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1. Thanh phan

Mbi 10 ml chira:

Thanh phan dugc chat:

Nhom hydroxyd gel KhO........cccvevieiiiiiieeeeeeee e, 440 mg

(Nhom hydroxyd 336,6 mg)

Magnesi hydroxyd (duéi dang magnesi hydroxyd paste 30%) ..... 390 mg

Thanh phan ta dugc: Natri carboxymethyl cellulose, carrageenan, glycerin, sorbitol,
sucralose, methyl parahydroxybenzoat, propyl parahydroxybenzoat, huong chanh, huong
bac ha, nude tinh khiét

2. Dang bao ché

Hon dich ung

Hon dich mau trang, dong trong chai 90 ml, 120 ml, 150 ml, 180 ml va 210 ml hoic goi
10 ml

3. Chi dinh

Khang acid trong diéu trj cac bénh loét da day - t4 trang, viém da day, ching ¢ ndng, tang
tiét acid da day

Diéu tri chimg kho tiéu



Giam céc triéu chting ¢ ndng va kho tiéu lién quan dén trao ngugc da day trong thoat vi
gian doan (thoat vi hoanh), viém thyc quan trao nguoc va céac trung hop tuong tu

4. Cach dung va liéu dung

Liéu dung

Nguoi 16n, ngudi gia va tré em trén 12 tudi: Udng 10 - 20 ml/lan x 3 lan/ngdy. Udng
thudc sau bira an tir 20 phat dén mot gio va trude khi di ngi hodc theo yéu cau ciia bac si
Tré em dudi 12 tudi: Khong khuyén cdo

Cach dung

Thudc sir dung dudng udng

Lac k¥ thude trudce khi st dung

5. Chéng chi dinh
Khong nén str dung ¢ nhitng bénh nhan bi suy nhugc nang hodc suy than; bénh nhan co
tién sir di tng v4i mot trong cac thanh phan cua thude

6. Canh bao va thin trong khi dung thudc

Nhém hydroxyd co thé giy tdo bon va qua liéu cac mudi cua magnesi cé thé gay giam
nhu dong rudt.

Udng liéu luong 16n Amfortgel ¢ thé gay ra hodc 1am nghiém trong hon su tac rudt ¢
bénh nhan c6 nguy co cao, vi du nhu & bénh nhan cao tudi hodc suy than

Nhém hydroxyd khéng duoc hip thu t6t & dudng tiéu hoa, do d6 hiém khi c6 tac dong
trén toan than véi bénh nhan c6 chuc nang than binh thuong. Tuy nhién, khi sir dung
Amfortgel qua lidu hay kéo dai hodc voi lidu thong thuong & bénh nhan c¢é ché d6 an it
phospho c6 thé dan dén thiéu phosphate (do lién két nhom - phosphate), 1am ting pha hay
Xuong va ting canxi niéu, nguy co dan dén chimg nhuyén xwong. Can than trong trong
cac truong hop st dung thude kéo dai hodc ¢ bénh nhan c6 nguy co thiéu hut phosphate
O bénh nhén suy than, néng d6 ciia nhom va magnesi trong huyét tuong tang, néu s
dung liéu cao va kéo dai mudi nhom va magnesi co thé dan dén bénh suy giam tri nho,
thiéu mau hong cau nho

Nhom hydroxyd cé thé khong an toan dbi véi bénh nhan rdi loan chuyén hoa porphyrin
dang duoc thim tach mau

Amfortgel c6 chira sorbitol, do d6 khong nén st dung & nhiitng nguoi khong dung nap
fructose do di truyén

O tré nho, st dung magnesi hydroxyd c6 thé gy ting magnesi mau, dic biét khi tré bi
suy giam churc nang than hodc mat nudc

Thudc chira methyl parahydroxybenzoat, propyl parahydroxybenzoat c6 thé gay di Gmg
(phan tng di rng mudn)



7. Str dung cho phu nir c6 thai va phu nir cho con bu
Céc nghién ctu trén dong vat cho thdy khong cé cac tac dung c6 hai truc tiép hodc gian
tiép ddi v6i thai ky, su phat trién thai, sy sinh san hodc anh huong sau khi sinh
Phu nir co thai

Can tham van ¥ kién béc si trudce khi dung thude. Khong ¢ dir liéu vé sir dung thude
cho phu nit ¢6 thai, chi nén dung thude néu loi ich vuot trdi so voi nguy co
Phu nit cho con bu

Do duoc hép thu c6 gié1 han & nguoi me, nén khi str dung theo khuyén cao, du kién
chi mot lwong rat nhé nhom hydroxyd va mudbi magnesi duoc bai tiét vao trong sira
Thudc khong c6 anh hudng d6i véi tré so sinh va tré nhé khi bu sita me do néng d6 nhom
hydroxyd, magnesi hydroxyd toan than & phu nir cho con bu 1a khong dang ké

