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Famotidin 40 mg

Thanh phan: M8i vién nén bao phim chira: SBK/Reg. No: s
Famotidin 40 mg. T4 duoc: viradl 1 vién Ngay SX/Mfg.date: SPHA. -CNC
Chi dinh, Céch ding, libu dung, Chéng chi dinh va ¢4 <3 |3 sx/Batch.No: ——
atin khac: Xin doctrong d&nsirdung. hhio:
Bio quan: HBIEXp.dates San xuét tai:
Noikho, nhiét 66 du6i 30°C, trénh &nh séng. CONG TY CO PHAN DUQGC PHAM

Tigu chudn: TCCS

Thubcubng.

D& xa thm tay tré em;

Docky huéng din sir dyng tregckhi dung.

CONG NGHE CAO ABIPHA
Bia chi: L6 g4t CN-2, KCN Phi Nghia,
Xa Pha Nghia, Huyén Chuong My,
Thanh phé Ha N6i
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Ingredients:Each film-coated tablet contains:
Famotidine 40 mg. Excipients: g.s 1 tablet.

icati indi Dosage -
information: Please read the leafletinside
Storage: Ata dry place, below 30°C, protect from light.
Specification: Manufacturer's.
Oral route
Keep outof reach of children
Readthei i ly

Other

BIPHA. -CNC

Manufacturing at:
ABIPHA HIGH-TECH PHARMACEUTICAL JOINT STOCK
COMP

Address: Lot CN-2, PRu Nghia Industrial Park, Phu Nghia
Commune, Chuong My District, Hanoi, Vietnam.
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Thanh phan: Méi vién nén bao phim chira:
Famotidin40 mg

Tadwoc: virada 1 vién.

Chi djnh, Cach dung, liéu diing, Chéng
chi dinh va cac thong tin khac:

Xin doc trong t& hweéng dén sir dung.

Bao quan:

Noi khé, nhiét 6 dwéi 30°C, tranh anh sang.
Tiéu chudn: TCCS.

Thubc ubng.

Déxatdmtaytréem;

Bocky huéng dan st dung tredc khi dung.
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ABIPHA
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Specification: Manufacturer's.
Oralroute

Keep out of reach of children

Read the instruction carefully before use

Ingredients: Each film-coated tablet contains:

Famotidine 40 m e

Excipients: g.s 1 tgablet. B"PHA. L C N C
Indicati Contraindication, Dosage - NP BEFONE COMMATY HEALTH

A { Other infor Please

read the leafletinside Manufacturing at:

Storage: ABIPHA HIGH-TECH PHARMACEUTICAL JOINT
Atadry place, below 30°C, protect from light. STOCK COMPANY

Address: Lot CN-2, Phu Nghia Industrial Park, Phu
Nghia Commune, Chudng My District, Hanoi, Vietnam.
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DE X4 TASTEAY, REEM'
DPOC K HUONG-DAN SU DUNG TRUCC KHI DUNG.
THUOC NAY CHi DUNG THEO PON THUOC.

Vién nén bao phim

THANH PHAN CONG THU'C THUOC: cho | vién:

Thanh phén duge chit: Famotidin 40 mg.

Thanh phﬁn td dugc: Lactose monohydrat 200 mesh, Avicel PH 101, Povidon K30, Natri croscarmellose, Magnesi
stearat, Colloidal silicon dioxyd, Opadry 03A 18373 White vira du 1 vién.

DANG BAO CHE: Vién nén bao phim mau tréng, hinh tron, canh va thanh vién lanh ln.

CHI PINH

Loét ta trang va phong ngira tai phat loét ta trang,

Loét da day lanh tinh.

Hoi chimg Zollinger-Ellison.

Diéu tri triéu chimg viém thue quan trao nguge tir nhe dén trung binh.

