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Thubc bén theo don. D& xa tdm tay tré em

Boc ki huéng dén sit dung trudc khi ding. Thdng bdo ngay cho béc sj hodc dugc
sy nhitng tac dung khdng mong mudn g@p phai khi sit dyng thudc

PHAN 1. HUGNG DAN SU DUNG THUGC CHO NGUGI BENH

1. THANH PHAN, HAM LUGNG CUA THUGC: M3i 15 ml hén dich udng chita:

Hoat chat: Bismuth subsalicylat ...........c.ccccovoerevrennne. 525 mg.
T4 dugc: Microcrystallin cellulose & carboxymethyl cellulose natri, bgt huong xa xi,
xanthan gum, glycerin, ponceau 4R, natri saccharin, natri benzoat, acid salicylic, natri
salicylat, nuéc tinh khiét.

2. M0 TA SAN PHAM: H8n dich, sénh, mau héng, mii x4 xi, vi ngot.

3. QUY CACH BONG GOI: Hop 20 g6i x 15 ml hdn dich udng.
Hop 1 chai x 30 ml hén dich udng.
Hop 1 chai x 60 ml hén dich udng.

4. THUOC DUNG CHO BENH Gi: AMEBISMO dugc dung dg 1am gidm nhe cac triu
ching nhu:
- ROi loan tigu h6a, an khong tiéu, va budn ndn do &n ubng qué do. Tidu chay.

5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUONG:

Céch dang: Chi dung dudng ubng. Lic ky trudc khi dung. Sir dung cfc lung kém
theo trong hp thudc. g
Liéu diing: Ngudi 16n va tré em trén 16 tudi: 15 ml/ldn. C6 thé dung 1ap lai lidu trén mbi % -
1 gity néu cén, t6i da 8 liéu trong 24 gids. N&u cAc tridu chiing van con, cdn di kham bac sj.
Vi tidu chay c6 thé gay mét nudc, cdn ubng dii nudc.

6. KHI NAO KHONG NEN DUNG THUGC NAY: Khong dung AMEBISMO néu:
- Ban bj dj ing v6i bat ci thanh phan nao clia thudc.

- Ban bj dj (ng véi aspirin hay cdc NSAID.

- Ban bj suy gidm chdc ning than. Tré em dudi 16 tudi.

7. TAC DUNG KHONG MONG MUON:

Thudng gadp, (han 1 trén 100 ngudi ding): Nhudm den phén hoic IuGi, 1am bién mau
rang (c6 phyc hdi).

It gdp, (han 1 trén 1000 nguoi ding): Bubn nbn, non.

Higm gép, (it hon 1 trén 1000 nguoi dung): Dc tinh than, bénh ndo, doc tinh than kinh.
Théng béo ngay cho béc sy hodc dugc sy nhiing tac dung khdng mong mudn gip
phai khi sit dyng thuc.

8. NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM GI KHI BANG SU DUNG
THUOC NAY: Tham v4n ¥ kién béc sy trudc khi dung AMEBISMO néu ban dang sit
dung mot trong c4c loai thufc sau:

- Thudc lam lodng méu (thuSc chdng dong mau).

- Thubc diéu tri tifu dudng dung dudng ubng. Thubc diéu tri gout.

- Thubc diéu trj viém khép. Cac khang sinh nhom tetracyclin.

9. CAN LAM Gi KHI moT LAN QUEN KHONG DUNG THUOGC: N&u ban quén dung
thudc, dung né ngay khi ban nhé. N&u thdi gian gén t6i lidu k& tiép, thi hdy bd qua liu
bi quén va dung liéu k& tiép theo k& hoach binh thudng. Khdng nén g&p doi liéu dung.

10. CAN BAO QUAN THUOC NAY NHU THE NAO:
@ nhiét do dui 30°C, noi khd rdo, trénh anh séng.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU: Si dung
qué lidu AMEBISMO c6 thé gy céc triéu chitng sau: Budn non, nén mifa, tiéu chéy,
thé cham, U tai, s6t, tim dap nhanh, lo mo, t&8 m&t cAm gidc, ngifta ran va co giat.

