
TO HUONG DAN SU DUNG THUOC 

Vién nén bao phim 

BISNOL 
Thuéc ban theo don 
Dé xa tim tay tré em 

Doc ky hwéng dan sir dung truéc khi ding 
Thong bao ngay cho bac sy hoac duge sy nhimg tac dung khéng mong muo6n khi sir dung thuéc 

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH 

1. Thanh phan 

Mi vién nén bao phim BISNOL chita: 
Tripotassium dicitrato bismuthat (T.D.B.) 
bw ves BOs cer cssaemenrviyssoeverrsses 120 mg 
Ta duoc: Lactose monohydrat, cellulose vi tinh thé MIOI, povidon, crospovidon, magnesi 
stearat, silicon dioxyd, HPMC E6, titan dioxyd, talc, PEG 4000, polysorbat 80, dau thau dau. 

2. Mé ta san pham 

Vién nén dai, bao phim mau trang, hai mat tron. 

3. Quy cach dong goi 

Hop 6 vi x 10 vién. © 

4. Thuéc ding cho bénh gi? 

Hoat chat cua BISNOL thudéc nhém thudc diéu tri loét & da day hoc ruét non. 

Khi BISNOL dén da day hodc rudét non, thudc duoc phong thich va bao phu vét loét, hinh thanh 
mét lop bao vé vét loét khdi acid da day, cho vét loét c6 thdi gian lanh lai. Lop bao vé duge gitt 
nguyén ven trong bira an cua ban nhung can duge lam mdi lai trudc bita an tiép theo. 

Mot yeu té gay loét da day la vi khuan Helicobacter pylori. Dé vét loét cd thé lanh hoan toan, vi 

khuan phai duoc diéu tri. BISNOL gitp ban digt hoac giam bot vi khuan nay. Bac s¥ cé thé cho 

ban ding BISNOL phéi hop voi thuéc khac dé diét Helicobacter pylori. 

5. Nén dung thuéc nay nhw thé nao va lieu lwong? 

Luén ding thuéc chinh xac nhu huéng dan ctia bac s¥ hoac duoc s¥. Néu ban chua 16, hay hoi 

lai cho chac chan. 
Liéu dung: 

Liéu thudng ding 6 ngu6i Ién va ngudi cao tudi la 1 vién dung 4 1an/ ngay khi déi, 30 phut 

trudéc 3 bita an chinh va 2 gid sau bita An cudi cing trong ngay. : 

Hoac ban cé thé ding 2 vién x 2 lan/ ngay, 30 phut truéc bita sang va 30 phut trudc bita tdi. 

Cach dung: 

Dung thudc voi ntra ly nude. Khong an, udng hoac ding thudc khac trong vong 30 phit trudéc 

hoac sau khi uéng thudc. 

6. Khi nao khong nén ding thudc nay? 

Khong nén dung thuéc nay néu ban: 
— Man cam vi tripotassium dicitrato bismuthat hoac bat ky thanh phan nao ctia thuéc. 

— (6 van dé vé than nang. 

— (6 ché dé an it kali. 
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7. Tac dung khéng mong muén 

Nhu cdc thuéc khac, BISNOL c6 thé gay tac dung khéng mong mué6n, nhung khong phai ai 

cling gap phai. 
Neung ding thudc va lién hé trung tam y té gan nhdt néu ban gdp cdc phan tng sau: 
Céc phan img di img cé thé de doa tinh mang. Dau hiéu bao gém: 
— Phat ban. 

— Kho khé. 
— Kho tho. 
- Sung mi mat, mat hodc mdi. 

— Cac trudng hgp nang cd thé bi truy. 

Cae tac dung khong mong muon khde: 
Rat thuong gdp (gdp 6 nhiéu hon 1 trén 10 nguoi sue dung) 

Lam phan cé mau den. Ban khéng can phai lo lang vé van dé nay vi no sé khoi khi ban ngimg 

thudéc. 

It gap (gap & 1 dén 10 trén 1.000 nguodi swe dung) 
Buén nén, nén, tao bon hoac tiéu chay. 
Phat ban va ngua. 

Thuoc cé thé cé tac dung khong mong muon khac, théng bdo cho bac s¥ nhitng tac dung khéng 

mong muon gap phai khi sue dung thudc. 

8. Nén tranh ding nhirng thuéc hoac thuc pham gi khi dang sir dung thudc nay? 

Thong bao cho bac s¥ hodc duoc sy cua ban vé tat ca cac loai thudc ma ban dang str dung, bao 

gdm ca cac thuéc ké don hoc khéng ké don, cac vitamin hoac thuéc tir due liéu. 

