DIGAZO_

DEXATAMTAY TREEM.
DOCKYHUGNG DAN SUDUNG TRUGCKHIDUNG.

THANH PHAN: Cho 1vién

-Thanh phén hoat chét:

Nhoém hydroxyd dang gel khé:400 mg

(tuong duong nhém hydroxyd: 306 mg hodc nhém oxyd: 200 mg)
Magnesi hydroxyd: 400 mg

Simethicon (dudi dang bét simethicon 60% -70%):40 mg

- Thanh phén ta dugc: Mui tutti frutti bot, povidon K30, aspartam,
lactose monohydrat, tinh ddu bac ha, magnesi stearat visa da.

DANG BAO CHE: Vién nén nhai (vién nén tron mau tring, mot mat c6
vachngang, mét mattron).

CHIDINHPIEUTRI:

Diéu tri triéu chiing cac trudng hop do tang tiét acid qua muc nhu kho
tiéu, dau viing thugng vi, truéng bung, ddy hoi, g chua, ting dé acid,
dau rat da day, va cac réi loan thudng gap trong bénh ly loét da day ta
trang, thucquan.

LIEU LUONG VA CACHDUNG:

Liéu lugng:

-Ngu®ilén (bao gém ngudi cao tudi) va tréem > 12 tudi: 1- 2 vién, 3-4
1an mdi ngay, dung tir 20 phut dén 1 giés sau cac bira &n va trudc khi di
ngl.Téidakhong qué 12 vién motngay.

-Tré em du6i 12 tudi:Khéng nén dung hodc hdiy kién ctia bac si.

Céch dung:Thuéc diing dé nhai, nhai ky vién thudc truéc khinuét.

CHONG CHIDINH:

-Quaméan cdm v6i mot trong cac thanh phén ctia thude.

- Ngudi bi suy nhugc nang, suy than, ting magnesi mau, giam phosphat
mau.

-Tré nhé vi nguy co nhiém doc nhém, déc biét 1a tré em mat nudc/suy
than.

CANHBAOVATHANTRONG KHI SUDUNG:

-Khéng nén dung liéu téi da qua 2 tudn ma chua cé y kién clia bac si.
-Nhém hydroxyd cé thé gay tdo bén va diing qua liéu cac mudi magnesi
c6 thé gy gidm nhu déng ruét, dung liéu cao sdn phdm nay c6 thé gay
ra hodc lam nang thém su tc ruét d nhiing bénh nhan c¢6 nguy co cao
nhu nhitng ngudi bi suy than hodc ngudi cao tudi.

-&bénh nhan c6 chiic nang than binh thudng, nhém hydroxyd it dugc
hép thu qua dudng tiéu héa nén tdc dung toan than la khéng déng ké.
Tuy nhién, st dung lau dai liéu cao hodc tham chilliéu binh thudng & bénh
nhan cé ché dd an it phospho, c6 thé ddn dén su suy gidm phosphat (do
gén két nhom — phosphat) di kém vdi tang tiéu xuong va ting calci
niéu véi nguy co nhuyén xuong. Can khuyén cao cho cac bénh nhan
cénguy cagiam phosphat dung thudc dai han.

- & cac bénh nhan bi suy than, néng d6 trong huyét tuong clia nhom
va magnesi thudng tang cao. & nhiing ngudi nay su tiép xdc véi liéu
cao cdc mudi nhém va magnesi cé thé dn dén sa sut tri tué, thiéu mau
héng cdunhd.

Vién nén nhai

- Nhém hydroxyd cé thé khéng an toan & bénh nhan bi réi loan
chuyén héa porphyria dang thdm phan mau.

- Do thudc ¢6 chita ta dugc lactose monohydrat cén than trong cho
bénh nhan c6 cac van dé vé di truyén hiém gap khéng dung nap
fructose, gidm hdp thu glucose-galactose hodc thiéu sucrose-
isomaltase khéng nén dung thudc nay.

TRUONG HOP COTHAIVA CHO CONBU:

Phunicé thai

-Tinh an toan ctia thudc khi sit dung cho phu nit trong thai ky mang
thai chua dugc thiét lap.

- Do su hdp thu clia ngudi me rat han ché nén khi st dung & liéu
khuyén cdo, cé rat it lugng mudi nhém hydroxyd va mudi magnesi két
hop dugc bai tiét vao sira me.