12. CAN PHAI LAM G KHI DUNG THUGC QUA LIEU KHUYEN CAO:

N&u ban dung AMEBISMO qué liéu khuy&n c4o thi ban cdn phéi:

« Thong b&o ngay cho bac sy hoic dén bénh vién gdn nhét.

+ Nhé mang theo nhdn thuc hodc lugng thudc cdn lai dé bac s biét thudc ma ban da dung.

13. NHONG BIEU CAN THAN TRONG KHI DUNG THUGC NAY:

Khong sif dung AMEBISMO néu ban dang uSng aspirin hay c4c thuc nhém salicylat khéac.
Hoi y ki€n bac sy trudc khi sit dung AMEBISMO néu:

- Ban bj r8i loan déng mé&u hodc bénh gout.

- Ban dang ubng thudc chng dong mau. Ban dang udng thudc trj tiu dudng, gout.
Ngung sif dung AMEBISMO va hi y kign béc sy néu céc triéu ching tré nén ndng
hon hay kéo dai hon 2 ngay.

N&u ban bj tiéu chay, diéu quan trong |2 phéi ngin ngira hodc diéu tri m&t nuéc bing
céch udng nhiéu nudc hodc dung cc sin phdm b nu6c duing udng, dic bigt néu ban
cao tudi hay suy nhugc. Khdng udng thudc qué liéu khuyén cdo.

Khong dung thuSc qua hai ngay trir khi c¢6 chi dinh clia bac s§.

Tré em va thigu nién dang mic hodc vira phuc hdi bénh thily dau hay cdm cim khong
nén dung thudc nay. N&u dang dung thudc ndy ma co thay déi nhu bj budn ndn hay
ndn, cdn di khdm béc s vi c4c tridu ching ndy c6 thé 13 d&u higu sém clia hdi chiing
Reye, mot bénh canh hi€m gip nhung nghiém trong.

Thuéc nay cé chifa: Ponceau 4R, c6 thé gay phan (ing dj (ng.

Thoi ky mang thai va cho con bu: Khdng nén ding AMEBISMO cho phy nif mang thai
va cho con b trir khi ¢ sy chi dinh clia bac s§.

Anh huéng cia thuéc dén khd nang I4i xe va van hanh mdy mdc: Chua c6 bao cdo.

14. KHI NAO CAN THAM VAN BAC SY, DUGC SY:
Trong truding hgp qua liu hodc tac dung khdng mong mudn. Khi dang dung thudc khéc.
NE&u cén thém thong tin xin hdi § ki€n bac sy hodc dugc s.

15. HAN DUNG CUA THUGC:
36 thdng ké tir ngdy sén xudt. Khong ding thudc khi qua han dung.

PHAN II. HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

1. DUGC LYC HOC:

Nhém duge ly: Thubc didu trj tigu chy, viém nhidm duding rudt/Chat hdp phy dudng rut.
Ma ATC: AO7B B.

Bismuth subsalicylat c6 tac dung khéng khu&n, tc dong tric ti€p bio vé mang nhay
VA c6 tinh trung hda acid y&u.

Salicylat khi ng&m vao thanh rudt c6 téc dung khang viém, gidm phi né rut, giam hién
tugng kho tiéu, chan &n trong thdi gian tiéu chay.

Hon dich chita bismuth subsalicylat tao ra mdt I6p bao phii bo vé cho 16p niém mac &
phdn dudi thyc quan va mot phan bén trong da day.

Nhitng nghién cifu gi6i han trén in vitro da cho thdy bismuth subsalicylat c6 mot s& hoat
tinh khang lai cac tdc nhan gay bénh dudng rudt nhu Clostridium, Bacteroides, E. Coli,
Salmonella Shigella, Campulobacter (Helicobacter) va Yersinia, nhung khong khéng vi
khu&n ky khi. Khong c6 dii di ligu dé xéc dinh xem ligu nhiing phét hign nay co bt
ky lién quan nao t6i k&t qud diéu tri trén nhilng bénh nhan ding bismuth subsalicylat.
Bismuth subsalicylat c6 tc dung chdng tigu chdy khong chi biing cach kich thich sy hdp
thu nuc va cc chat dién gidi qua thanh rugt ma con (¢ ché tdng hgp prostaglandin khi

AMEBISMO®

Bismuth subsalicylat

dugc thily phan thanh acid salicylic (prostaglandin gdy viém rujt va tang nhu dong rudt).
Ngoai ra, bismuth subsalicylat gin két véi doc t6 dugc tao ra bdi £. coli.

