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Hucng ddn str dung thude

APITACID

1. Tén thudec:
APITACID
2. Cac déu hi¢u hru y va khuyén cdo khi ding thude:
“Poc ki hwong din st dyng trwée khi ding”
“P¢ xa tAm tay tré em”
“Lic ky truwée khi dung”
3. Thanh phin cdng thite thude:
Liéu lwgng cho mbi
Thanh phan dwgc chit: I3
250 ml 10 ml
Aluminum hydroxide
4,0% (kl/tt 400
((Duéi dang Dried aluminium hydroxide gel) (i) e
Magnesium hydroxide 4,0% (kl/tt) 400 mg
Simethicone 0,4% (kl/tt) 40 mg
Thanh phan t4 dugc: Polysorbate 80, hypromellose E6 (hydroxypropyl methylcellulose
6¢ps), sodium clorid, sucralose, sorbitol 70%, methylparaben, propylparaben, orange
flavor (dang 16ng), nude tinh khiét.
4. Dang bao ché:
Han dich ubng. Chét 16ng, mau tring dén tring nga, ddng nhét, huong thom, vi ngot.
5. Chi dinh:
Hén dich ubng APITACID dugc chi dinh dé lam giam cAc triéu chimng:
Kho tiéu
(J nong
Pay hoi
Tang acid da day
Pau da day do cdc nguyén nhén trén.
6. Cach dung, liéu dung:
6.1 Cach dung:
Thube diing duong ubng. Lic déu géi/ chai trude dung.
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6.2 Liéu dung:

% Dbi véi quy céach chai 250 ml: sit dung cbc dong ¢6 bao gdm trong mdi chai dé dong thé
tich thudc udng.
Ngwoi lon va tré em trén 12 tum Ubng 10 - 20 ml hdn dich/ 14n x 4 1an/ ngay. Uong sau
bita &n 20 phut - 1 gid, budi tdi trude khi di ngd, khi c6 triéu ching hogc theo chi dan cia
bac s§.
Khong ubng qué 120 ml mdi ngay, khong dung liéu tdi da kéo dai hon 2 tuan.

% Pbi véi quy cach goi 10 ml:
Nguwoi lén va tré em trén 12 tudi: Ubng 1 dén 2 goi/ 1an x 4 1an/ ngay. Uong sau bira an 20
phut - 1 gio, budi t81 trude khi di ngd, khi ¢6 triéu chimg hodc theo chi dén cua béc s¥.

Khong udng qua 12 géi mdi ngay, khong ding lidu tdi da kéo dai hon 2 tudn.
- Tré em dwéi 12 tudi: Ding theo chi dén cua bic s§.

Ngung ding t}}u("')c va tham khao y kién bac s§ néu triéu chimg khong dugce cai thién sau 2
tuan dung thuoc.
Néu quen uong mot lidu thude, ngudi bénh udng ngay kh1 nho. Tuy nhién, néu gan thoi
gian udng lidu tiép theo thi bo qua lidu da quén. Khong ubng gap doi licu dé bu liéu da
quén.
Tham khdo Y kién bdc s7 truéce khi diing thuéc.
Khong co yéu cdu ddc biét vé xir Iy thudc sau khi sit dung.
7. Chong chi dinh
- Nguoi bénh bi man cam véi duoce chét hodc voi bét ky thanh phé’m ta duoc nao cua thude.
- Ngudi bénh bi suy nhuge ning hodc bj suy thén, giam phospho mau.
8. Canh bdo va thin trong khi ding thudc.
- Than trong khi str dung cho bénh nhén suy thén, b¢nh nhén c6 ché d6 an han ché magnesi.
- Nhém hydroxyd c6 thé gay ra tdo bon va ding qua lidu mudi magnesi o thé gy giam nhu

dong rudt; ding thude véi liéu cao c6 thé gay ra hodic lam trAm trong thém tinh trang téc
nghén rudt va liét rudt & nhitng bénh nhan c¢6 nguy co cao nhu nguoi bi suy than hodc nguoi

cao tu01

- Nhom hydroxyd hap thu kém qua dudng tiéu héa, do do rAt hiém khi xay ra tac dung toan
than & bénh nhén cé chirc ning than binh thuong. Tuy nhién, khi dung thudc liéu cao hozic
dung thoi gian dai, hoge dung lidu binh thudng & bénh nhan c¢6 ché d6 an it phospho, c6
thé din dén tinh trang thiéu phosphat (do tao ra lién két nhom-phosphat) kém theo tinh
trang téng tai hép thu vao xwong va dao thai calei ni¢u gy ra nguy co lodng xuong. Néu
ding thude dai ngay hodc ding thuoc cho bénh nhén ¢6 nguy co thiéu hut phosphat, bénh
nhén phai dugc béc st diéu tri tu vén thich hop.

- O bénh nhén suy than, ndng do trong huyet tuong ctia nhom va magnem déu tang. O nhimng
bénh nhan ndy, viéc dung lau dai mudi nhom va mubi magnesi voi lidu cao c6 thé dan dén
tinh trang mét tri nhé, thiéu mau hdng ciu nho.