CACH DUNG - LIEU DUNG:

Litu ding:

Nguoi lén:

Loét td trang:

Khéi dau diéu tri: Liéu khuyén cdo 1a 40 mg famotidin mdi ngay, uong trude khi di ngu. Trong hau hét céc tr ruong
hop, vét loét s€ lanh trong vong 4 tudn. Tuy nhién, ¢6 thé ngimg diéu trj sém hon néu kiém tra ndi soi thiy vét loét
da lanh. Nén tiép tuc diéu tri 4 tudn niva & nhung bq:nh nhédn ma vét loét chua lanh hin trong vong 4 tudn,

Phong ngira tai phat loét ta trang: Trong diéu tri dy phong loét tai phat, lidu khuyén céo 13 20 mg famotidin méi
ngdy, uéng trudc khi di ngu.

Loét da day lanh tinh:

Liéu khuyen céo 1a 40 mg mdi ngay, uong trudc khi di nga. Piéu trj nén duge tiép tuc trong 4-8 tudn, nhung c6 thé
ngimg diéu tri sém hon néu ndi soi cho thiy vét loét da lanh.

Hoi chimg Zollinger-Ellison: \
Néu bénh uhan trudc dé chua dung thudc dé g1am tiét acid, didu tri d‘uqc ap dung bi’mg cach cho u{mg 20 mg /._\‘-f_?
famotidin mi 6 gid. Piéu chinh lidu theo nhu ciu ciia bénh nhéan va nén tiép tuc khi ¢6 chi dinh lam sang. Lleu hang /0 7z A

ngay lén dén 800 mg da dugc sir dung ma khéng c6 bét ky tic dung khong mong muén dang ké nao hofic séc phan {'( [
( vg: !

Néu khéng thé dat dugce sy giam bai tiét acid nhu mong mudn véi lidu 800 mg hang ngay, nén xem xét diéu tri thay \\ \ GOt

thé dé diéu chinh bai tiét acid, vi chwa c6 kinh nghiém véi liéu 16n hon 800 mg famotidin/ngdy dugc ghi nhén. AR

Néu benh nhan di ding mot chét chen H, khéc, famotidin c6 thé duoc sir dung voi ligu lugng 16m hon so véi khuyen

c4o. Lidu ban ddu phu thude vao mitc d§ nghiém trong ctia tinh trang va liéu ctia thude chen Ha dd nhan cho dén thoi

diém do.

Viém thue quan tir nhe dén trung binh:

Liéu khuyén cdo trong truong hop viém thye quan nhe 12 20 mg famotidin, 2 lam'ngay Trong trudng hop viém thuc

quan tir nhe dén trung binh, liéu khuyén cdo Ia 40 mg, 2 lan/ngay. N6i chung diéu tri nén dugc tién hanh trong 6

tudn, Néu tinh trang khong dugc cai thign, nén tiép tuc didu trj thém 6 tudn nita.

Suy thégn:

Famotidin dugc thi trir chii yéu qua thén. Pdi véi nhimg bénh nhén bj suy giam chirc niing than c6 do thanh thai

creatinin duéi 30 ml/phit, nén giam 50% liéu famotidin hang ngay. Thén trong & bénh nhan suy than.

Bénh nhén loc mau ciing nén giam 50% liéu ding. Famotidin nén dugc sir dung vao cudi holic sau qua trinh lgc méu |

vi mot sb thanh phan c6 hoat tinh ctia thudc bi loai bo bang thim tach.

Ngueoi cao tudi:

Lidu hrong khuyén cdo cho bénh nhan cao tudi cling gibng nhu dbi véi ngudi 16m.

Tré em (dedi 18 tuoi):

Higu qua va do an todn ciia famotidin & tré em chua duge xdc dinh

Céch diing:

Pudng ubng.

Thubc c6 thé dugc dung cing hozic khdng clng véi thire an.
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CHONG CHI PINH:

Qué mén véi duge chét hojic véi bit ky thanh phén ta dugce nao.

Qué mén cam chéo da dugc quan sit. Do d6, khong nén ding Famotidin cho bénh nhén c6 tién sir qua man voi céc
thubc khang thy thé H, khic.

CANH BAO VA THAN TRQNG KHI DUNG THUOC:

Ung thie dg day

Trude khi bét dau didu tri loét da day bing famotidin, cin loai trir kha ning xuét hién khdi u 4c tinh & da day. Pap
tmg ciia loét da day véi lidu phap famotidin khong loai trir kha ning ton tai ctia khdi u c tinh.