-Simethicon khéng duoc hap thu qua dudng tiéu hba.
Phunitchoconbu

-Thuéc khéng gay anh hudng gi d6i véi tré sosinh / tré em b me vi su
ti€p xuc toan than cta phu nit cho con bu véi nhém hydroxyd,
magnesi hydroxyd va simethicon la khéng dang ké.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC:

Chua c6 béo céo vé anh hudng clia thudc dén kha nang lai xe, van
hanh mdy méc.

TUONG TAC, TUONG KY VGI CAC THUGC KHAC VA CAC DANG
TUONGTACKHAC:

- DIGAZO khéng nén dung déng thai véi cac thuée khac vi ching c6
thé gay trd ngai cho sy hdp thu cta cac thude khac néu dung trong
vong 1gid.

- Cac thuéc khang acid c6 chifa nhém cé thé can tré sy hap thu thich
déng ctia cac thude nhu cac tetracyclin, cac vitamin, ciprofloxacin,
ketoconazol, hydroxychloroquin, chloroquin, chlorpromazin,
rifampicin, cefdinir, cefpodoxim, levothyroxin, rosuvastatin.

- Levothyroxin cling c6 thé gan két véi simethicon lam cham hoac
gidm suhap thu levothyroxin.

- Polystyren sulphonat: Can than trong khi sit dung cung lic véi
polystyren sulphonat do c6 tiém néng nguy co lam gidm hiéu qua cia
resin gdn két vdi kali trong su chuyén héa kiém & cac bénh nhan suy
than (bao cdo vdi nhém hydroxyd va magnesi hydroxyd) va tdc nghén
rudt (bdo cdo véi nhom hydroxyd).

-Nhém hydroxyd va cac citrat c6 thé lam tdng néng dé nhém, dac biét
dbénh nhansuy than.

- Su kiém héa nudc tiéu do diing magnesi hydroxyd cé thé lam thay
déi sy dao thai mét s thudc; do d6, da thay cé su tang thai trir cac
salicylat.

TACDUNG KHONG MONG MUON:

Céc tdc dung phu sdp xép theo phan loai va tan sudt dugc liét ké trong
bangsau:
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THONG BAO NGAY CHO BAC STHOAC DUQOC ST NHUNG PHAN UNG
COHAIGAPPHAIKHISUDUNG THUGC.

Huéng dan cach xirtri ADR:

Diéu tri tdng magnesi huyét nhe thudng chi can han ché lugng
magnesi dua vao co thé. Trudng hap téng magnesi huyét ning, c6 thé
can hé trg théng khi va tudn hoan. Tiém tinh mach cham 10 - 20 ml
dung dich calci gluconat 10% dé dao ngugc cac tac dung trén hé hé
hép va hé tudn hoan. Néu chiic nang than binh thudng, dua vao du
dich dé ddy manh thanh thai magnesi & than (c6 thé dung furosemid
dé tang cudng). Dung dung dich khéng c6 magnesi dé thdm phan
méu giup loai bd dugc magnesi cé hiéu qua, c6 thé can thiét & ngudi
suy than hodc & nhitng ngudi dung phuong phép khac khéng hiéu
qua. C6 trudng hgp da diéu tri thanh cong cho ngudi bi ting magnesi
huyét & muic d6 nang, thudng gay tirvong bang hé trg théng khi, tiem
tinh mach calci clorid va lgi tiéu cudng buc bdng truyén manitol.

QUALIEUVA CACHXUTRI:

Triéu chitng qua liéu:

Khi qua liéu, it xdy ra cac triéu chitng nghiém trong cac triéu chiing
qua liéu dugc bdo cdo bao gém tiéu chay, dau bung, nén mfa. Liéu
cao c6 thé gdy hodc lam trdm trong thém su téc rudt va tic héitrang &
cacbénh nhan cénguy co.

Xiftri:

Nhém va magnesi dugc bai tiét qua dudng tiéu; diéu tri qua liéu cap
tinh bao gém viéc dung calci gluconat tiém tinh mach, bu nuéc va lam
Igi tiéu. Trong truding hop suy than, cdn thdm tach mau hodc thdm
phén phicmac.

DAC TINH DUOGC LUC HOC: Ma ATC: A02A F02. Nhém thuéc: Thuée
khang acid két hgp chat chéng ddy hoi.

DIGAZO la san pham két hgp hai hoa gitia 2 chat khang acid va mét
chat chéng ddy hoi simethicon. Hai chét khang acid gém magnesi
hydroxyd cé tac dung nhanh va nhém hydroxyd cé tédc dung cham. Su
két hgp lam cho san phdm c6 tac dung nhanh chéng va kéo dai thai
gian dém. Nhém hydroxyd ban chét la mét chat lam se c6 thé gay téo
bén. Tac dung nay dugc can bang bdi magnesi hydroxyd thudng cé
tacdung gay tiéu chay.