2. DUGC BONG HOC: Sau khi udng, bismuth subsalicylat hdu nhu dugc thuy phan
hoan todn thanh bismuth va acid salicylic trong dudng tiéu hod. Vi vdy, dugc dong
hoc clia bismuth subsalicylat sau khi uéng c6 thé dugc mo ta bing dugc dong hoc
clia bismuth va acid salicylic rigng €.

Bismuth: Duti 1% bismuth tif li8u bismuth subsalicylat da uéng dugc h&p thu tir dudn

tidu hod vao hé tuin hoan. Bismuth dd dugc h&p thu dugc phan b6 khdp co thé.
Bismuth lién k&t cao véi protein huyét tuong (> 90%). Bismuth c6 thdi gian ban thai da
dang véi thai gian ban thi trung gian 1a 5 - 11 ngay va thdi gian ban thai cudi cung Ia
21 - 72 ngay. Bismuth thai trir chi y&u qua dudng tiét niéu va dudng mat véi do thanh
thai than 12 50 + 18 ml/phat. N6ng do day trung binh trong mau clia bismuth sau 2
tudn udng 787 mg bismuth subsalicylat (3 vién nhai) x 4 14n mdi ngy trong diéu kién
nhin d6i a 5,1 + 3,1 ng/ml. Trong mdt nghién cltu khéc, ndng do ddy trung binh trong
mau clia bismuth sau 2 tudn udng 525 mg bismuth subsalicylat (du6i dang hdn dich)
x 4 1&n mBi ngay 1a 5 ng/ml, véi gi4 tri cao nhét 1a 32 ng/ml.

Acid salicylic: Hon 80% acid salicylic dugc hdp thu tir lifu bismuth subsalicylat dang
vién nhai. Khodng 90% acid salicylat lién k&t véi protein huyét tuong. Thé tich phan
b& khodng 170 ml/kg trong lugng co thé. Acid salycilic duge chuyén hod rong khdp va
khodng 10% dugc bai tiét dudi dang khong d6i qua nudc tidu. Do thanh thai chuyén
hoé clia acid salicylic 1a bdo hoa; vi vy, dugc dong hoc khdng tuygn tinh da dugc
quan sét thdy & nhiing liéu bismuth subsalicylat trén 525 mg. D thanh thai chuyén
hoé clia acid salicylic & phy nif thdp hon nam gi6i. Thdi gian ban thdi cui cuing clia
acid salicylic sau khi ugng liéu don 525 mg bismuth subsalicylat 1a 2 - 5 gid. Sau 1
liéu don 525 mg bismuth subsalicylat, néng do dinh trung binh trong huyét tuong clia
acid salicylic 12 13,1 + 3,4 pg/ml trong diéu kién nhin d6i. Nong do trung binh & trang
théi 6n dinh clia tdng salicylat trong huyét thanh sau 2 tuin udng 525 mg bismuth
subsalicylat x 4 14n mdi ngay 12 24 pg/ml, v6i gia tri cao nhat 1a 70 pg/ml.

3. CHI PINH: Lam gidm nhe céc triéu chling nhu:
- R®i loan tigu héa, n khong tidu, va budn ndn do dn udng qud do. Tidu chay.

4. CACH DUNG, LIEU DUNG:

C4ch dong: Chi ding dudng udng. Lic k¥ trudc khi dung. Sit dung cc Iudng kém
theo trong hdp thudc.

Lig'u ding: Ngudi 16n va tré em trén 16 tudi: 15 mi/dn. C6 thé dung 13p lai liu trén
mbi ¥ - 1 git néu cdn, d&n t6i da 8 liéu trong 24 gid.

5. CHONG CHI BINH:
Qué mén v6i bat cif thanh phdn nao clia thudc. Qua man véi aspirin hay cac NSAID.
Bénh nhan suy gidm chiic ning than. Tré em dudi 16 tudi.

6. LUU ¥ VA THAN TRONG:

- Khong ding chung véi aspirin hay cac thugc nhom salicylat khac.