Suy thén:

Do famotidin dugc bai tiét chi yéu qua thén, cin thén trong khi diéu tr cho bénh nhan suy than. Xem xét giam lidu
hang ngay xuéng 20 mg néu do thanh thai creatinin xudng duai 10 ml/phut.

Tré em:

Tinh an toan va hiéu qua chua dugc thiét 1ap.

Ngiedi cao tudi:

Famotidin sir dyng cho bénh nhan cao tudi trong cac thir nghiém lam sang, khdng quan sat thdy su gia ting ty 1¢ méc
bénh hoic thay dbi loai tac dung phu lién quan dén thube. Khéng cin diéu chinh lidu dya trén do tudi.

Téng quat:

Trudng hop diéu tr 1au dai véi liéu lwgng cao, nén theo ddi cong thirc mau va chirc ning gan.

Trudmg hop bénh loét 1du ngay, nén tranh ngimng thude dot ngdt sau khi giam triéu chimg.

Thudc chira lactose monohydrate, bénh nhan ¢6 céc vén dé di truyén hiém gip vé khong dung nap galactose, thidu
hut lactase hojic kém hdp thu glucose-galactose khong nén ding thudc nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

- Phy nir c6 thai:

Famotidin khong khuyén céo sit dung trong thoi ky mang thai va chi nén ké don khi that can thiét. Trudc khi quyét
dinh sir dung famotidin trong thoi ki mang thai, bac s nén cén nhic gitra lgi ich tidém niing cta thudc véi nhimg rai
ro ¢6 thé xay ra.

- Phu nit cho con bii:

Famotidin bai tiét qua sita me. Céc ba me dang cho con bii nén ngimg st dung thude nay hoiic ngirng cho con bii vi
¢0 kha ning famotidin anh huéng dén bai tiét acid da day cua tré so sinh.

ANH HUONG CUA THUOC LEEN KHA NANG LAI XE, VAN HANH MAY MOC:
Mét s6 bénh nhén dd gip phai cdc phan img phu nhu chéng mit va dau dau khi ding famotidin. Bénh nhén nén
duoc thong béo nén tranh 14i xe hodc vin hanh miy méc ho#ic tham gia cac hoat ddng can sy thén trong cao.

TUONG TAC, TUONG KY CUA THU()C

Khéng thiy twong téc thudc quan trong vé mit lam sang dugc xdc dinh.

Famotidin khéng twong téc véi hé théng enzym chuyen héa thudc cytochrom P450. Cac chét duge chuyén héa béi
hé théng nay dd duge thir nghiém & ngudi bao gom warfarin, theophyllin, phenytoin, diazepam, propranolol,
aminopyrin va antipyrin.

Indocyanide green 1a mgt chi s6 v& luu lugng mau qua gan va/hodc sy bai tiét thude & gan da dugc thir nghiém va
khong tim thdy tac dung déng ké nao.

Céc nghién ciru trén bénh nhan diéu tri bing phenprocoumon cho thdy khong c6 tuong tac dugc dong hoc véi
famotidin va khong anh huwéng dén duwgc dong hoc, hoat dong chong dong méu ciia phenpmcoumon

Ngoadi ra, cdc nghién citu v6i famotidin cho thﬁy khong lam ting nong do con trong mau nhu dy kién do udng ruou.
Su thay dbi pH da day c6 thé anh hudng dén sinh kha dung ciia mjt s6 loai thudc din dén giam hip thu atazanavir.
Su hép thu cia ketoconazol va itraconazol ¢6 thé bj giam. Ketoconazol nén dugc dung 2 gid truéc khi ding
famotidin.

Probenecid trc ché bai tiét famotidin & ng than va dd dugc chimg minh lam ting 50% ndng do famotidin trong
huyét m(m% Do d6, nén tranh sir dung dong thoi pnobenemd va famotidin.

Str dung ddng thoi famotidin va thude khang acid c6 thé lam giam su hip thu famotidin va 1am giam ndng do
famotidin trong huyét twong. Vi vdy, nén ding famotidin 1-2 gitr truée khi dung thudc khang acid.

