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MAU NHAN BITPROTON

AN PIRN: Bismuth subsalicylate 262,0 mg va cac 4 duge viea A0 1 vidn nén.

(DHLPIIA, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC:
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COMPOSITION: Bismuth subsalicyiate 262.0 mg and excipients sq. for 1 tablet.
INDICATIONS, ADMINISTRATION, CONTRAINDICATION AND FURTHER WHO-GMP
INFOMATION: Please refer io package insert.

STORAGE: Temperature not exceeding 30°C. Manufacturer:
SPECIFICATION: in-House. BV PHARMA PHARMACEUTICAL COMPANY LIMITED
KEEP OUT OF REACH OF CHILDREN No 18, Le Thi Soc Street, Hamiet 2A, Tan Thanh Tay Village,
READ PACKAGE INSERT CAREFULLY BEFORE USE. Cu Chi District, HCMC
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pPOC KV HUONG DAN SUDUNG TRUOC KHI DUNG.

THANH PHAN: Mdi vién nén chira:

Thanh phan diege chdt:

Bismuth SUBSRHCYL. «.ouoviiiusisminsaosiisirsssmsrsrssinsns sosssnsmns sussasissssnssassssssasensssrmprsssssssssssssasessassrmsssasansonses 262,0 mg.
Thanh phan td dwge: Microcrystallin cellulose 101, calci carbonat, polysorbat 80, povidon K30, natri starch
glycolat, erythrosin lake, colloidal silicon dioxyd, magnesnstearat

DANG BAO CHE: ‘ )
Vién nén. Vién nén tron mau hong, phang, mdt mat c¢é vach ngang, mgt mat tron.

CHI PINH PIEU TRI:

Lam giam céc tri¢u chimg kho chiu ¢ da day, an khong tiéu, ¢ nong va budn nén.
Lam giam triéu chimg trong tiéu chay cép tinh khong dic hiéu (khong ro nguyén nhén).

LIEU LUQNG VA CACH DUNG:

Nguedi lom va tré em tir 12 tuéi tré lén: 2 vién/lan.

C6 thé dung 13p lai lidu trén % - 1 gid néu cin, dén t5i da 8 liéu trong 24 gid. Néu céc triéu chimg vin con, cin di
kham béc si. ) )

Vi tiéu chay c6 thé gdy mét nudc, cin ubng di nude dé bi nude.

CHONG CHI DPINH:

Qué man cam véi blsmulh subsalicylat hogc bat ky thanh phén nao cua thude.
Bénh nhén qua min cam véi aspirin hay céc thudc salicylat khac.

Bénh nhén bj viém loét, réi loan chay méu, phin ¢6 méu hogc phén den.

Tré em du6i 12 tubi.

CANH BAO VA THAN TRONG KHl sU DUNG

BITPROTON ¢6 chira salicylat, néu ding thude kém voi aspirin ma xuét hién chimg U tai, nén ngung diing
thude.

BITPROTON khong chira aspirin, nhung néu da timg bi di (mg véi aspirin hogic v&i cdc salicylat khic khong
chira aspirin thi khdng nén diing thudc vi c6 thé xay ra nhimg phan (mg khong mong mudn. Néu tiéu chay c6
kém sot cao hogc kéo dai hon 2 ngay, nén di kham béc si.

Khong diing thube nay dé diéu tri budn nén va non cho tré em va thiéu nién dang mic bénh thity diy hay cam
cum hodc vira phyc hoi khoi 2 bénh trén.

Néu vin con budn nén hay nén, can di khdm bac si vi céc triéu chimg nay c6 thé 1 ddu hiéu sém cta hgi
chimg Reye, mét bénh canh nghiém trong nhung hiém gip.

Bénh nhén bj suy thén.

Bénh gan nidng co thé gdy tich ltiy bismuth.

TRUONG HQP CO THAI VA CHO CON BU:
Phu nir cé thai

Chua ¢6 s6 liéu dﬁy du vé vige str dung thube & phu nit mang thai.
Phu nir cho con bu

Cac nghién ciu trén dong vit khong du d6i voi thai ky, su phat trién ctia phdi/thai, sinh dé va phat trién sau sinh.
Chua rd nhitng nguy co tiém an d6i v6i con ngudi.

Khoéng nén str dung bismuth subsalicylat trong khi mang thai va cho con b trir khi thét cén thiét.
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chua ¢6 bao céo.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

Cn bao cho bac sy didu trj néu bénh nhan dang dung thudc diéu trj gout va diéu tri viém khép.

Tuwong tic thubc

- Thudc chéng déng mdu: Mudi salicylat (bismuth subsalicylat) c6 thé lam ting nguy co chay méu khi dung
dong thoi voi thuéc chéng déng méau. Can theo ddi viéc didu tri chéng déng, diéu chinh liéu thudc chéng
ddng khi cén thiét.