- Tré em: O tré nho, dung magnesi hydr oxyd c6 thé gay ting magnesi mau, ddc biét & tré em
¢6 céc biéu hién suy than hoic mét nude.
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10.

11.

Canh béo ta dugc:

Thudc co chira sorbitol, nhitng bénh nhén ¢6 cac van dé di truyén hiém gip khong dung
nap fructose khong nén sir dung thude nay.

Thube nay c6 chira 23,6 mg natri (1a thanh phén chinh trong muéi an) trong mdi 10 ml,
twong duong 1,18% khau phan natri t6i da moi ngay duoc khuyén cao cho nguoi lom .

Methylparaben, propylparaben: c6 thé gy ra cic phan tmg di ung (¢c6 thé xay ra cham).

St dung thude cho phu nit ¢6 thai va cho con bi.

Phu nir ¢6 thai:

Khong c6 dit liéu v& su an toan cia thude trén phu nit ¢6 thai, chi nén ding thudc néu loi
ich vuot trdi so vdi nguy co.

Phu nir cho con bu:

Vi su hép thu han ché & ngudi me nén phdi hgp nhém hydroxyd, magnesi hydroxyd va
simethicon ¢6 thé xem xét sir dung duge trong thoi ky cho con bu.

e b d 2> .‘ ~ 2 - rs A b r r
Anh hudng ciia thuoc 1én kha ning ldi xe, vin hanh may moc

Chua cé bing chimg vé anh huéng cia thudc 1én kha nang 14i xe, vén hanh may moc.

Twong tic, twong ky, ciia thudc
Twong tac

Khéng nén ding APITACID dong thoi véi cac thudc khéc vi c6 thé gdy can tra su hdp thu
céc thude nay néu ding chung trong vong 1 gid.

Céc thudc khéng acid chira nhém ¢6 thé ngan chin sy hép thu cia cdc thude, dic biét la
thuéc dbi khang H2, atenolol, bisphosphonates, cefdinir, cefpodoxime, chloroquine,
chlorpromazine, ciprofloxacin, cycline, dasatinib monohydrate, dexamethasone, diflunisal,
digoxin, eltrombopag olamine, elvitegraver, ethambutol, fluoroquinolones, glucocorticoids
,hydroxychloroquine, indomethacin, mudi sit, isoniazid, ketoconazol, levothyroxin,
lincosamid, metoprolol, nilotinib, thudc an thdn kinh phenothiazine, penicillamine,
propranolol, raltegraver kali, rifampicin, rilpivirine, riociguat, rosuvastatin, natri fluorure,
diéu tri khang virus két hop tenofovir alafenamide fumarate/emtricitabine /bictegravir natri,
tetracycline va vitamin.

Véi cac thude tic ché integrase (dolutegravervir, raltegraver, bictegravir), vi vy nén tranh
dung dong thoi.

Nén ubng cach xa it nhat 13 2 gi¢ trede hodc sau 2 git céc thude trén (voi fluoroquinolone
la céch 4 gidy) s& gitp tranh céc tac dung ngoai y cla tuong téc thude.

Levothyroxin ¢6 thé lién két véi simethicon, do @6 1am chdm hodc giam qua trinh hép thu
levothyroxin.

Polystyren sulphonat:

Cén than trong khi dung thube ddng thoi véi polystyren sulphonat vi ¢6 nguy co: Lam giam
hiéu qua gin két cta resin voi kali. Gay ra chuyén héa kiém & bénh nhén suy than (da dugc
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12.

bao cdo khi dung ddng thai véi nhdm hydroxyd va magnesi hydroxyd). Gdy ra tinh trang
the rudt (da dugc bio cdo khi ding dong thoi véi nhom hydroxyd).

Quinidin:

Dung dé)ng thoi voi quinidin ¢ thé lam tang ndng dd quinidin trong huyét thanh va dan
dén qua lieu quinidin.

Tetracyclin:

Do ¢6 chira nhom, khdng nén ding dong thoi voi khang sinh 6 chira tetracycline hodc bt
ky muoi tetracycline nao.

Citrat:

Dung dong thoi nhdm hydroxyd va citrat c6 thé lam ting ndng d6 nhom, dic biét & bénh
nhén suy than.

Tinh trang kién} hoa nudc t'}éu thu cAp sau khi dl‘mg’magnesi hydroxyd co thé lam thay doi
kha ning bai tiét ciia mot s6 thudce, vi du tang bai tict salicylat.

Twong ky, thude:

Do khéng c6 cac nghién ciru v& tinh twong ky ctia thudc, khong tron 1an thude nay véi céc
thudc khac.

T#c dung khéng mong muén ciia thude

Tém tht cac phan tmg c6 hai duge phén nhom theo tAn sudt: Rat thuong gép (> 1/10),
thuong gép (= 1/100 dén <1/10), it gap (> 1/1.000 den <1/100), hiém gip (> 1/10.000
dén <1/1.000), rat hiém gap (<1/10.000), khong rd tan suat (khong thé udéc tinh tir dit liéu
¢6 san).