Théng bao cho bac s¥ hoac duoc s¥ néu ban dang sur dung cdc thudc sau: 

Phéi hop BISNOL véi: 
=~ (RC thudc khac cé chtra bismuth co thé gay ton thuong nao. | 

—  Thuéc khang sinh nhém tetracyclin cé thé lam anh huong dén tac dung ctia thuéc khang Ss 

sinh. Bac sy hoac dugc sy co thé cho ban biét néu ban cé ding thudc nao thudc nhém nay. ¢ 

— Khong ding cdc thuéc khang acid trong vong 30 phut trudc hode sau khi dung BISNOL. 

Ste dung BISNOL voi thirc an va dé uéng DL 

Khong dung bat ki thirc an, thtrc udng trong vong 30 phut tric hoac sau khi ding BISNOL. ray 

Sita, trai cay hoac nucc trai cay cd thé anh huong tac dung cia thuéc. Rai 
Ss 

9, Can lam gi khi mét lan quén khong ding thuéc? = 

Khong dung gap doi liéu dé bi lai cho liéu da quén. Néu ban quén dung mot liéu, ding liéu dé 

trudéc bita an tiép theo, mién 1a viéc nay khéng dan dén ding gap doi liéu. Néu trong truéng hop 

do, bd qua liéu da quén. 

Néu ban c6 cau hoi gi thém hay hoi bac s¥ hoac duge sy. : 

10. Néu ban muén ngirng thudc ry 
a 

Thoi gian t0i da cua mét dot diéu tri 1a 2 thang. Bac s¥ sé khéng cho ban tiép tuc dang BISNOL, 

nhung co thé sé cho ban tiép tuc diéu tri thém mot dot nfra sau khi hoan thanh dot diéu tri dau 

tién. 

Néu ban cé cau hoi gi thém, hay hdi y kién bac s¥ hoac duge sf. 

11. Can bao quan thuéc nay nhw thé nao? 

Gitt thudc trong bao bi géc cla nha san xuat, day kin. 

Dé thudéc noi khé rao, tranh anh sang, nhi¢t dO khong qua 30°C, va ngoai tam voi cua tré em. 

Khong str dung thudc sau ngay hét han ghi trén bao bi (hdp va vi thudc). 

i 
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12. Nhing dau hiéu va triéu ching khi ding thudéc qua liéu 

Dung thuéc chinh xdc nhu huéng dan cua bac sf. Néu ban ding qua liéu hodc tré em nuét phai 

thudc, lién hé ngay voi bac s¥ va trung tam y té gan nhat. 

13. Can phi lam gi khi ding thuéc qua ligu khuyén cao? 

Ngung ding thuéc va lién lac ngay voi bac sy hoac trung tam y té gan nhat. 
Mang theo vién thudéc cing véi bao bi dé bac s¥ biét ban da uéng thudc gi va cd bién phap xw ly 

kip thoi. 

14, Nhirng diéu can than trong khi ding thudc nay 

Truéc khi ding thudc nay, thong bdo cho bac sy néu ban dang c6 cdc van dé vé strc khée sau 

day: 
C6 van dé vé than. 
Da dung tripotassium dicitrato bismuthat liéu cao trong thi gian dai, vi dung thudc trong thdi 

gian dai co thé gay ton thuong nao. 

Thudc chtra khoang 2 mmol (khoang 40 mg) kali/ vién. Ban nén can than néu bi suy giam chic 

nang than hoac dang trong ché d6 an kiém soat kali. 
Thuédc cé chia lactose, théng bdo cho bac s¥ néu ban da tig dugc cho biét khong dung nap voi 

bat ctr loai dung nao. 
Thuéc co chita polysorbat 80 cé thé gay di img va dau thau dau c6 thé gay buén nén, nén, dau 

bung, tiéu chay. 
Phu nit mang thai hodc cho con bu 
Hoi y kién bac s¥ hoac duge s¥ truéc khi ding thudc nay. 

Khong ding BISNOL trong thai ki hoadc khi dang cho con bu tri khi that su can thiét. 

Lai xe va van hanh may mdéc 

Thudc thudng khéng anh hudng dén kha nang lai xe hoac van hanh may moc cua ban. 

15. Khi nao can tham van bac sy, duge sy? 

Can lién lac ngay voi bac s¥ hodc trung tam Ly té gan nhat khi dung thudc qua liéu chi dinh. 

Thong thwong, bao gid ciing phai hoi y kién bac s¥ hoac duge s¥ true luc ding bat ky thudc 

nao khi mang thai hoac cho con bu. 

Théng bao ngay cho bac sy hoae duoc s¥ nhimng tac dung khéng mong muén gap phai khi str / 
+
2
4
2
 
\e
h 

dung thudc. ele 

Néu can thém théng tin xin hdi y kién bac s¥ hoac duge sf. 