- Thudc chita bénh tiéu dwng Téc dung ha dudng huyét c6 thé tang khi ding ddng thoi véi mudi salicylat.
Can than trong khi ding két hop.

- Ciprofloxacin: Bismuth subsalicylat lam giam nhe ndng d¢ dinh trong huyét tuong va AUC ctia ciprofloxacin.

- Doxycyclin: Bismuth subsalicylat lam giam sy hap thu cua doxycyclin. Tranh diing bismuth subsalicylat dé tr
diéu tri d6i v6i du khéch dang dung doxycyclin dé tw phong sot rét.

Tuwong ky thubc

- Do khéng ¢6 cac nghién ctru v& tinh trong ky ctia thube, khong tron 1n thube ndy v6i céc thude khac.

TAC DUNG KHONG MONG MUON:

Thuong gap, ADR > 1/100

- Nhudm den phén hodc ludi, lam bién mau ring (c6 phuc hoi).

It gap, 1/1.000 < ADR < 1/100.

- Budn ndn, nén.

Hiém gap, ADR < 1/1000

- Ddc tinh than, bénh nao, doc tinh thin kinh.

Hueéng din cich xie tri ADR .

Ngimg str dung thude khi céc triéu chimg tré nén tdi & hon hojic kéo dai hon 2 ngay, 1 tai hofic mat thinh gidc,
tiéu chay kéo dai hon 2 ngay. Véi céc phan (ng bét lgi nhe, thudng chi cin ngimg thude. Truong hgp mén cam

ndng hodc phan (mg di mg, cin tién hanh diéu tri hd tro (gilr thodng khi va dung epinephrin, thd oxygen, ding
khang histamin, corticoid...).

THONG BAO NGAY CHO BAC SI HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP PHAI KHI SU
DUNG THUOC

QUA LIEU VA CACH XU TRi:

Triéu chimg: Bubn ndn, ndn mira, tidu chay, thé cham,  tai, sét, tim dap nhanh, lo mo, t& mét cam gidc, ngdra ran
va co gidt.

Cach xur tri: Gdy ndn hodc rira da day, str dung than hoat tinh. Truyen dich, loc mau, thim phan phic mac hoac
truyén mau la cin thlet cho nhfrng trudng hqp qua lidu nghiém trong Theo dai ndng d¢ salicylat trong huyét
thanh cho dén khi ndng d6 thudc gidm dudi mic nhidm doc. Theo dai va didu tri néng d& céc chirc ndng séng con,
theo doi hién tugng phu ph01 va co gidt dé c6 hudng diéu trj thich hop.

PAC TINH DUQC LUC HOC:

Nhom duge 1y: Thude bao vé niém mac dudng tiéu héa.

Ma ATC: AO7BB

Bismuth subsalicylat ¢ thé bao vé niém mac da day, gin vao chd loét va niém mac, gin acid mét, giam
prostaglandin ni sinh va bicarbonat.

Bismuth subsallcylat lam glam 56 lan di ti€u, lam phén sin chéc, binh thudng héa sy di chuyén chét long thong
qua co ché khang tiét, lién két doc t6 cua vi khudn, va thé hién hoat tinh khang khudn & bénh nhan bi tiéu chay.

DAC TINH DUQC PONG HOC:

Bismuth subsalicylat dugc bién ddi thanh bismuth car bonat va natri salicylat & ru(,)t non.

Sinh kha dung dudmg udng cua bismuth subsalicylat rat thdp. Kha ning phan bd ctia bismuth trong céc mé ciia co
thé nguoi rdt it. Mic du bismuth ciing duge bai tiét qua mat, nhung thanh thai qua lhan la con dudng bai tiét
nguyén phét ctia bismuth. Phan con lai cta thude duge bai tiét qua phan dudi dang mudi bismuth khéng hoa tan.
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Sau khi uong liéu khuyén céo hang ngay ti da cho ngudi 16n, thoi gian ban hiy sinh hoc trung binh khoang 33
gio va nong d6 dinh cua bismuth trong huyét tuong dat dudi 35 ppb.

Salicylat hap thu qua ruft va nhanh chéng phan bo vao trong céc mé cua co the Ndng d6 dinh trong huyét tuong
sau lidu dung téi da hang ngay khoang 110 ml(.l'Ogl am/ml. Salicylat duoc bai tiét nhanh ra khoi co thé va thoi gian
bén htty sinh hoc trung binh khoang 4 — 5,5 gio.

QUI CACH PONG GOI: Hop 3 vi x 10 vién. Hop 10 vi x 10 vién.

BAO QUAN: Nhiét d6 khéng qua 30°C.

HAN DUNG: 36 théang k& tir ngdy san xut.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUQC PHAM BV PHARMA

Pia chi: S6 18 dudng Lé Thi Soc, Ap 2A, X4 Téan Thanh Tay, Huyén Cu Chi, TP. HS Chi Minh, Viét Nam.




