COMPOSITIONS: Each film coated tablet contains

4 mg
1 S _qsf 1 fm ooated tablet
RROCITH0NES, CONTRA-INCATIONS, BOSAGE, ADMINISTRATION AND OTHER INFORMATION
See the leaflet endosed.

STORAGE: Stored in a dry place, protected from ight, below 30°C
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TO HUONG DAN SU DUNG THUOC
Famomed

Quy cdch: Hop 10 vix 10 vién
Thanh phin: M8i vién nén bao phim Famomed chira:
Famotidin 40 mg
Ta duge (Microcrystalline cellulose, lactose, polyvinyl alcol,
PEG 6000, magnesi stearat, natri croscarmellose, Eudragit
E100, HPMC 606, titan dioxyd, talc, xanh patent) vira da 1
vién.
Durge lire hoc:
Famotidin trc ché canh tranh tic dung ctia histamin tai thu
thé H, & té bao thanh da day, nén lam giam thé tich bai tiét
va giam néng d6 acid da day ca & diéu kién co ban ban dém
va ban ngdy, cling nhu khi bj kich thich do thirc #n, do
histamin ho#c pentagastrin. Hoat tinh déi khang histamin &
thu thé H, cia famotidin phuc hdi cham, do thubc tich
chim khi thu thé. So sanh theo phén tir lugng, tac dung tic
ché bai tiét acid da day do kich thich ciia Famotidin manh
gap 20 - 150 14n so v6i cimetidin va 3 - 20 lin so véi
ranitidin. Mirc d6 trc ché bai tiét acid da day (dic biét vao
ban dém hodc khi bi kich thich bagi thic 4n) ciia famotidin
lién quan tryc tiép véi lidu lugng va thdi gian ding thube.
Téng thé tich bai tiét acid da day giam 55 - 65% sau khi
udng mét lidu 20 mg hoic ding dwdng tinh mach 10 - 20
mg, nhung gidm nhiéu nhét khi diing dwong tinh mach 20
mg. Ubng mét lidu 40 mg vao budi ti irc ché dugce téi 95%
bai tiét acid da day vio ban dém va 32% vao ban ngay. Bai
tiét acid & da day trong 24 gid bj wic ché khoing 70%.
Do lam giam thé tich bai tiét acid da diy, famotidin gi4n
tiép gdy giam bai tiét pepsin (phu thudc lidu). Famotidin c6
thé bao vé niém mac da day khi bj kich tmg bdi mét sé
thudc nhu aspirin hogc c4c thubc chéng viém khong steroid
khac.
Nong d6 Famotidin tir 128 - 1024 microgam/ml 1a cAn thiét
@& we ché sy tang truong ciia mot s6 ching Helicobacter

pylori.

Durge dpng hoc:

Sau khi udng, Famotidin dugc hép thu khong hoan toan &
dudng tiéu héa, chuyén hoéa budc diu it, sinh kha dung
khoéng 40 — 50%. Thirc &n c6 thé lam tang nhe va céc thudc
khéng acid c6 thé lam giam nhe sinh kha dung cia
Famotidin, nhung khong quan trong trong lam sang. Sau khi
ubng, nbng do t6i da trong huyét tuong dat dugc trong
khoing 1- 4 gi¢. Uc ché bai tiét acid thiy r trong vong 1
gidr sau khi ding thuéc dudng ubng hoac dudng tinh mach.

Sau khi ubng mét liéu 20 mg hoic 40 mg, thdi gian trc ché
bai tiét tir 10 dén 12 gio.

Khoéng 15 — 20% Famotidin lién két v6i protein huyét
tuong. & ngudi Ién c6 chirc nang than binh thudng, nira doi
thai trir 14 2,5 ~ 4,0 gid. O nguoi suy than c6 d¢ thanh thai
creatinin < 10 mU/phiit, nira doi thai trir ¢6 thé hon 20 gid.
Mot phin nhé Famotidin bi chuyén héa & gan thanh
Famotidin S-oxid khéng con tac dung. Thai trir chi yéu qua
thén theo dudng loc qua cAu than va bai tiét tich cyc & ng
than. Khoang 25 ~ 30% liéu ubng hoic 65 — 80% lidu dua
qua dudng tinh mach dugc bai tiét dusi dang khéng chuyén
hoa trong nuée tiéu trong vong 24 gid.

