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THANH PHAN CONG THUC THUOC:

M&i g6i hon dich 15ml c6 chia:

Thanh phcfn T —— 1500mg.
Thénh phan td dwoc: Microcrystallin cellulose and Carmellose natri (89:11) (Vivapur MCG®
591P), Croscarmellose natri 415-770 mPa.s (Blanose® CMC 7MF PH), Croscarmellose natri
1425-2660 mPa.s (Blanose® CMC 9M331F PH). saccharin natri, sorbitol 70%, clorhexidin
diacetat, simeticon, hwong bac ha, nuée tinh khiét.

DANG BAO CHE:
Hon dich uéng - )
MGé ta dang bao ché: Hon dich mau trang ¢6 mui bac ha.

CHI PINH: 1 ‘

Thuoc duoc (‘;hi dinh dé lam giam va diéu tri triéu ching ¢ nong va ¢ chua & nguoi 16n va tré

em trén 12 tudi. /e
[ b

LIEU DUNG, CACH DUNG: "\1

Li¢u ding:

Nguoi I6n va tré em trén 12 tudi

Liéu khuyén céo 1a 1,5 gram (1 goi), ba lan mot ngay, tdt nhét 13 30 phat dén mot gidr sau bita
an chinh.

Néu cac triéu chimg ¢ nong, ¢ chua véin con, ¢6 thé ding thém mét liéu trude khi di ngo.
Nhung khéng duge vuot qua 8 gram moi ngay.

Thude nay khong nén duoc sit dung qua 14 ngay trir khi c6 sy chi dinh hodc giam sét cua bac
sT. Néu cdc triéu chirng o néng, ¢ chua van con, can danh gia tinh trang 1dm sang.

Bénh nhdn cao tuoi

Khéng can diéu chinh lidu & nhom tudi nay.

Bénh nhdn suy thdn )

Khéng khuyén cdo dung thude cho bénh nhén suy thin ning.

Bénh nhén suy thin nhe dén trung binh nén tranh dung lidu cao.

Céch dung:

Géi thude phai duge ép nhiéu lan trude khi mé dé sir dung hét phan thube bén trong. Hon dich
udng cb thé duoc udng truc tiép tir géi hodc ¢6 thé dé thudce trong goi vao nira cbe nuée, khudy
déu va udng ngay.

CHONG CHI PINH :

- Qua mAn véi almagate hodc véi bat ky thanh phan nao cua thude.

- Bénh nhan méc bénh Alzheimer.

- Xuét huyét duong tiéu hoéa hodc truc trang chua duge chin dodn, bénh t, phu né, tién san
gidt, tiéu chay.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
Bénh nhan tré em



Khéng nén dung thudc khang acid cho tré dudi 12 tudi vi co thé s& che gidu cac bénh da cd tir
trude (vi du nhu viém rudt thira). O tré nho, ¢ nguy co ting magnesi mau hodc ngé ddc nhdm,
dic biet néu tré bj mat nuwde hodic bi suy than.

Bénh nhdn suy thdn

Almagate khong dugc khuyén cdo cho bénh nhan suy thin nang. Cén thén trong khi ding
almagate cho bénh nhan suy than nhe dén tr ung binh. Cén tranh dung liéu cao do c6 thé tich tu
l4u dai cdc ion nhém va magnesi trong co thé.

Bénh nhén cao tuéi

O nhimg bénh nhan nay, viéc sir dung lién tuc thude khang acid c6 chira nhom cé thé 1am ning
thém mot s6 bénh 1y vé xwong hién c6 (lodng xwong va nhuyén xwong), do giam phospho va
calci. Khong nén dung thudc khéng acid chira nhém cho bénh nhan mic bénh Alzheimer. M6t
s6 nghién ctru di chi ra rang nhom c6 thé phét trién thém triéu chimg bénh Alzheimer vi nhém
duge tip trung trong dam rdi than kinh mé nio.

Cén st dyng than trong & bénh nhan ¢6 ché do an it phospho, tiéu chay, kém hip thu hoic suy
nhwroc nghiém trong, vi ion nhém c6 xu huéng hinh thanh mudi phosphat khéng hoa tan trong
rudt, lam giam su hép thu ciia phospho va dugc bai tiét qua phan. O nhiing bénh nhan nay, dic
biét khi diing thubc lau dai, ¢6 thé giy ra tinh trang giam phosphat mau (chan an, yéu co, mét
méi...) va nhuyén xuong.