16. Han dung cua thudc: 36 thang ké tir ngay san xuat. 

\ 
oil 
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE 

1. DUOC LUC HOC 

Tripotassium dicitrato bismuthat co ai luc bao phu chon loc lén day 6 loét da day, con voi niém 
mac da day binh thuong thi khong co tac dung nay. Sau khi uéng, két tua chita bismuth duge tao 
thanh do anh huong cia acid da day trén bismuth. O 6 loét (ca 6 da day va ta trang) nhiéu san 
pham giang vi clia protein duge giai phong lién tuc voi luong tuong déi lén do qua trinh hoai tir 

m6. Thong qua hinh thanh phic hgp chelat, nhimg san pham gidng vi nay, clung véi tia thu 

duge tir bismuth, tao mét lép bao vé khdng bi anh huong cua dich vi hodc cac enzym trong rudt. 

Rao chan nay ciing cé thé ngan ngtra tac dung cua pepsin trén vi tri loét. Bismuth co tac dung 

diét khudn Helicobacter pylori. Néng d6 tre ché toi thiéu (MIC) in vitro thay déi trong khoang 5 

- 25 microgram/ ml. 

Bismuth citing duge sit dung phéi hgp voi cac chat tre ché bom proton hodc cdc chat chen thy thé 

histamin H2 va thuéc khang sinh phéi hop dé diét Helicobacter pylori. Khi dung don tri liu, cdc 

hop chat bismuth chi diét duge Helicobacter pylori 6 khoang 20% nguoj bénh, nhung khi phdi 

hop véi khang sinh va chat trc ché bom proton, cé thé toi 95% ngudi bénh duge diét trix H. 

pylori. 

2. DUOC DONG HOC 

Tripotassium dicitrato bismuthat duge hap thu rat cham va thay doi nhiéu tay tig ca nhan. Sau 

khi udng Tripotassium dicitrato bismuthat, phan 1é6n bismuth thay trong phan. Tuy vay, mét 

lugng nho duge hap thu sé bai xuat phan Ién vao nuéc tiéu. Hiéu luce cia bismuth phy thudc vao 

tac dung tai ché 6 vi tri loét. VGi liéu khuyén cdo, su hap thu it nén khé cé thé gay déc. 

3. CHI DINH 

Bismuth duge chi dinh trong diéu tri loét da day va ta trang; thuong dung cling voi cac thuéc 

khac, nhat la metronidazol kém véi tetracyclin hoc amoxicilin (phac dé tam tri ligu) dé diét hét 

Helicobacter pylori va do 46 ngan ngwa tai phat loét ta trang. 

4. LIEU DUNG - CACH DUNG 

Nguoi lon va ngudi cao tudi 
Mot vién ding 4 1an/ ngay, ntra gid trudc 3 bita an chinh va 2 gio sau bita an cudi cung trong 

ngay; hoac 2 vién ding 2 lan/ ngay, ntra gid truéc bita séng va ntra gid trudc bita tdi. 

Thoi gian diéu tri toi da cia mét liéu trinh la 2 thang; khéng nén ding tripotassium dicitrato 

bismuthat diéu tri duy tri. 

Tré em 

Khong khuyén cao ding thudc cho tré em. 

5. CHONG CHI DINH 

Qua man véi tripotassium dicitrato bismuthat hodc bat ctr thanh phan nao ctia thuéc. 

Bénh nhan co ché dé 4n it kali. 

Ngudi cé bénh than nang, do kha nang tich liiy bismuth kém theo nguy co gay ddc. 

6. CAC TRUONG HOP THAN TRONG KHI DUNG THUOC 

Cac hop | chat bismuth trudc day duge thong bdo cé thé gay bénh nao. Liéu khuyén cao (480 mg/ 

ngay) thap hon rat nhiau so v6i liu cé thé gay bénh nao. Tuy nhién, nguy co nhiém déc bismuth 

c6 thé tang néu liéu khuyén cao vuot qua mire nhu trong truong hop qua liéu, ngd doc, udng 

thudc trong thoi gian dai hoac udng cing voi nhing hop chat khac chita bismuth. Vi vay, khéng 

khuyén cao ding liéu phap toan than (uéng) dai han voi bismuth. 

Phai than trong khi ding bismuth cho nguoi benh co tién str chay mau dudng tiéu héa trén (vi 

bismuth gay phan mau den co thé nham lan vi dai tién mau den). 

Thuéc chita khoang 2 mmol (khoang 40 mg) kali/ vién. Nén can nhac khi sir dung thudc @ bénh 

nhan suy giam chic nang than hoac bénh nhan dang trong ché d6 an kiém soat kali. 