Famotidin ciing tim th4y trong sira me. Ml/\
Chi dinh: /
Loét ta trang thé hoat dong. Diéu trj duy tri trong loét t4 trang.
Loét da day lanh tinh thé hoat dong,

Bénh trdo nguoc da day - thuc quan.

Bénh ly tang bai tiét & dudng tiéu héa nhr hoi chimg
Zollinger-Ellison (thuéc trc ché bom proton c6 hiéu qua
hon), da u tuyén nbi tiét.

Chéng chi dinh:

Min cam véi Famotidin, cdc thubc déi khang thu thé
histamin H, kh4c ho#ic véi bt ky thanh phin nao ciia ché
phdm,

Than trong:
Giam trigu chimg khi ding Famotidin khéng c6 nghia laaL‘"! _
trir dugc khéi u 4c tinh & da day.

Ding thén trong, diéu chinh liéu hoic khoang cach giita ca

litu ding & bénh nhén suy thdn mirc d¢ vira hoc ning vi da AN

gap céc tic dung khong mong mubdn trén hé thin kinh trung
vong & cac bénh nhén nay.

Didu tri bing céc thubc e ché bai tiét acid da day c6 thé
lam ting nguy co viém phdi mic phai & cong ddng.

Khi ty didu tri (khong c6 don thubc) cic triéu chimg ¢
néng, ¢ chua, khé tiéu do tang acid da day, néu thiy nuébt
khé, noén ra méu, phdn den hodc c¢6 mau, hoiic céc tridu
chimg vin con dai déng sau 2 tuin ding thuéc, phai ngimg
dung thudc va dén thdy thuéc kham bénh. Khéng ty diéu tri
cho tré em du6i 12 tudi.




Phy nit c6 thai va dang cho con bii:

- Thoi ki mang thai: Famotidin qua durgc nhau thai. Khéng c6
cdc nghién ciru diy di va duoc kiém sodt tot khi ding
famotidin trong thdi ky mang thai, vi vy chi duge ding cho
ngudi mang thai khi thét cin thiét.

- Thoi ki cho con bii: Famotidin bai tiét qua sita me. Vi ¢
kha ning gy céc tic dung khdng mong mudn nghiém trong
cho tré, ngudi me phai quyét dinh ngimng cho con ba trong
thoi ky dung thude, hoic ngimg ding thudc, tiy theo tAm
quan trong ciia thubc dbi véi ngudi me.

Tdc dung khéng mong muén:

Famotidin thudng dung nap tét, khéng anh huéng dén
chuyén héa thudc, rat it anh hudng dén ndng dé prolactin
huyét thanh va khéng c6 tic dung khing androgen. Tuy
nhién, néu ding lidu cao gép dbi trong thoi gian vai thang
c6 thé gay tang prolactin mau va cing nguc. Dic biét & tré
em duéi 1 tudi, tridu ching kich ddng va nén c6 xay ra véi
tAn xuét cao, ¢6 thé 1én t&i 14%.

Téc dung khéng mong mudn khi ding dudng udng thuong
tong tu nhu khi dung dudng tinh mach.

Thuong gdp: Nhirc ddu, chéng mit. Téo bén, tiéu chay.

It gap: S6t, mét moi, suy nhuoc. Loan nhip, nghén nhf -
that, dénh tréng nguc, ting huyét 4p. Enzym gan bét
thuong, budn ndn, nén, chén #n, khé chju trong bung, ¢
néng, ddy hoi, ¢ hoi, khd miéng. Chodng phan vé, phu
mach, phi mét, phit m3t, may day, phét ban, xung huyét két
mac. Dau co xuong bao gém chuét rit, dau khép. Co giat
toan than, rdi loan tdm than nhu 2o giac, 1a 14n, kich déng,
trdm cam, lo au, di cam, mit ngu, ngd ga. Nguy co gip tac
dung khéng mong muén trén thn kinh trung wong c6 thé
16n hon & bénh nhin suy than. Tang BUN hoic néng do
creatinin huyét thanh, protein niéu. Vang da « mat, ting
bilirubin toan phén trong huyét thanh. Thay déi ndng dd
protein va cholesterol huyét thanh. Co thit phé quan, viém
phdi k&, viém phdi mic phai & cong ddng. Rung téc, tring
c4, ngira, kho da, d6 ung, kich g nhe tai vi tri tiém. U tai,
rdi loan vi giac.