Cén théng béo cho bac si néu c6 bét ky tridu chimg xuat huyét tiéu hoéa nao, nhur nén ra mau
hoc phan dbi sang mau den.

Canh bdo vé ti duge

Thudc nay chia 1,05 g sorbitol trong moi goi. Bénh nhan mac ching khong dung nap fructose
di truyén (IHF) khong nén ding thude nay.

Thubc nay chira it hon 1 mmol natri (23 mg) moi goi, vé co ban dugce coi 14 “khéng chira
natri”.

Thpéc ndy c6 chira sulfit nhung hiém khi giy ra phan tmg qua min nghiém trong va co thit
phé quan.

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

Phuy nit co thai:

Diing thuéc khéng acid khi mang thai dugc coi la an toan, nhung chéng chi dinh str dung thuéc
kéo dai hodc lidu cao do tic dung toan than c6 thé xay ra. Mot s6 nghlen clru d3 chi ra ring
truomg hop ting calei mau va ting/ha magnesi mau don 1¢ lién quan dén viée dung thube khang
acid kéo dai trong thoi ky mang thai. Cac trudng hop cd biét ting phan xa gn xuong ciling da
duoge mo ta o thai nhi va tré so sinh c6 me sur dung thube khang acid chira nhom hodc magnesi
kéo dai va & lidu cao.

Phu nir cho eon bu:

Mac du moét [uong nho nhom va magnesi co thé duoc bai tiét qua sira me, nhung nf“mg do cua
chiing khong du cao dé gdy tdc dung phu & (ré bl me. Nén tranh sit dung kéo dai va/hodc liéu
cao.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Almagate khong anh huwong hodc anh huong khéong dang ké dén kha nang lai xe va van hanh
may moc.

TUONG TAC, TUONG KY CUA THUOC:

Thubc khang acid lam thay d01 su hap thu ctia nhiéu loai thube, vi vay nén udng almagate cach
xa bét ky loai thude nao khac.

C6 nhimg nghién ciru chimg minh almagate 1am giam hip thu cta céc thude chng viém khong
steroid (acid flufenamic hodic mefenamic, indomethacin), thudc chéng loét da day (cimetidin,
famotidin, ranitidin), cac digitalis (digoxin, digitoxin), chlorpromazin, lansoprazol, prednison.
Giam hép thu gabapentin va ketoconazol c6 thé xay ra do thay doi do pH trong dudng tiéu héa.
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V6i cac loai thude nhu penicillamin, cac quinolon (ciprofloxacin), tetracyclin (chlortetracyclin,
demeclocyclin, doxycyclin), mudi sit (sit sulfat), viéc giam hip thu 14 do viéc tao thanh céc
phirc hop kém hoa tan, vi vy nén dung céach xa 2 hoac 3 gio. '

V6i quinidin, ddc tinh di dwoc ghi nhan do giam bai tiét (do kiém hoa nuére tiéu)

Vi salicylat (acid acetylsalicylic), cac nghién ciru cho thiy ndng do salicylat giam do tang bai
tiét (do klcm héa nude tiéu), déc bi¢t khi dung lidu cao salicylat. Chi nén sit dyng thudc khang
acid ¢6 mu6i nhém vi chiing ¢6 it tic dung hon.

Nén uong hdn dich uéng almagate 1,5 g it nhét 3 gior sau khi ding bét ky loai thuéc nao khic.

TAC DUNG KHONG MONG MUON CUA THUOC:

Do khé nang hép thu kém & rudt nén tic dung khéng mong mudn cia almagate rat hiém.

Réi loan tieu hoa:

Tiéu chay. tan sudt khong 15 (khéng thé wéc tinh tir dit liéu co sin). No6i chung triéu chimg
thuong nhe, thodng qua va bién mét sau khi ngimg diéu tri.

