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TIEM TINH MACH SAL KHI PHA THUGC BOT vOI DUNG MO

CH DINH, CHONG CH BINH, CACH DUNG, UEU DUNG VA CAC THONG TIN

KHAC XIN XEM TRONG TO HUONG DAN SU DUNG KEM THEO

DE XA TAM TAY TRE EM

DOCKY HUONG DAN 5U DUNG TRUOC KHI DUNG

BAO QUAN NI KHO RAC, NHIET DO TU 2-8 € TRONG BAC Bi GOC, TRANH ANH SANG
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QUAMATEL’
Fomolidios 20 mg
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HUGNG DAN SU DUNG

Rx - Thudc nay chi ding theo don ciba

DPoc ky hudng dén sit dung trude khi ding:

Néu cdn thém théng tin xin héi ¥ kién bdc sy
Dé xa tdm tay tré em

TEN SAN PHAM
QUAMATEL bt va dung méi pha tiém (tm)

TEN HOAT CHAT VA HAM LUQGNG
M&i lo thudc chita 20 mg famotidin, 14 hoat chat ctia thuéc / ?/,

CAC THANH PHAN KHA C
Céc thanh phan khéc: acid aspartic, mannitol.
Mdi 6ng dung mdi chita 5 ml dung dich natri clorid.

DANG BAO CHE
BG6t va dung moi pha tiém.

MO TA SAN PHAM
Bot pha tiém mau tring, dang dong kho vo khuin
Dung méi pha tiém: dung dich natri clorid 0,9%, vo khuan, trong sudt, khdng mau.

QUY CACH PONG GOl
Hop 5 lo thudc bt + 5 6ng dung moi.

CAC PAC TINH DUGC LUC HQC

Nhém dugc 1y diéu tri: thude khang thu thé H,, md ATC: A02BA03

Famotidin 12 mdt chét e ché€ canh tranh manh vdi cdc thu thé histamin H, & t€ bao véch.
Tinh chat dugc ly quan trong nhdt clia famotidin trén 1am sang 1 né e ch€ sy ti€t dich da
day. Cd ndng do acid ciing nhu lugng dich ti€t déu gidm dudi tic dong clia famotidin, va
nhitng thay doi vé su ti€t pepsin la ti 1& vdi lugng dich tiét.

O nhitng ngudi tinh nguyén khée manh va nhitng ngudi bénh ting i€t dich, famotidin tc ché
s ti€t dich cd ban, sy ti€t dich vé dém, ti€t dich do nhitng kich thich bdi pentagastrin,
betazol, cafein, insulin, cdc phdn xa vagus sinh ly. Thdi gian ¢c ché ti€t gay bdi liéu 20 mg
va 40 mg 1a tir 10 d€n 12 gid.

Udng mdt liéu don 20 mg va 40 mg vao budi tdi ¢6 tac dung e ché sur i€t dich co ban va su
ti€t acid vé dém.

Famotidin énh hudng rat it hodc khong dnh hudng 1én muc gastrin huy€t thanh lic déi ciing
nhu sau bita an. Quamatel khong anh hudng 1€n sy tiéu héa § da day, chiic nang tuy ngoai
ti€t, tudn hoan gan va tudn hoan cifa.
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Famotidin khong 4nh hudng Ién hé thdng men gan cytochrom P-450. O\
Khong nhin thay céc tic dong antiandrogenic. Nong dd ctia cdc hormon tigh >
khong thay d6i sau khi diéu tri vdi famotidin.

CAC PAC TINH DUGC PONG HOC

Dugc dong hoc cla famotidin ¢6 tinh tuyén tinh.

Hap thu: thuéc Quamatel chi dugc diing dé tiém theo dudng tinh mach.

Phin bd: Gin két protein huyét twong 1a tuong doi thap: tf 15% dén 20%.

Thdi gian ban hlly huyét tuong tr 2,3 dén 3,5 gid. O bénh nhan suy thdn ndng, thdi gian ban
thai ctia famotidin c6 thé 1én d&€n hon 20 gid.

Chuvén héa; Famotidin dudc chuyén héa & gan. Chi ¢6 mdt chat chuyén héa dude xdc dinh &
ngudi, dé la sulphoxid.

Thadi trit: Famotidin dudc thai trir qua thén (65-70%) va qua chuyén héa (30-35%). P§ thanh
thdi than tf 250-450 ml/phiit, cho thay c6 sy bai ti€t qua Ong than. 65-70% li€u tiém tinh
mach dugc tim thay trong nudc tiéu dudi dang khong doi. Mot lugng nhé ¢6 thé dude bai tiét
dudi dang sulphoxid.