DUGCDONGHOC:

- Nhém hydroxyd: Khi uéng, nhém hydroxyd phan ting cham vdi acid

hydrocloric da day dé tao thanh nhém clorid hoa tan, mét s6 nhé dugc
hép thu vao ca thé. Cac thic an trong da day lam cho thudc ra khéi da
day cham hon khi khdng ¢ thiic an nén kéo dai phan ting ctia nhém
hydroxyd véi acid hydrocloric da day va lam tang lugng nhém clorid.
Khoéng 17 - 30% nhém clorid tao thanh dugc hap thu va dao thai rat
nhanh qua than & ngudi c6 chiic nang than binh thuang. & rugt non,
nhém clorid chuyén nhanh thanh mugi nhém kiém khéng hoa tan,
kém hap thu. C6 thé la mét hén hgp nhém hydroxyd, oxyaluminum
hydroxyd, céc loai nhém carbonat kiém va cac xa phong nhom. Nhém
hydroxyd ciing ph6i hop vé6i phosphat trong thiic an &ruét non dé tao
thanh nhém phosphat khéng hoa tan, khéng hap thu va bi dao thai
vao phan. Néu phosphat thic dn dugc dua vao co thé it & ngudi c6
chitc nédng than binh thudng thi nhém hydroxyd sé lam gidm hép thu
phosphat va gay gidm phosphat mau va gidm phosphat niéu va hap
thu calci tang Ién. In vitro, nhém hydroxyd gan vdi mu6i mat tuong tu
nhu cholestyramin va it hoa tan trong dich vi dé gidi phéng anion lam
trung hda mét phan acid dich vi. Nhém hap thu dugc dao thai qua
nudc tiéu. Do d6 ngudi bénh bi suy than cé nguy catich liy nhém (dac
biét trong xuong va hé than kinh trung uong) va nhiém déc nhom.
Nhém hdp thu sé gén vao protein huyét thanh (nhu albumin,
transferin) va do d6 khé dugc loai bé bdng tham phén.

- Magnesi hydroxyd: Thuéc bat dau tac dung ngay khi doi, thuéc tac
dung kéo dai trong khodng 30 + 10 phut. Néu uéng thudc vao bita an
hodc trong vong 1 gid sau khi an, téc dung kéo dai trong khoang 1-3
gi&. Khodng 30 phut, magnesi dugc hdp thu. Magnesi it hoa tan trong
nudc, hdp thu kém so véi natri carbonat nén khéng so gay ra nhiém
kiém. & ngudi cé chiic nang than binh thudng, tich ldy mét lugng
khiém t&n magnesi khéng thanh van dé, nhung & ngudi c6 suy than,
can phai than trong (lam tdng magnesi huyét). Do lam thay déi pH
dich vi va nudc tiéu, thuéc cé thé lam thay d6i téc do hoa tan va hdp
thu, sinh kha dung va dao thai qua than cda mét sé thudc, mudi
magnesi con cé khuynh huéng hap phu thudc va tao ramét phiic hap
khoéng hoa tan nén khéng dugc hap thu vao co thé. Magnesi dao thai
qua than khi chitc nang than binh thudng, phan khong dugc hdp thu
thaiquaphan.

- Simethicon: Simethicon cé tinh tro vé mét sinh ly. Sau khi udng,
thuéc khéng hdp thu qua dudng tiéu héa, ciing khéng can trd bai tiét
acid da day hodc hdp thu cac chat dinh dudng. Simethicon dugc thai
trirdudi dang khéng déi trong phan.

QUICACHDONG GOI:

-Hop 3 vi,4vi,5vix 10vién (vinhém-PVC).

-Hép 1 chai40vién (chai nhya HDPE, kém 1 gdi silicagel).

BAO QUAN: Nainhiét do khong qua 30°C, tranh anh séng va dm.
HAN DUNG: 36 thang ké tirngay san xudt.
TIEU CHUAN:TCCS.

WHO-GMP

TOA DIGAZO 24-A
Nha san xuat:
CONG TY C6 PHAN DUQC PHAM RELIV
Pia chi: Khu A, s6 18, dudng Lé Thi Soc, dp 2A, xa Tan Thanh Tay,
huyén Ct Chi, TP. HCM.



