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TS HUONG DAN SU DUNG THUOC

Vién nhai Bativiy

PE XA TAM TAY CUA TRE EM. DOC KY HUOGNG DAN SU DUNG TRUCC Kill DUNG . NEU CAN THEM
THONG TIN XIN HO!I ¥ KIEN CUA BAC S¥ KHONG DUNG THUOC QUA HAN SU DUNG GHI TREN NHAN

1. Thanh phin: Méi vién nhai chia:

Thanh phin hoat chit: Bismuth subsalicylale .......... 262 mg
Thanh phan tA duge:  Vira dil .co.o...eovvoereeeerrerennnn.. 1 vién
(Mannitol, Povidone K30, Sucralose, Tinh dau bac ha,

Magnesium stearate)

2. Dang bao ché: Vién nhai.

MG ta san phim: Vién nén hinh tron, mau tring, hai mit
tron, canh va thanh vién lanh lan.

3. Chi dinh diéu tri:

Tieu chay:

* Bismuth subsalicylate ding & nguéni 16n va tré em dé kiém
sodt tri¢u chimg ciia tiéu chay khong dic hiéu cép.

Nhiém Helicobacter pviori va loét da a’ay - td trang:

* Bismuth subsalicylate duge ding dé diéu tri nhidm H, pylori
va loét da diy - té trang (thé hoat déng hoic tién sir loét da
day - td trang).

» Bismuth subsalicylate duge dung phdi hgp véi cac thude
khéc, bao gom metronidazole, tetracycline hydrochloride
v cic thude tre ché bom proton hode thuée khang histamin
H,. Néu sau 14 ngay dau diéu trj phic db 4 thude trén ma
khéng diét duge H. pylori thi dicu tri tiép phic 46 da thube
trén nhung khong ding metronidazole dé trinh khang
metronidazole.

Chimng khd tiéu:

* Bismuth subqalicylate duge ding dé lam gidm chung kho
ticu (lam gmm day hoi, budn non ¢ nong).

» Hi¢u qua diéu trj ctia cic mubi bismuth véi chirng khé tiéu
khéng kém theo loét chira chic chin. Do nguy co doc tinh
trén than kinh khi ding kéo dai nén thudc khong duge
khuyén céo Ia thude lua chon hing ddusma duge ding nhur
mdt lua chon thir hai.

4. Cich diung - Liéu dung:

4.1. Liéu ding:

Diéu tri nhiém H. pylori va bénh loét id trang:

Ngudi 16n uong 2 vién két hop véi 250 mg metronidazole,
500 mg tetracycline hydrochloride, udng 4 lan/ngay, trong
10 - 14 ngay, dang déng thoi voi 150 mg ranitidine
2 lén/ngdy hodc thude te ché bom proton véi lidu binh
thuémg 1 - 2 lan/ngdy.

Tiéu chay/chimg kho tiéu;

Nguéilén vatrié em > 16 tudi: Udng 2 vién, cir 30 - 60 pht
ding 1 14n; hodc udng 4 vién, cir 1 gior dung 1 1én néu cén,
nhung khéng qua 16 vién/24 gio, Dung cho dm khi dimg
tiéu chay nhung khong qua 2 ngdy. Céch khéc, udng 4 vién
cir mdi 30 pht - 1 gidr néu can, nhung khéng qué 16 vién/24
gid. Néu tyr dung khong dirge qua 2 ngay.

4.2. Céch diing: Thude ding dudmg ubng, nhai hodc dé tan
trong miéng va nudt.

5. Chéng chi dinh:

- Qud man v&i bismuth subsalicylate, aspirin, cic salicylate,
cdc NSAID khac hoiic bit ky thanh ph?m nao ena thudc.

- Bénh nhén ¢é rdi loan chire ndng thén.

- Tré em hodc thiéu nién da c6 hozc dang hdi phuc khi bi
thay ddu hodc cam.

- Phu nir mang thai hojc dang cho con bu.

6. Cinh bho va thin trong khi ding thubc:

- Céc hop chit bismuth trude day duge thong bao co thé ghy
bénh ndo. Licu khuyén céo cho thay khéong co bién dbi vé
than kinh so v&i nhém  chirng. Tuy nhién, nguy co nhiém dc
bismuth c6 thé tang néu ding qué li¢u khuyén cdo nhur trong
truong hop qua liéu, ngd dic, uong thude trong théi gian dai
hoiic uong cling véi nhimg thude khéc chtra bismuth,

- Than treng khi diing bismuth cho ngiri bénh cé tién sir
chay méu dudng tiéu hda trén (vi bismuth giy phdn mau den
¢6 thé nham 1n véi dai tién méau den).

- Thin trong khi dang dung aspirin. Khéng ty ¥ ding
bismuth subsalicylate néu dang ding céc salicylate khac.

- Khéng nén ty diéu trj néu duomg tiéu héa bj loét, chay mau
hodc phan ¢cé maw/mdu den.