8. Anh huéng cua thuoc Ién kha nang lai xe, van hanh may méc
Chua c6 bang chung vé anh hudng cua thuoc 1én kha nang 1ai xe, van hanh may moc

9. Twong tac, twong ky,

Khong nén dung dong thdi Amfortgel véi cac thube khac do Amfortgel c6 thé anh hudng
dén sy hap thu cua cac thude khac trong vong 1 gio sau khi uéng

Thanh phan nhom trong thubc khang acid co thé can trd sy hap thu cia cac thudc nhu
tetracyclin, cac vitamin, ciprofloxacin, ketoconazole, hydroxychloroquine, chloroquine,
rifampicin, cefdinir, cefpodox-ime, levothyroxine, rosuvastatin

Can than trong khi sir dung dong thoi véi polystyrene sulfonate do nguy co tiém an lam
giam hiéu lyc gan kali cua resin, gay nhiém kiém chuyén hoa & bénh nhan suy than (da
dugc bao cao voi nhom hydroxyd va magnesi hydroxyd) va bénh nhan tic rudt (da dugc
bao cdo voi nhom hydroxyd)

Can than trong khi sit dung dong thdi véi céc citrat do c6 thé 1am ting néng do nhém
trong mau, dac biét ddi v6i bénh nhan suy than

Sy kiém hoa nudc tiéu phu thudc vao viée sir dung magnesi hydroxyd c6 thé lam thay doi
su bai tiét mot s6 loai thudc: Tang bai tiét salicylates da dugc ghi nhan

10. Tac dung khong mong mudn

Ngtmng sir dung thudc Amfortgel va gip bac si hodc dén bénh vién ngay 1ap tirc néu
co triéu chiing phat ban da (d6 va sung da), sung mi méat, mat, moi, miéng hay ludi, kho
thd hodc kho nuét. Cac triéu ching nay co thé 1a dau hiéu ciia phan ung di ing
Céc tac dung khong mong mubn duoc liét ké dudi day theo hé co quan, tan suit gip va
mitc d6 nghiém trong, v&i quy udc vé tan suat gap: Rat thuong gip: > 1/10; thuong gap:
2 1/100 dén < 1/10; it gap: > 1/1000 dén < 1/100; hiém gap: > 1/10.000 dén < 1/1000, rat
hiém gip: < 1/10.000 va khong duoc biét dén (khong thé dénh gia dua trén dit liéu hién
co)



Réi loan hé tho”'ng mién dich

Khoéng duoc biét dén: Cac phan img qua man, vi du nhu: nglra, néi may day, phu
mach va cac phan ung phan v¢
Réi loan tiéu héa:

it gap: Tiéu chay hoic tio bon

Khong dugc biét dén: Pau bung
Réi loan chuyén héa va dinh dwéng

Rét hiém gip: Tang magnesi mau, bao gom triéu chimg quan sat duoc sau khi dung
magnesi hydroxyd kéo dai & bénh nhan suy than
Khong dugc biét dén: Tang nong d6 nhom trong méu, giam phosphate méau, khi sir dung
thudc kéo dai hay lidu cao hodc tham chi liéu binh thuong & bénh nhan c6 ché do an
phospho thap c6 thé lam ting canxi niéu va tang pha hiy xuong, chirmg nhuyén xuong

11. Qua liéu va xir tri
Ddu hiéu va triéu chirng qud liéu

Khi qué liéu thude thuong it gy ra cac tridu chimg nghiém trong
Céc tridu chimg qua lidu cap tinh da duoc bao cao d6i v4i dang két hop gitra nhom
hydroxyd va mubi magnesi bao gdm; Pau bung, tiéu chay, non
St dung mét lidu 16n thube nay cé thé gy ra hodc lam nghiém trong hon su tac rudt &
bénh nhan ¢ nguy co cao, vi du nhu & ngudi cao tudi hodc suy than
Xk tri khi qua liéu

Nhom va magnesi duoc thai trir qua nude tiéu. Piéu tri qua lidu cip tinh bang cach
tiém tinh mach calcium gluconate, két hop véi bu nude va loi tiéu cudng buc. Trong
truong hop suy giam chtrc ning than, thAm phan phuc mac hodc thim tich mau 14 cin
thict

12.Tai li¢u tham khao:
T& huéng dan st dung thude
Dugc Thu Qudc Gia Viét Nam



DE XA TAM TAY TRE EM. DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
LAC K¥ TRUGC KHI DUNG

THANH PHAN

Mdi 10 ml chifra:

Thanh phdn dugc chit:

Nhom hydroxyd gel kho 440 mg
(Nhém hydroxyd 336,6 mg)