Réi loan hé mién dich:

Khong 6 tan sudt: Phan Gmg qua mén, nhu ngira, ndi may day, phi mach va phan tmg
phan vé.

R&i loan tiéu hoéa:

Tac dung phu trén duong tiéu hoa la it gap.

It gdp: Tiéu chay hodc tdo bon. (Xin xem myc Canh bdo va than trong)

Khong ré tan sudt: Pau bung.

Chén thwong, ngd djc va cic bién chiing do thi thuit:

Khéng rd tan sudt: Tang nong dd nhom trong mau (lién quan dén thanh phan Nhom).

Réi loan chuyén héa va dinh dudng

Rt hiém gdp: Ting ndng do magnesi trong mau, bao gdm cac tri¢u chimg xay ra sau khi
dung magnesi hydroxyd kéo dai & nhiing bénh nhén suy than.

Khéng ré tan sudt: Tang ndng dd nhom trong mau.

Giam n‘éng d6 phosphat trong méu, khi dung lau dai hogc khi dung liéu cao hogc tham chi
dung liéu binh thudng & bénh nhén c6 ché d¢ an it phospho co thé lam tang tdi hap thu vao
xuong va dao thai calci qua duong tiéu, ting nguy co lodng xuong (xem phan Canh bdo
va than trong khi dung thuoc).

Hwéng din cach xir tri ‘ADR: Cac ADR nhe c6 thé tu khoi. Cén theo ddi céc tac dung
khong mong muon va diéu tri tri¢u ching. Phai ngung thudc va bao cho béc si hodc dén
bénh vién ngay l4p tic khi c6 biéu hién tic dung khong mong muon nang.
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13.

14.

18.

Bio cdo cdc phin wng 6 hai: Hay béo ngay cho bac si hodic duge si nhing phan tmg c6
hai khi st dung thuée, k& ca céac tac dung chua duge liét ké, hodc bao cdo céc phan ing cod
hai cua thudc v& Trung tAm Thong tin thudc va Theo doi phan tmg c6 hai ciia thube (xem
chi tiét huéng dan tai: http://canhgiacduoc.org. vn/CanhGiacDuoc/ADROnline.aspx)

Qua liéu va céch xir tri

Qua lidu: Cac triéu chimg cua qua lidu cdp tinh khi st dung két 'hop nhém hydloxyd va
muoi magnesi bao gom tiéu chay, dau bung, nén mua. Dung thude lidu cao ¢6 thé gay ra
hodc 1am ndng thém tinh trang tic rudt ho#c liét rudt & nhitng be¢nh nhén c6 nguy co (xem
phan Canh béo va than trong khi dung thube).

Cich xit tri: Nhom va magnesi dugc dao thai qua dudng tiéu; didu tri tinh trang qua lleu
cap tinh bao gbm tiém tinh mach calci gluconat, bu nudce va dao thai thudc qua duong tiéu.
Néu bénh nhan bi suy giam chirc niing thén, can phai thuc hién qua trinh thAm tach mau
hodic thdm phan phic mac.

Pic tinh dwge lyc hoc
Nhém duge Iyj: Thue khang acid va chéng diy hoi.
Mia ATC: A02AF02

APITACID 132 mét hdn hop cén bang cta hai thanh phén khang acid va mot chét chéng
day hoi/ chbng tao bot simethicon. Hai thanh phan khang acid la magnesi hydroxid la thanh
phan tdc dong nhanh va nhdm hydroxid 14 thanh phn tac dong cham. Sy phdi hop nay tao
ra su tan cong nhanh va tang téng hop thoi gian dém. Nhom hydroxid 1a mét chit 1am sin
se va ¢ thé gay tao bon. Piéu nay dugc can bang boi hidu qua cia magnesi hydroxid ciing
nhu cdc mudi magnesi khéc cé thé géy tiéu chay.

. Pac tinh dugc dong hoc

Thuéc téc dong tai chd trong da day bing céch trung hoa acid da day.

. Quy cich déng géi

Hop 20 gobi; 30 goi; 50 goi x 10 ml.
Hop 1 chai PET x 250 ml, kém 1 cbc dong.
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. Picu kién bio quan, han diung, tiéu chuan chat lwgng ciia thuoce

Pidu kién bao quan: Dé noi kho rdo, tranh énh sang, nhi¢t do khong qua 30 do C.
Han dung: 24 thang ké tir ngay san Xuét,
Han dimg sau mé ndp chai: Chi st dung trong vong 30 ngay ké tir khi m& nép chai 1in dau.

Tiéu chuén chét lwgng: TCCS.

Tén dia chi ctia co' s& san xuat thude

Cong ty C6 phan Dwge APIMED

Dia chi tru so: 263/9 Ly Thuong Kiét, Phuong 15, Quan 11, Thanh phé H6 Chi Minh, Viét
Nam.

Dia chi nha mdy: Puong N1, cum cong nghiép Phi Thanh - Vinh Thanh, x& Vinh Thanh,
huyén Nhon Trach, tinh Péng Nai, Viét Nam.
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