop.
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Twong ky thude: Do khéng cé cac nghién ciu v& tinh tuong ky cta thude, khéng tron 14n thube nay
véi cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Nhudm den phan hodc [udi, khong gay nguy hiém, s& hét sau khi ngimg thudc.

Bismuth phan ung voi HaS cia vi khuén dan dén hinh thanh bismuth sulfide tao nén mau den &
khoang miéng va phén, vi vy thuong gap phan hodc ludi nhudm mau den.

Chuta xdc dinh dwoc tan sudt:

Thin kinh: lo lang, 10 1&n, trdm cam, dau dau, noi lap

Tiéu hoa: tdo bon, budn nén, ndn, ia chay

Co-xuong: co co, yéu co.

Tai: mat thinh luc, 1 tai

Khac: ban da, ting calci huyét, sbc phan vé.

Théng bco ngay cho bdc sT hodc dirge sT khi gap cdc tac dung khong mong mudn nhw trén khi sie
dung thuéc hodic bdo cdo cde phan ting ¢6 hai ciia thudc vé Trung tam Quéc gia vé Thong tin thudc
va Theo dai phan irng co hai cua thuéc (ADR). Dia chi: 13 - 15 Lé Thanh Téng, Hoan K iém, Ha Noi.
Pién thoai: 0243 9335 618, Fax: 0243 9335 642; Email: di.pveenter(c Ocrma.rl\a)m.

QUA LIEU VA CACH XU TRi: \jﬂ )

Trong truong hop qua lidu, cdn dén co s y té gan nhat dé duogc tham kham

Triéu chirng: Bismuth subsalicylate, vo1 céac liéu khuyén cdo, hiém khi ga)ﬁ,l\a _,dunn khong mong
mudn nglucm trong. nhung da co thong bao vé suy than, bénh néo va doc tinl’ than kinh sau khi dung
qué liéu cap hodc man tinh. Bismuth da duge phat hién trong mau, nude tidu, phan va than ctia nhitng
ngudi bénh nay; ndng do trong mau 1,6 microgam/ml da dugc thiy 4 gio sau khi ubng mot lidu 9,6
g. Ubng véi liéu diéu tri dai ngdy, cdch quang trén 2 nam, dugc thong bio giy di cam, mat ngl va
giam (ri nho.

Cdch xii tri: Cach didu tri tdi wu dbi voi qua lidu bismuth hién chua biét r3. Nén ria da day, tay va
bu nudce, ngay ca khi ngudi bénh dén cham, vi bismuth c6 thé duge hip thu & dai trang. Céc tdc nhén
chelat hoa ¢6 thé ¢é hiéu qua ¢ giai doan sdm sau khi udng; unithiol (acid 2,3-dimercapto-1-propan
sulfonic) vai liéu 100 mg/lan, 3 1dn mdi ngay, lam tang thanh thai bismuth ¢ than va giam néng do
bismuth trong mau. Thim phin mau cé thé cin nhung c¢é day nhanh sy thanh thai thudc & md hay
khong thi khong biét chiic chin. Tham phan mau két hop véi diéu tri bing unithiol da duoe bao céo
14 lam tang su dao thai bismuth. Tham phan mang bung ciing ¢6 hidu qua déi véi bénh nhi.

QUY CACIH DONG GOI:

Hop 3 vi x 10 vién nén.

Hop 5 vi x 10 vién nén.

PIEU KIEN BAO QUAN, HAN DUNG, TIRU CHUAN CHAT LUQNG CUA THUOC:

Bio quan: O nhiét do dudi 30 °C, noi khd rao, tranh anh sang.

Han dung: 24 thang k& tir ngay san xudt. Khong ding thude khi qua han duing.

Tiéu chuén chit lugng ciia thude: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM OPV

S 27, Buong 3A, Khu Cong Nghiép Bién Hoa I1, Phuong An Binh, Thanh phd Bién Hoa, Tinh Pong Nai.
DT: (0251) 3992999 Fax: (0251) 3892344
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