Magnesi hydroxyd (dudi dang magnesi hydroxyd paste 30%) m— 1
Thanh phén ta duoc: Natri carboxymethyl cellulose, carrageenan, glycerin, sorbitol, sucralose, methyl
parahydroxybenzoat, propyl parahydroxybenzoat, hudng chanh, huang bac ha, nudc tinh khiét
DANG BAO CHE

Hén dich uéng

Hb? dich mau tréng, déng trong chai 90 ml, 120 mi, 150 mi, 180 ml va 210 ml hodc goi 10 ml

CHIDINH

Khang acid trong diéu tr| cic bénh loét da day - ta trang, viém da day, ching ¢ néng, ting tiét acid da
day

Diéu tr| chimg khoé tiéu

Glam céc triéu chung g ndng va khé tiéu lién quan dén trao ngugc da day trong thoat vi gldn doan (thoat vi
hoanh), viém thuyc quan trao ngugc va cac trudng hop tuong ty

CACH DUNG VA LIEU DUNG

Liéu dung

Ngudi 16n, ngudi gla va tré em trén 12 tudi: USng 10 - 20 mi/ldn x 3 18n/ngay. USng thudc sau bida &n tir
20 phut dén mét gid va trudc khi di ngl hodc theo yéu cdu cia bac si

~=~Tré em dudi 12 tudi: Khong khuyén cio

Cach diung

Thuéc sif dung dudng udng

Léc ky thubc trudc khi s dyung

CHONG CHI BINH ,

Khéng nén sir dung & nhimg bénh nhan bj suy nhugc ning hodc suy than; bénh nhan cé tién sir d| ing
v&i mdt trong cac thanh phén cla thudc

CANH BAO VA THAN TRONG KHI DUNG THUGC

Nhém hydroxyd c6 thé gay tao bén va qué liéu cac mudl ciia magnesi c6 thé gdy gidm nhu déng rudt.
U6ng liéu lugng I6n Amfortgel c6 thé gdy ra hodc lam nghiém trong hon sy tic rudt & bénh nhan ¢6
nguy ca cao, vi dy nhu & bénh nhén cao tudi hojc suy thin

Nhém hydroxyd khéng dugc hép thu tt & dudng tidu hda, do 86 hiém khi c6 tic 4dng trén toan than
vdi bénh nhéan cé chic ndng than binh thudng. Tuy nhién, khi st dyng Amfortgel qua liéu hay kéo dai
hodc véi liéu théng thudng & bénh nhan c6 ché d4 an it phospho c6 thé din dén thi€u phosphate (do
lién két nhém - phosphate), lam tdng phd hiy xuong va ting canxi niéu, nguy co dan dén ching
nhuyén xuong. Cn than trong trong cac truding hgp sif dyng thudc kéo dai hodc & bénh nhan cé nguy
co thiéu hut phosphate

& bénh nhan suy than, néng dé ctia nhém va magnesi trong huyét tuong tang, néu sir dung liéu cao va
kéo dai mudl nhém va magnesi 6 thé dan dén bénh suy gldm tri nhd, thi€u mau héng cdu nhd

Nhém hydroxyd c6 thé khdng an todn d8i véi bénh nhan réi loan chuyén héa porphyrin dang dugc
thdm tach méau

Amfortgel cé chua sorbitol, do d6 khéng nén st dung & nhing ngudi khéng dung nap fructose do di
t n

Crl‘g: nhé, st dung magnesi hydroxyd c6 thé gdy tdng magnesi méu, dic biét khi tré b| suy gidm chic
nang than hodc mat nudc

Thuéc chia methyl parahydroxybenzoat, propyl parahydroxybenzoat c6 thé gdy d| ing (phan tng dj
Ung mudn)

SU DUNG CHO PHUY NU' CO THAI VA PHY NU CHO CON BO

Cac nghién ciu trén ddng vat cho thdy khdng cé cdc tac dyng c6 hal tryc tiép hodc gidn tiép d6i vdi thai
ki, su phat trién thal, sy sinh san hodc dnh hudng sau khi sinh

Phy nir cé thai

Cén tham vén y kién bac si trudic khi diing thube. Khong ¢b dir ligu vé sit dung thubc cho phy nlr cé thal,
¢hl nén ding thudc néu lgi [ch vugt trol so véi nguy co