Hiém gdp: Giam bach ciu hat, giam toan thé huyét cAu,
giam bach cAu, giam tiéu clu. Hoai tir bidu bi nhiém ddc,
héi chimg Stevens-Johnson. Liét duong, chimg vii to & dan
6ng, suy gidm tinh duc (Tuy nhién, trong céc nghién ciru cé
kiém sodt, ty 1¢ tc dung khéng mong mudn ndy & nhing
ngudi bénh ding Famotidin khéng lén hon nhimg ngudi
dung placebo).

Théng bdo cho bdc sT nhitng tdc dung khéng mong mudn
gdp phai khi sir dung thudc

Tdc djng ciia thudc d6i véi ngudi dang ldi xe hay dang vin
hanh mdy méc:

Cén thén trong khi ding thudc vi thudc c6 thé gay nhire diu
hodc chéng mit.

Liéu ding va cich diung:

Loét td trang thé hoat dgng:

Ngudi lén: M3i ngay ubng mét lin 40 mg vao gid di ngu,
hoc ¢6 thé ding mdi lin 20 mg, ngay 2 14n. Hau hét bénh
khoi trong vong 4 tudin, mét sé can didu tri dai hon, trong 6
- 8 tudn.

Diéu tri duy trl sau khi vét loét t4 trang cép da lidn dé giam
ti phat: M&i ngay uéng mot 14n 20 mg vao gid di ngu.

Tré em 1 - 16 tudi: M&i ngay udng mét lin 0,5 mg/kg vao
gitr i ngii hogc chia lam 2 1an, tdng lidu t6i da hang ngay la
40 mg.

Loét da day lanh tinh thé hoat dgng:

Ngudi lon: Mdi ngay udng mét 14n 40 mg vao gitr di ng.
Hau hét ngudi bénh c6 thé lidn hoan toan vét loét trong
vong 8 tudn.

Tré em 1 - 16 tudi: M3i ngdy uéng mét 14n 0,5 mg/kg vao
gid di ngl hoc chia 1am 2 l4n, téng liéu t6i da hang ngay Ia

40 mg. Il ;

Trao nguwoc da day - thuc quan: }'
Ngudi 16n: M3i 14n ubng 20 mg, ngay 2 14n, cho t6i 6 tuin.
Truong hop viém thuc quan cé trot loét do trao nguoc da

day - thyc quan: M3i 1dn 20 hoic 40 mg, ngay 2 l4n, cho t&i L

12 tudn. Diéu trj duy tri d& giam tai phat: M3i 14n ubng 20
mg, ngdy 2 lan.

Tré em 1-16 tudi: Liéu khoi ddu mdi ngay 1 mg/kg, chia
1am 2 14n, c6 thé tang t6i 40 mg, ngay 2 lan.

Tré dudi 1 tudi: C6 tai liéu ghi c6 thé ding dudng ubng
dang hdn dich dé diéu trj trao nguoc da day - thuc quan &
tré dudi 1 tudi:

Tré < 3 thang: M3i ngay udng mot lan 0,5 mg/kg, cho t6i 4
tuln.

Tré tir 3 thang t6i 1 tudi: M3i lan udng 0,5 mg/kg, ngay 2
14n, cho t6i 4 tudn.

Chua ¢6 sb liéu v& d6 an toan va hiéu qua khi dung trén 4
tudn & tré duéi 1 tudi.