- Mdt vai ché phim bismuth subsalicylate ¢6 chira natri
benzoat, acid benzoic. Acid benzoic (benzoate) la mot dang
chuyén héa ciia con benzyl, ding lugng I6n ¢dn benzyl (> 99
mykg ngay) cé thé gay déc tinh ning, tir vong (hgi Lhng
thd gip) & tré nho. Vi viy, tranh dung hogic sir dung rit thin
trong dang thude ¢o chira din chét con benzyl voi tré nho,

- C6 thé c6 mdt méi lién hé giiva salicylate va hoi chimg
Reyr: khi dimg cho tré em. Héi chimg Reye la mot bénh rat
hiém xay ra anh hudng dén ndo va gan, co thé gy tir vong.
Vily do nay ma bismuth subsalicylate khéng nén ding cho
tré em dudi 16 tudi, trir khi ¢ chi dinh djic biét (vi du bénh
Kawasaki).

- St dyng than trong & bénh nhan git, d4i thio dudng, loét
chay mau, bénh mau khé déng hoic cée tinh trang xudt
huyét khic (do thinh phén salicylate).

7. Sir dyng thubc cho phy nir cé thai va cha con bii:
Theéi ky mang thai: Sau khi uéng bismuth subsalicylate, cd
bismuth va salicylate déu qua duge hing rio nhau thai.
Ding salicylate & phy nit mang thai da duge khuyén cdo c6
thé gty anh hudng dén thai nhi. Vi viy khong ding bismuth
subsalicylate cho phuy nir mang thai.

Thai ky che con bii: Bismuth bai xuil vao sita vdi mdt hrgng
nho. Khang khuyén céo ding cho ngudi dang cho con b,

8. Anh hwimg trén kha ning Ldi xe vi viin hanh may méc:
Chura c6 bing ching vé anh hudng cia thude 1én kha ning
141 xe, vdn hanh may méc.

9. Twong tdc va twong ky ciia thube:

91 Tirong tic thubce:

Vi muoi bismuth:
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- Aspirin: Than trong khi két hop.

- Khang histamin H,, hode cdc khang acid: Lam gidm hiéu
lue cta cdc mudi bismuth trong bénh loét.

- Omeprazole: Hap thu bismuth ting (tang hép thu bismuth
subcitrate 1én 3 lan). :

- Probenecid: Than trong khi két hop.

- Sulfinpyrazone: Than trong khi két hgp.

- Bismuth hép thu tia X, ¢ thé gy cin tré cac tha thudt chin
doan dudng tiéu hoa bﬁng tia X.

Voi bismuth subsalicyiate:

- Thuc)c tranh phéi hop: Dexketoprofen, methotrexate, cac
mudi  salicylate, sulfinpyrazon, vic xin virus cam
(song/giam doc lyc).

- Ciprofloxacin: Bismuth subsalicylate lam giam nhe nong
d6 trong huyet trong va AUC cua ciprofloxacin. Tic dung

nav khéng cé ¥ nghia dang ké trong 1am sang,

- Doxycycline: Bismuth subsalicylate c6 thé 1am giim hap
thu doxycyeline.
- Tetracycline:
tetracycline.

- Thude chéng d6ng: Mudi salicylate (nhir bismuth subsalic-
ylate) 1am ting nguy co chay médu. Theo doi tac dyng chong
déng va didu chinh liéu néu cén.

- Thubc chéng dii thio dudmg: Diung cling véi mudi
salicylate ¢6 thé lam ting nguy co ha dudng huyét, Ding
thédn trong khi phéi hop.

9.2. Twong ky ciia thuic:
Do chua ¢6 céc nghién ciru vé tuong ky cia thudc, khong
tron 1an thudc nay vai cée thude khéc.
10. T4c dung khong mong mudn ciia thude (ADR):
Bismuth phan tmg vé&i H,S cia vi khuédn din dén hinh thanh
bismuth sulfide tao nén mau den & khoang miéng va phén,
vi vy thuong gip phin hoic ludi nhudm mau den.
Chuea xde dinh duwec tan suat khi ding bismuth subsalicylate:
- Thén kinh: Lo léng, 16 1&n, trim cim, dau diu, néi 1ip.
- Tiéu héa: Tdo bén, budn ndn, nén, tiéu chay.
- Cor - xuong: Co co, yéu co.
- Tai: Mat thinh Iy, U tai. -
- Khac: Ban da, ting calci huyét, sbc phan vé.
THONG BAO NGAY CHO BAC SY HOAC DUQC SY
NHUNG PHAN UNG CO HAI GAP PHAL
KHI SU DUNG THUOC
Huwong din cich xir tri ADR:
Bdo ngay véi thiy thude néu co sét hodc ¢6 chit nhiy trong
phan. Dimg thudc va bao ngay voi thay thube khi tiéu chay
trén 2 ngdy, tiéu chay kém theo s6t, mit thinh lyc, tiéng nung
trong tai hofic cac ADR nang khac.
11. Qua liéu va xir tri:
Triéu chimmg: Bismuth subsalicylate. voi cde liéu khuyén
cho, htem khi gdy ADR nghiém trong, nhimg dd c6 thong
bao vé suy thin, bénh ndo va ddc tinh than kinh sau khi ding
qui licu cép hodc man tinh. Bismuth da duge phét hién trong
mau, nuwde tidu, phin va thin cia nhimg ngudd bénh nay;
néng d6 trong mau 1,6 microgam/ml da duge thiy 4 gié sau
khi ubng mat liéu 9,6 g. Udng véi liéu diéu trj dai ngdy, cach
quang trén 2 nam, duge thong bio gay dj cam, mat ngi va
giam tri nho.