Phuy nii cho con bi
Do duge hdp thu cd gidi han & ngudi me, nén khi sir dung theo khuyén céo, dy kién chi mét lugng rét
nhé nhém hydroxyd va mudi magnesi dugc bai tiét vao trong sisa
Thubc khéng c6 dnh huéng déi véi tré so sinh va tré nhé khi bu sifa me do néng d6 nhém hydroxyd,
magnesi hydroxyd toan than & phu nif cho con bu 1a khong dang ké
ANH HUONG CUA THUSC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 bing chimg vé anh hudng cia thudc 1én kha nang ldi xe, van hanh may méc
TUONG TAC, TUONG KY
Khéng nén ding déng thai Amfortgel vai cac thudec khac do Amfortgel cé thé dnh huéng dén su hip
thu clia céc thudc khac trong vong 1 gid sau khi uéng
Thanh phin nhdm trong thudc khang acid c6 thé can trds sy hdp thu cla cae thube nhu tetracyclin, cac
vitamin, ciprofloxacin, ketoconazole, hydroxychloroquine, chloroquine, rifampicin, cefdinir, cefpodox-
ime, levothyroxine, rosuvastatin
Cén thdn trong khi sir dung ddng thai véi polystyrene sulfonate do nguy ca tiém &n lam gidm hiéu lyc
gdn kali cia resin, gdy nhiém kiém chuyén héa & bénh nhan suy than (43 duogc béo cdo vdi nhém
hydroxyd va magnesi hydroxyd) va bénh nhan tac ruét (da dugc bao cdo vdi nhém hydroxyd)
Can than trong khi sir dung déng thdi vdi céc citrat do c6 thé 1am tang néng dé nhém trong mau, dac
biét 6l véi bénh nhan suy than
Su kiém héa nudc tiéu phy thude vao viéc st dung magnesi hydroxyd cé thé 1am thay déi su bai tiét
mot s& loal thudc: Tang bal tiét salicylates da dugc ghi nhan
TAC DUNG KHONG MONG MUGN
Ngimg sirdung thudc Amfortgel va gap bac s hodc dén bénh vién ngay lap tuc néu cé triéu ching phat
ban da (6 va sung da), sung mi mat, mat, moi, miéng hay ludi, khé thd hodc khé nudt. Cc tridu ching
nay cé thé 1a ddu hiéu ctia phan ing di iing
Céc téc dung khéng mong mudn dugc liét ké dudi day theo hé co quan, tén sudt gap va muc dé nghiém
trong, vdi quy udc vé tin sudt gap: Rdt thudng gdp: = 1/10; thudng gap: = 1/100 dén < 1/10; it gdp: = 1/1000
dén < 1/100; hiém gdp: 2 1/10.000 dén < 1/1000; rdt hiém gdp: < 1/10.000 va khdng ducc biét dén (khong thé
danh gid dya trén di liéu hién co)
R&i loan hé théng mién dich
Khéng dugc biét dén: Cac phan (g qua man, vi du nhu: ngta, néi may day, phi mach va cac phan (ng
phan vé
R&i loan tiéu héa
It gdip: Tiéu chay hodc tao bén
Khéng dugc biét dén: Dau bung
R&i loan chuyén héa va dinh dudng
Rdt hiém gdp: Tang magnesi mau, bao gém triéu chimg quan sat dugc sau khi dung magnesi hydroxyd
kéo dai & bénh nhéan suy than
Khéng duge biét dén: Tang ndng dé nhdm trong méu, gidm phosphate mau, khi sir dung thuéc kéo dai
hay liéu cao hodc tham chi liéu binh thudng & bénh nhén cé ché dé an phospho thap cé thé lam tang
canxi niéu va tdng phd hiy xuong, chiing nhuyén xuong
Théng bdo ngay cho bdc si hodc dugc si cde tdc dung khéng mong mudn gdp phdi khi sl dung thuéc
QUA LIEU VA XU TR
D&u hidu v tri¢u ching qua liéu
Khi qua liéu thudc thudng it gay ra cac triéu ching nghiém trong
Céc triéu chiing qué liéu cdp tinh da dugc bio cdo déi vdi dang két hop gita nhom hydroxyd va mudi
magnesi bao gém: Pau byng, tiéu chdy, nén
Sir dung mdt liéu I6n thudc nay c6 thé gay ra hodc lam nghiém trong han sy tic ruét & bénh nhan c6
nguy co cao, vi du nhu & nguéi cao tudi hoc suy than
Xir tri khi qué lidu
Nhém va magnesi dugc thai trif qua nudc tiéu. Diéu tri qud liéu cap tinh bing cach tiém tinh mach
calcium gluconate, két hgp véi b nuéc va Igf tiéu cudng bic. Trong trudng hop suy glam chie nang
than, thdm phan phuc mac hodc thdm tach mau 13 cdn thiét
QUY CACH DONG GOI ‘
Hop 1 chal, méi chai déng mét trong céc thé tich: 90 ml, 120 ml, 150 ml, 180 ml, 210 mi
Hép 20 g61 10 mi

QUAN
Nai khé, duéi 30 °C
TIEU CHUAN: Tiéu chusin co s&
HAN SU DUNG
36 thang ké tir ngy sdn xuft
30 ngay sau khi mé ndp I18n ddu

S4n xudt bol @m«opbon

CONG TY CO PHAN TAP DOAN MERAP
Tan Tién, Van Giang, Hung Yén, Viét Nam