Dt li¢u an toan tién Iam sang 7
Nghién cifu doc tinh cap:

Trén chudt: Liéu LD5g trong mang bung & chudt xap xi khodng 800 mg/kg hodc cao hon
(723-921 mg/kg).
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CHI DINH
Famotidin, 1a hoat chat clia thudc, ¢6 téc dung 1am gidm sy ti€t acid 3 da day.
Thudce Quamatel duge chi dinh trong:
- Loétta trang.
- Loétda day lanh tinh.
Bénh trao ngudc da day thuc quén.
- Cdc tinh trang tang ti€t khdc (vi du: hdi chitng Zollinger-Ellison).
- Phong tinh trang nudt phai acid dich vi trong giy mé (hdi chitng Mendelson).

CHONG CHi PINH

Qué man vdi hoat chdt hodc bat cif thanh phan nao clia thudc.
Khong dung Quamatel cho phu nit mang thai va cho con bu.
Khong dung Quamatel cho tré em.

CACH DUNG VA LIEU DUNG

Chi dung thudc Quamatel bing dudng tiém tinh mach.

Thudc Quamatel dude khuy€n cdo dung trong bénh vién, cho nhitng bénh nhin khong dung
dugc thude udng, va 6 thé ding cho t6i khi ngudi bénh ung dugc thudc.

Liéu khuyén co 12 20 mg, tiém tinh mach 2 lAn/ngay (1 1dn/mdi 12 gid).



dé, liéu dudc xdc dinh cho titng trudng hdp, dua trén lugng acid dugc bai tiét's

trang ctia ngudi bénh.

Phong ngita ching hit phai acid trong gdy mé: Dung 20 mg, ti€m tinh mach vao sang ngay
phdu thuat hodc mudn nhat 1a 2 gid trude khi phdu thuat.

Khong duge ding qua 20 mg cho mot lan tiém tinh mach. D€ tiém tinh mach, pha hét lugng
thudc bot trong 1o vdi 5-10 ml dung dich natri clorid 0,9% (6ng dung mdi) va sau dé tiém tinh
mach chidm (thdi gian tiém khéng dudi 2 phit). Néu truyén dich, nén dugc truyén trong
khodng 15-30 phuit.

Dua trén céc thit nghiém vé tinh twdng ky, nhitng dich truyén dudi day c6 thé dudc ding:
Dich truyén glucose kali
Dich truyén natri lactat
Isodex

Dung dich Ringer’s

Dung dich Lactate Ringer’s
Salsol A (dich truyén natri chlorid) l

Chi pha thudc ngay trude khi dung. Chi diing n€u dung dich trong sudt, khong mau.

Bénh nhan suy thin:

Vi famotidin dudc bai ti€t chd yé€u qua thin, vi vy néu bénh nhan suy chic ning thdn nang
thi can phdi dugc theo ddi cin than. Néu do thanh thai <30 ml/phiit va creatinin huyét thanh
>3 mg/100 ml, li€u hang ngady nén gidm xudng 20 mg hodc khodng cich gilta cac liéu nén
kéo dai hon, tir 36-48 gid, cd khi ding dudng uéng hay dudng tiém.

Ding cho khoa nhi:

Hi€u qua va do an toan ctia thudc trén bénh nhi 1a chua duge thiét lap.

Dung cho ngudi bénh cao tudi:

Khong can phéi diéu chinh liéu theo tudi.

CANH BAO VA THAN TRONG

Can loai trit trudng hdp loét da day dc tinh trude khi bit diu diéu tri véi famotidin hoac néu
bit budc phai ding thudc thi nén chuyén sang famotidin dang udng.

O bénh nhan suy gan, phai gidm liéu va than trong khi ding Quamatel.

Vi da ¢6 bdo cdo man cdm chéo gilta cdc thudc khdng thu thé H,, phdi thin trong khi diing
Quamatel cho bénh nhan ¢4 tién sit qua méan vdi mdt thude khang thu thé H; khac.

Dung thuéc Quamatel trong thdi ky mang thai va cho con bu

Su sinh sdn: Nghién cdu trén chudt va thé dung liéu uéng lan ludt téi 2000 mg va 500 mg/kg
thé trong mdi ngay cho thdy famotidin khong dnh hudng dé€n kha ning sinh sian. Tuy nhién,
chua ¢6 nghién ciu ki€m sodt t6t va diy dd trén phu nif mang thai.

Phu nit mang thai: Phin loai nhém B

Famotidin qua dugc nhau thai. Chua ¢6 nghién cttu ki€m sodt t6t va day di trén ngudi.
Khuy€n cdo khong diing Quamatel cho phu nif mang thai.
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Phu nit cho con bid: Famotidin bai ti€t trong sifa me, do d6 phdi ngitng cho ba khi dang
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Quamatel. N2 3 VA

Tac dong clda thudc 1én kha niing l4i xe va van hanh mdy méc

Hién khong ¢6 dif liéu nao vé tac dong ctia Quamatel 1én kha ndng 14i xe va van hanh mdy
mée. Tuy nhién cin lvu y dau ddu, chéng mat, 0 tai ¢6 thé xay ra khi 1di xe va van hanh mdy
moc.