W 
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Thuéc c6 chita lactose, bénh nhan mac bénh di truyén hiém gap khong dung nap galactose, thiéu 
hut Lapp lactase hoac rdi loan hap thu glucose - galactose khéng nén dung thuéc nay. 
Thuéc cé chita polysorbat 80 cé thé gay di img va dau thau dau co thé gay buén nén, nén, dau 
bung, tiéu chay. 
Sw dung cho phy nw co thai va cho con bu: 

Chua cé nghién citu dai han nao duge tién hanh dé danh gia tiém nang cua bismuth vé gay ung 
thu, gay dét bién hodc gay nguy hai dén kha nang sinh san. Khong khuyén cdo dung bismuth 
trong thoi ky mang thai. 

Bismuth bai xuat vao sita, nhung khong 16 c6 gay hai cho tré so sinh hay khéng. Vi vay khong 

khuyén cao dung thuédc nay cho nguéi me dang cho con bi tri khi lgi ich du kién dat duge vuot 
trdi nguy co tiém tang. 

Anh hwéng cia thudc déi véi céng viéc (nguwdi van hanh may méc, ngwdi dang lai tau xe, 
ngw0i lam viéc trén cao va cac trwong hop khac) 

Chua c6 bao cao. 

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC 
KHAC 

Diéu tri truéc v6i omeprazol lam tang hap thu bismuth lén 3 lan, goi y cé su tang nguy co déc 

tinh néu ding liéu phap 2 thudc nay. 

Dung déng thoi véi cac chat déi khang H2 hodc antacid lam giam hiéu luc ctia cac mudi bismuth 

so vGi khi dung don doc trong bénh loét. 

Bismuth hap thy tia X, c6 thé gay can tré cae thu thuat chan doan dwong ti€u hoa bang tia X. 

Khong nén dung cac thudc khac, thitc 4n hodc d6 udng, dic biét 1a thudc khang acid, sita, trai 

cay hodc nuéc trai cay trong vong 30 phut truoc hodc sau khi udng Tripotassium dicitrato 

bismuthat vi hiéu qua cia thuéc cé thé bi anh huéng. Hiéu qua cua tetracyclin ding dudng udng 

c6 thé bi tre ché. 

8. TAC DUNG KHONG MONG MUON 

Cac tac dung khong mong muon phan theo tan suat va hé co’ quan 

Thudng gap, 1/100 < ADR <1/10 

Tiéu héa: Nhuém den phan. 

it gap, 1/1.000 < ADR <1/100 
Tiéu hda: Budn nén, n6n, tao bon, tiéu chay. 
Da va m6 dui da: Phat ban, ngtra. 

Rat hiém gap, ADR <1/10.000 
Phan tmg phan vé. 

Thudc co thé gay ra cdc tac dung khéng mong muon khdc, khuyén bénh nhan thong bdo cdc tac 

dung khéng mong muon gdp phai khi ding thudc. 

9, QUA LIEU VA CACH XU TRI 

Bismuth, véi cac liéu khuyén cdo, hiém khi gay tac dung khong mong muon nghiém trong, 

nhung da cé théng bao vé suy than, bénh nao va déc tinh than kinh sau khi ding qua liéu cap 

hoac man tinh. Bismuth da duge phat hién trong mau, nude tiéu, phan va than cua nhitng nguoi 

bénh nay; nong d6 trong mau 1,6 microgam/ ml da duge thay 4 gid sau khi udng mét liéu 9,6 g. 

Udng voi liéu diéu tri dai ngay, cach quang trén 2 nam, duoc thong bao gay di cam, mat ngu va 

giam tri nho. Voi cac liéu khuyén cao vé bismuth, khéng thay cd bénh nao, nhung néu néng dé 

bismuth trong mau vuot qua 10 nanogam/ ml thi phai ngirng cac ché pham bismuth. 

Cach diéu tri tdi uu déi voi qua liéu bismuth hién chua biét rd. Nén rtra da day, tay va bu nuéc, 

ngay ca khi ngudi bénh dén cham, vi bismuth c6 thé duge hap thu & dai trang. Cac tac nhan 

chelat héa cé thé co hiéu qua 6 giai doan som sau khi udng va acid 2,3 -dimercapto-1-propan 

sulfonic véi liéu 100 mg, 3 lan/ ngay, lam tang thanh thai bismuth 6 than va giam nong do trong 

Pi 
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mau. Tham phan mau co thé can nhung cé day nhanh sy thanh thai thuédc 6 mé hay khéng thi , 
khéng biét chac chan. | 

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong ding qua liéu chi dinh. 

11. TEN, BIA CHi VA BIEU TUQNG CUA CO SO SAN XUAT 

DAVIPHARM 
CONG TY TNHH DUOC PHAM DAT VI PHU 
(DAVI PHARM CO., LTD) 
L6 M7A, Duong D17, Khu CN Mf Phuéc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh 
Duong, Viét Nam 

Dién thogit 0650-3567689 Fax: 0650-3567688 

THUOC 

PHO GIAM BOG 

a . D8. uydn Main Pty 

TUQ.CUC TRUONG 
P. PONE PHONG 

LG Mink Hing 
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