- Khong dung AMEBISMO cho tré dusi 16 tudi vi c6 thé gdy hdi chiing Reye, mic
du kha ning mic hoi ching nay 1a r4t hi€m tuy nhién bénh cyc ky nghiém trong.

- Cén than khi ding cho nhifng b&nh nhén bj r6i loan dong méu hodc gout hay bénh
nhan dang udng thuc chéng dong mau, thudc trj tiu duding, gout.

- Khong nén dung néu c4c triu chitng trd nén ndng hon hay kéo dai han 2 ngay.

- V6i nhilng b&nh nhan bj tidu chay, dic bigt & nhiing bénh nhan 6m y&u va cao tudi,
c6 thé bj mat nudc va dién gidi. Trong nhilng truding hgp nay, bién phép quan trong
nhat 12 diéu trj bing céch bl nudc va dién gidi thich hgp. Khéng dung thudc qué liu
khuy&n céo. Khdng dung thudc qué hai ngay trir khi c6 chi dinh clia béc s§. Sif dung
lidu cao hon khuyén céo hay trong khodng thdi gian dai lién quan dén ting nguy cd bj
tac dung khong mong mudn (déng chi ¥ 1A nhidm doc bismuth).

Thuéc nay cd chia: Ponceau 4R, c6 thé gay phan (ng dj dng.

Thoi ky mang thai va cho con bi: Khong c6 ddy di dit ligu v& viéc sif dung bismuth

subsalicylat cho phy nif mang thai. Nhilng nghién clu trén dong vat chua dii dé phan

&nh nhitng &nh hung 18n thdi ky mang thai, sy phét trién phoi thai/thai, qua trinh sinh

d& va phat trién sau sinh. Nguy co tiém 4n 6 ngudi chua rg. Khong nén dung AMEBISMO

cho phy nit mang thai va cho con ba trif khi that sy c4n thiét.

Anh huéng cia thuéc dén khd nang I4i xe va van hanh mdy mdc: Chua c6 béo céo.

7. TUONG TAC THUGC:

AMEBISMO c6 chifa salicylat, do d6 cdn than trong khi sit dung néu dang dung thudc
1am lodng méu (chdng dong méu) hoic thudc didu trj tifu dudng bing dubng udng hay
thudc diéu tri gout, diéu trj viém khdp.

AMEBISMO c6 chifa bismuth, c6 thé lam gidm sy h&p thu cac khang sinh nhém tetracyclin.
C6 thé gidm thiéu tuong tac ndy bing cach ubng hai thudc nay cach nhau vai gid.

8. TAC DUNG KHONG MONG MUON:

Thudng gdp, ADR > 1/100: Nhudm den phan hogic uGi, 1am bién mau rang (c6 phuc h6i).
It gdp, 1/1000 < ADR < 1/100: Bubn ndn, ndn.

Hiém gép, ADR < 1/1000: Bgc tinh than, bénh ndo, ddc tinh thdn kinh.

9. QUA LIEU VA XU TRi:

Trigu ching: Bubn ndn, ndn mifa, tidu chay, thd cham, U tai, s6t, tim dap nhanh, lo
mo, t& mdt cdm giéc, nglfa ran va co giat.

Céch xi tri: Gay non hodc rifa da day, sif dung than hoat tinh. Truyén dich, loc mu,
thdm phan phiic mac hodc truyén mdau 12 cdn thiét cho nhiing trudng hgp qud liéu
nghiém trong. Theo ddi nong do salicylat trong huyét thanh cho d&n khi ndng do thudc
giam dudii mic nhiém ddc. Theo ddi va diéu trj ndng dd céc chiic nang sBng cdn, theo
ddi hién tugng phii phdi va co giat dé c6 hudng diéu tri thich hop.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Léc ky trtde khi ding. Khong ding qué lidu chi dinh.

11. TEN, DIA CH, BIEU TUUNG CUA c0 SO SAN XUAT:

Pharmaceuticals

CONG TY ¢ PHAN DUGC PHAM OPV
S6 27, Budng 3A, Khu Cong Nghiép Bién Hoa I,
Phuding An Binh, Tp. Bién Hoa, Tinh Ddng Nai
DT: (0251) 3 992 999 Fax: (0251) 3 835 088

12. NGAY XEM XET SUA pdiI, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG
THUOC: 22/06/2017
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