Sir dung ddng thoi sucralfat i ché sy hép thu ciia famotidin. Do d6, khdng nén dung sucralfat trong vong 2 gidr sau
khi famotidin.

Nguy co mét téc dung cia calci carbonat khl ding dong thoi voi famotidin & bénh nhén chay thdn nhan tao.

Nén tranh sir dung dong thai hdn dich ubng posaconazol véi famotidin néu ¢6 thé, vi famotidin c6 thé lam giam sy
hép thu ctia hdn dich udng posaconazol.

Str dung dong thoi famotidin véi cac thude irc ché tyrosme kinase (TKIs) dasatinib, erlotinib, gefitinib, pazopamb cd
thé lam giam ndng do TKIs trong huyét tuong din dén tic dung thdp hon, do dé khéng nén ding dong thoi
famotidin véi cdc TKIs nay.
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TAC DUNG KHONG MONG MUON (ADR):

Thudng gip | . < Hiém gip Khong thé wée
(1/100 dén “tfé*‘n"j;}l’;;')"" (21710000 | RAt hiém gip (<1/10000) | tinh tir dir lidu c6
<1/10) dén <1/1000) sin
Giam tiéu cau.
5 £ Giam bach céu.
51:“:?‘:'1 huyee MAt bach céu hat. )
Giam toan thé huyét ciu.
Giam bach cau trung tinh.
H¢ théng mién i Sun e e
; mach, phan v¢, co thit phé
dich .
quan).
Chuyén héa va Chan an (biéng
dinh duirng dn)
R&i loan tam than c6 thé dao
nguge bao gbm:
Ao gidc.
Mat phuong huéng.
TAm thin H(ﬂ’)_ang Hgte:
R&i loan lo du.
Kich dong.
Tram cam.
Gi?m ham muon tinh duc.
Mat ngu.
Di cam.
. Ngu ga.
2o Pau dau. £ T Bong kinh co gift, co gidt;
Thankioh oy coe myr,  [ROF 10an Vi glde. dong kinh con 16n (dic biét
¢ nhimg bénh nhén bi suy
giam chirc nang thén).
Block nhi thét khi sit dung
thudc khang thy thé Ha tiém
Tim va mach tn}l} i e
v . R6i loan nhip tim
Kéo dai khoang QT (diic biét
¢ bénh nhén suy gidm chirc
néing théin)
Ha hdp, ngue Viém phdi k& déi khi gay tur
va trung thit vong.
Budn non
va/hoiic ndn
: Téo bon. Khé chiu  hoiic
iy ligg Tiéu chay. céng tirc & bung,
béy hoi.
Kho miéng.
Gan-mat Viém gan, ‘vang da r mat,
: tang bat thudng men gan.
" Rung téc
Da va md dwdi Pha‘t el Hdi chiing Stevens Johnson /
Ngira. v wn G x %
da May da hoai tir biéu bi nhiém doe
y qay. doi khi gy tir vong.
Co xwong, md
liecn két va Chudt rit co, dau khdp.
xwong
H¢ théng sinh P
sin va tuyén vi Batlge
K rs
RT logn s M¢ét mai. Tire ngue.
thong
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Nit héa tuyén v
Téng cac gia di dugc bio cao
tri trong céc  thir
transaminase, nghiém l4m sang
Xét nghiém gamma GT, c6 dbi chimg, ty 1&
phosphatase mic bénh khéng
kiém, Iém hon so véi céc
bilirubin truomg  hop  ding
gia dugec.

Théng bdo ngay cho bdc st hodc dirge st nhitng phan teng cé hai gdp phai khi sir dung thudc.

QUA LIEU VA CACH XU TRi:

Céc phén (ing bét lgi trong cac truong hop qua liéu twong tr nhur céc phan {mg bt lgi gap phai trong kinh nghiém
l&m sang théng thuong,

Trong trudng hop qua lidu, muc tiéu 1a loai bo bét ky phin thudc nao chua duge hép thu khoi dudng tiéu héa bang
cc bign phdp thong thudmg, theo doi [dm sang va diéu trj hd trg nén duoc ap dung.