Bismuth lam giam hap thu toin thin

Xi# #ri- Cach didu trj t0i wu doi vai qud lidu bismuth hién
chua biét rd. Nén rira da day, tdy va bl nude, ngay ca khi
nguéi bénh dén chim, vi bismuth c6 thé duge hip thu & dai
trang. Céc the nhan chelat hoa cd thé ¢6 hidu qué & giai dvan
som sau khi udng; unithiol (acid 2,3-dimercapto-1-propan
sulfonic) véi liéu 100 mg/lan, 3 1in mdi ngay, lam ting
thanh thai bismuth ¢ thn va gidm néng 49 bismuth trong
mau. Tham phan mau co thé can nhimg co day nhanh sy
thanh thai thubc & mé hay khnng, thi khong biét chic chin.
Tham phin méu két hap voi diéu lrj bang unithiol ¢ duge
béo cdo 14 1am ting sy dio thai bismuth. Thim phin ming
bung cling c6 hiéu qua ddi véi bénh nhi.
12. Dic tinh duge Iire hoe:
Nhim dugc Iy: Thube bao vé niém mac dudmg tiéu héa
Ma ATC: A0O7BB
- Che mudi bismuth, nhu bismuth subcitrate, bismuth
subsalicylate... c6 tdc dyng 1am lién vét loét da day, t4 trang
do tao thanh phire hop chelat véi protein tai 0 loét, 1am thanh
hang rao bao vé chong lai sy tdn cong cia acid va pepsin.
- Ngoai ra, cdc mudi bismuth (nhu bismuth subcitrate,
bismuth subsalicylate) con ¢ tac dung diét Helicobacter
pylori. Co ché dif;t vi khuin cén chua 13, ¢é thé muéi
bismuth diét khudn bing céch tao phl.rc trong thanh té bao
vi khuin vi té bdo chdt, Gc ché urease, catalase va
lipase/phospholipase, tong hgp ATP va sy bam dinh cia vi
khuin H. pylori. Khi ding riéng, cdc mudi bismuth chi diét
H. pylori & khodng 20% ngudi bénh, nhung khi phéi hep
véi céc khéng sinh va thube e ché bom proton, hi¢u qué
diét A, pvlori co th& 1&n t&i 70 - 90% ngudi bénh. Sy phdi
hop nay duge chi dinh didu tri cho nhimg trudng hop loét
da day - ta trang c6 H. pvlori khang thube.
13. Céc d@jic tinh v& dwge dong hoe: Hiu hét cac hop chit
bismuth dwge hip thu it (0,2% sau khi uéng bismuth
subcitrate, durdi 1% bismuth sau khi uéng bismuth subsalic-
vlate), hép thu trén 80% acid salicylic sau khi udng bismuth
subsalicylate. Cic bop chit bismuth hoa tan kém, phin lén
duge chuyén thanh dang bismuth oxide, hydroxyde va
oxychloride khong tan ‘uong moi trutmg acid da day. Tang
pH dg diy c6 thé lam tang hap thu bismuth. Lu¢ng bismuth
da duge hap thu phéan bo dén cde mb trong co the, bao gum
ca xuong, sau 46 duge thai (nr chiim qua nudc tiéu va mét.
Nira ddi thai trir trong huyét tuong khodng 5 ngay va sy dio
thai kéo dai khoang 12 tudn sau khi ngimg dieu trj. Bismuth
khong hép thu duge thai trir qua phan.
14. Quy cach déng gbi: Hop 3, 6, 10 vi x 10 vién nhai
15. Diéu ki¢n bio quan, Han ding, Titu chufin chit lrgng:
Diéu kign béo guan: Nhiét do khong quﬁ 30°C
Han c.fz.rr_g 36 thang ké tir ngay san xuat
Tiéu chudn chit hirong: TCCS
16. Tén - Pia chi co s& sin xuat:
Céngz ty TNHH DRP Inter
L6 EBS, Puémg s6 19A, Khu cong nghiép Hiép Phude,
X3 Hiép Phurée, Huyén Nha Be, Tp. HCM.
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