TUONG TAC THUOC VA CAC DANG TUGNG TAC KHAC

Quamatel 1am gidm do acid & da day nén c6 thé dnh hudng dén tac dung cla cac thudc khac.
Ban can bdo cho bdc si hodac dude si ciia ban vé tat cd cdc thu6c ma ban dang dung, hodc
mdi vita ding, k€ cd nhitng thudc ban ty mua vé dung.

Ban can bdo cho bdc sinéu ban dang st dung thudc c6 chita ketoconazol.

Thitc dn va thudc khdng acid:

Thic 4n 1am ting nhe va thudc khang acid 1am gidm nhe sinh kha dung cia famotidin, nhung
céc tdc dung nay khong dnh hudng quan trong dén tic dung lam sang. Famotidin con cé thé
phéi hdp v6i thude khang acid.

Tdc dung dén sy thanh thai thudc J gan:

Khdc v6i cimetidin va ranitidin, famotidin khéng tc ché chuyén héa bing hé enzym gan
cytochrom P450 cdc thudc bao gbébm warfarin, theophylin, phenytoin, diazepam, va
procainamid. Famotidin ciing khong tdc dong dén chuyén héa, d thanh thai va nilta ddi clia
aminopyrin or antipyrin. Tuy nhién, thudc ciing ¢6 it tic dung dén cytochrom P450 va can
phai ¢6 thém kinh nghiém diing thudc lau dai va liéu twdng doi cao d€ x4c dinh tiém nang,
néu cé, tic dung quan trong vé ldm sang. Famotidin khong d4nh hudng dén bai ti€t cla
indocyanin xanh luc.

QUA LIEU VA PIEU TRI

P43 ¢6 nhitng bénh nhan bi ting ti€t dich bénh 1y dudc diéu tri v6i liéu 1én dén 800 mg/ngay
trong hon 1 nim ma khong ghi nhan tac dong bat lgi trim trong nao.

Piéu tri quéa liu: di€u tri hd trg va di€u tri triéu ching cing vdi theo doi 1am sang bénh
nhan.

TAC DUNG KHONG MONG MUON

Thong bdo cho bdc sy nhitng tdc dung khong mong muén gdp phdi khi sit dung thuéc

Ciing nhu cac thude khéc, thudc Quamatel ¢6 thé tic dung khong mong mudn hi€m gap.

Céc tdc dung khong mong muon sau diy dude bdo cdo 1a hi€m gap hodc rat hi€m gip. Trong
nhiéu trudng hdp, mai quan hé nhan qua vdi liéu phap famotidin chua duge xdc lap.

Phén loai cd quan hé théng MedDRA Hi€émgip | Rat hi€ém Chua bi€t (khong
/tan suit (>1/10,000 dén (<1/10,000) udc tinh dudc tir s6
<1/1,000) | ligu hién c6)
R&i loan hé mau va bach huyét Mat bach ciu hat |
Giam bach cau




Gidm toan thé
huyét ciu
Giim tiéuv cio

R4i loan hé mién dich

Phin ng phin vé

R&i loan dinh dudng va chuyén héa

Chén dn

R&i loan tim than

Trim cadm
Ao gide
Kich dong
Lo ling
Ld lan

R&i loan hé thin kinh

Dau diu
Chodng ving

s PR ”
Roi1 loan tai va mé dao

U tai

R&i loan trén tim

Loan nhip tim
Block nhi that

Réi loan hé hip, ngye va trung that

Co thit ph€ quin

R4i loan tiéu héa

Tiéu chay
Tdo bén

Khé chiu & bung
Budn nén

Nén

Khd miéng

Roi loan gan mat

Vang da f mit

R#&i loan da va md dudi da

Mun tring cd
Rung 1&ng téc
Phit mach

Khé da

Hoai tif bidu bi
nhiém doc
May day

Ngita

R&i loan co xuong va mo lién k&t

Pauv khdp
Chudt it

Réi loan nguc va hé sinh sin

Chitng vi to d
nam gidi *

R&i loan 1ai chd va toan than

Mét moi
S6t nhe

Thim khidm

Enzym gan bat
thudng

* Chiing vu to § nam gi6i hi€m khi xady ra va phuc hdi khi ngiing didu tri.

PIEU KIEN BAO QUAN

Bdo quin noi khd rdo, nhiét d 2-8"C trong bao bi géc, tranh 4nh sdng.

Khéng diing thude di qud han ghi trén bao bi.
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HAN DUNG
3 nim k€ tif ngay san xuit.

TEN VA PIA CHI CUA NHA SAN XUAT VA

CHU SG HUU GIAY PHEP LUU HANH SAN PHAM
Gedeon Richter Plc.

GyOémréi tt 19-21, Budapest, 1103, Hungary

Ngay duyét lai ndi dung 1o hudng dén sit dung: 20.09.2016
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