Bénh nh4n méc hoi chimg Zollinger-Ellison nhén liéu hang ngay 1én dén 800 mg trong mt nim ma khéng cé bét ky
tic dung khong mong mudn dang ké nao.

PAC TINH DUQC LUC HQC:
Md ATC: A02BA03.
Nhém duge 1y: Thude khang thy thé histamin .

\ Hi€u qua 14m sang va tinh an toan
O nhimg ngudi tinh nguyén khée manh, lidu uéng duy nhét ctia famotidin (5 mg dén 40 mg) tao ra sy irc ché lién
quan dén liéu coa dich vi co sé va pentagastrin, betazol hogc dich vi tiét ra do insulin kich thich. Ngodi ra, llétlg do
pepsin cling giam va thé tich dich vi co s& va djch vi tiét ra khi bi kich thich cling giam. Téc dung trc ché bai tiét
dich vj twong tyr ciing duge ghi nhan & nhiing bénh nhin bi loét da day hoic ta trang lanh tinh.
Nguoc lai véi cac dbi twong dbi chimg ding cimetidin 300 mg hoic gia dugc, su irc ché bai tiét dich vi vin ton tai &
nhiing ngudi tinh nguyén dung pentagastrin lidu thi hai, 5-7 gidr sau lidu famotidin ban dau.
Mot liéu udng duy nhat 40 mg famotidin, dang lic 9 gidr t5i, ¢6 hiéu qua kéo dai hon 12 gi¢ sau khi diing va c6 téc
dung kéo dai sudt bira an sang. Thoi gian tac dung cua liéu famotidin 80 mg ding lic 9 gid i khong dai hon liéu
40 mg.
Trong mdt s6 nghién ciru, liéu 10 mg va 20 mg famotidin lam ting ndng d¢ gastrin co s& trong huyét thanh, tuy
nhién mrc d9 nay khong thay doi & nhitng nghién ctru khac. Famotidin khéng 1am thay déi viéc 1am rdng da day,
luu lrgng mau & gan va tinh mach cira. Ngoai ra, famotidin khéng gy thay dbi chire niing ndi tiét,

PAC TINH DUQC PONG HOC:

Hap thu:

Famotidin dugc hdp thu nhanh chéng va c6 tic dung trong vong 1 gid. Nong do dinh trong huyét tvong phu thude

vio ligu luong va dat dugc trong vong 1-3 git sau khi diing. Thire &n trong da day khéng &nh hudng dén sinh kha

dung dudng udng. Liéu I3p lai s& khdng gdy tich ty thudc trong co thé. X

Phdn bo: (
( Sy lién két cira famotidin trong protein huyét tuong Ia twong dbi thdp (15-20%). Thoit

twong khoang 3 gitr ¢é sau khi udng liéu don va khi dong I3p lai (5 ngay).

Chuyén héa:

Famotidin dugc chuyén héa & gan thanh chét chuyén héa sulfoxid khéng hoat dong.

Thai trir: . ) ) i Ay

Famotidine dugc bai tiet chit yéu dudi dang khéng déi qua nuéc tidu (25-60%); mob ty-1€ nhé co thé duge tidt ra

dudi dang sulfoxid. £

Tinh tuyén tinh/Phi tuyén tinh:

Famotidin hién thi dong hoc tuyén tinh.

QUY CACH PONG GOI: Hop 2 vi x 10 vién. Hop 10 vi x 10 vién,
PIEU KIEN BAO QUAN: Noi khé, nhiét d6 khéng qua 30°C, tranh 4nh sang.

5\

;;\ ) ban thai trong huyét

HAN DUNG: 36 thang ké tir ngay san xuét.
TIEU CHUAN CHAT LUQNG: TCCS.
TEN, DIA CHIi CUA CO SO SAN XUAT:

Céng ty C6 phan Dugc phdm Céng nghé cao Abipha

L ddt CN-2, Khu céng nghigp Pht Nghia, Xa Phi Nghia, Huyén Chuong M§, Thanh phd Ha N¢i
bién thoai: 024.363253888; Fax: 024.363253888

Website: www.abipha.com.vn
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