QUA LIEU VA CACH XU TRi: ‘ \ ,
O nhing bénh nhan c6 ché d§ an it phospho va/hodc di€u trj kéo dai voi liéu cao, no ¢6 the 1am
giam nong do phosphat méu va gy ra chirng nhuyén xwong.

PAC TINH DUQC LUC HOC:

Nhém dwge Iy: Thude khang acid, phirc hop ciia nhom va magnesi.

Ma ATC: A02A DO3

Almagate 13 hoat chét ¢6 tac dung trung hoa acid chlohydric va tic ché pepsin hoat tinh. N
ciing c6 kha nang hip phu va trung hoa acid mét.

Dung thudc ndy qua dudng ubng gitip trung hoa acid chlohydric. Nhr vdy, 1 gam almagate
trung hoa duogc 28 mmol HCI theo phuong phap USP (United States Pharmacopoeia).

Trong céac thir nghiém in-vitro, almagate da chirng minh kha ning trung hoa ctia né. Trong thir
nghiém in-vitro cia Holbert v6i dich da day nhan tao, ngudi ta quan st thiy rang, trong mot
phut, 1g almagate da nang do pH cua dich vi tir 1,27 1én 3,92.

Théng qua céc nghién ciru do pH da day luc d6i, da chi ra rang almagate c6 tic dung khoi phét
nhanh chéng. Trong m§t nghién ciru ¢ nhitng ngudi tinh nguyén khoe manh, ngudi ta da chirng
minh ring almagate ¢¢ tic dung trung hoa acid da day (> pH 3) nhanh chéng (<1 phut), va duy
tri tic dung nay trong khoéng mét gio.

Bang cach hut dich da day & nhitng ngudi tinh nguyén khoe manh, nguoi ta dé ching minh
rang almagate ¢6 kha nang trung hoa acid chlohydric trong da day & diéu kién co ban va sau
khi kich thich bing pentagastrin, ciing nhw kha ning bét hoat pepsin.

Trong mot nghién ctu trén nguoi tinh nguyén khoe manh, khong quan sit thdy su gia ting
déng ké nao vé ndng do nhom va magnesi trong huyét thanh sau khi dung liéu lap lai almagate.
Trong mot nghién ciru ldm sang chco mu d6i, duge thiét ké dé so sanh hai cong thic cia
almagate 1,5 g, trong do, dung mot litu udng 1,5 g almagate va thyc hi¢n phép do pH sau bira
an, nguoi ta thiy rang almagate da cai thién céc théng so do duge trong chi s6 pH, so véi viée
khong thyc hién diéu tri.

PAC TINH DUQC PONG HOC :

Céc ion nhom va magnesi duogc hdp thu rét it & rudt. Chi hép thu phin ion ndm trong hop chéit
hoa tan va lugng du ciia chiing khong két tiia trong rudt.

Mot lugng nho duge hép thu s& nhanh chéng duoc dao thai qua than, do d6 khong ¢6 nguy co
ngd ddc khi dung thude khang acid trir khi co suy thin tién trién hodc bénh Alzheimer.

Dit liéu tién lam sang

Trong cac nghién ciru vé dde tinh cép tinh & chudt nhit va chudt céng duoc didu trj voi lidu
4000 mg/kg almagate, khéng quan sat thiy ddu hiéu nhiém doc nao. Trong céc nghién ciru déc
tinh man tinh & chudt duge diéu tri bing almagate v6i liéu 500, 1000 va 2000 mg/kg trong 4
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tu'ﬁn, cling khong quan sat thdy dau hi¢u nhiém ddc nao. Doc tinh thip ciia almagate qua duong
uong la do sinh kha dung toan than thap.

TIEU CHUAN CHAT LUQNG:
Nha san xuat

BAO QUAN:
Béo quan dudi 30°C.

QUY CACH PONG GOI:
Hop 16 gbi x 15ml.

HAN DUNG:

36 thang ké tir ngay san xuét.

S6 16 san xudt (Batch No.), ngay san xudt (Mfg. Date), han ding (Exp. Date): xin xem trén
nhan bao bi.

Sen xudt tai Tay Ban Nha boi:
SAG MANUFACTURING, S.L.U
Carretera Nacional I, Km. 36 28750 San Agustin de Guadalix, Espana/Spain.