Cdc bénh Iy tdng tiét dich vi (hdi chimg Zollinger-Ellison,
da u tuyén noi tiét):

Liéu uéng dya trén dép {rg va sy dung nap cda ngudi bénh.,
Liéu khoi ddu & ngudi 16n m&i 14n 20 mg, cach 6 gio uéng
mdt 14n. Tuy nhién, & mot sé ngudi bénh, lidu khai ddu c6
thé c4n cao hon. Phai diéu chinh lidu theo timg ngudi bénh
v thoi gian diéu tri kéo dai theo yéu clu 1am sang. Thong
thudng, khodng liéu uéng mdi 14n tir 20 - 160 mg, cich mdi

¥



6 giv. Liéu tbi da c6 thé ting t6i 800 mg/ngdy, chia lam
nhiéu 1dn, da dugc ding & mdt s6 bénh nhan néu gip bénh
ning.

Diéu chinh liéu & ngudi suy thdn ning:

Véi ngudi suy thdn mic do trung binh (hé sé thanh thai
creatinin duéi 50 ml/pht) hodc suy thin mirc 4§ ning (hé
s6 thanh thai creatinin duéi 10 mU/phat), lidu famotidin cé
thé giam xudng con mdt nira so véi lidu théng thuong holic
khoang cich ding thudc phai kéo dai t6i 36 - 48 giy tiy
theo dép tmg ldm sdng cia ngudi bénh.

Luru y: Khuyén céo sir dung dang bao ché c6 ham luong
thich hgp dbi véi liéu ding 20 mg.

Tuong tdc thudc:

Thirc 4n va thudc khang acid:

Thirc &n 1am ting nhe va thudc khang acid 1am giam nhe sinh
kha dung cia Famotidin, nhung cic tic dung nay khéng anh
huémg quan trong dén tac dung 1am sang. Famotidin c¢6 thé
ding déng thoi véi thude khang acid. Tuy nhién, giéng nhu
chc thudc dbi khang thu thé histamin H, khéc, tic dung cia
famotidin trén pH da ddy c6 thé dnh huéng t6i hdp thu cia
mét sb thubc khac.

Téc dung dén sy thanh thai thubc & gan:

Khéc véi Cimetidin va Ranitidin, Famotidin khéng trc ché
chuyén hoéa thudc qua hé enzym cytochrom Pyso & gan cia
cac thubc Warfarin, Theophylin, Phenytoin, Diazepam va
Procainamid. Famotidin cling khéng tic dong dén chuyén
héa, d6 thanh thai va nira doi ciia aminopyrin hay antipyrin.

Tranh ding démg théi Famotidin v&i Delavirdin, Erlotinib,
Mesalamin.

Famotidin c6 thé 1am ting tic dung va doc tinh cua
Saquinavir.

Famotidin c6 thé 1am giam téc dung cia thubc chéng ndm
(dﬁn xuét azol), Atazanavir, Cefpodoxim, Cefuroxim,
Dasatinib, Delavirdin, Erlotinib, Fosamprenavir, Indinavir,
c4c mudi sit, Mesalamin, Nelfinavir.

Twong téc thudc - thirc #n: Han ché ding thic in va dd
udng chira nhém xanthin. Trénh ding rugu (c6 thé gy kich
(g niém mac da day).

Qud lidu va xir tri:

Khéng c6 kinh nghiém vé qué lidu cp clia Famotidin. Céc
biéu hién khi gip qué liu tuong tu nhur cac tic dung khong
mong mudn thudng gip trong 14m sang.

& ngudi bénh tang tiét dich vi bénh ly da ubng téi 800 mg
Famotidin/ngdy cling chua thdy xay ra c4c biéu hién ngd
ddc nang.

\

Diéu trj: Bién phap thong thudng 12 loai trir thubc chua hép
thu khoi dudng tiéu héa va theo ddi 14m sang. Pidu trj triéu
chimg va hd trg.

Bdo quan: Noi khd, tranh 4nh sang, nhiét 46 dudi 30°C.

Han ding: 36 thang ké tir ngdy san xuét. Khéng dung thubc
qud han

Tiéu chudn: DDVN IV

Thudc bdn theo don
Doc ki huwdng din sic dung trieée khi ding
Néu cin thém théong tin xin héi § kién cia thdy thude
Dé xa tam tay ciia tré em

Nha sin xudt: CTCP DUQC TW MEDIPLANTEX
Dia chi: 358 Giai Phéng, Phuong Liét, Thanh Xuan, Ha Néi
SX tai: Trung Hau, Tién Phong, Mé Linh, Ha N@'{L@
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