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1. THANH PHAN, HAM LUGNG CUA THUOC: M&i vién nén nhai chia:

Hoat chadt: Nhom hydroxyd.........cccoevvvvvvevennne. 400 mg
(du6i dang nhém hydroxyd gel khd)
Magnesi hydroxyd.............cccoveenneene. 400 mg

T4 dugc: Manitol 60, natri saccharin, povidon K30, sorbitol, dudng trdng, huong bac ha dang bét,

magnesi stearat.

2. MO TA SAN PHAM: ,

Vién nén hinh tron, mau trng, hai mat tron, canh va thanh vién lanh I&n, mui bac ha, vi ngot.

3. QUY CACH BONG GOI:

Hop 6 vi x 4 vién nén nhai.

4. THUOC DUNG CHO BENH Gi:

OPETACID dugc dung dé 1am gidm triéu chiing ¢ néng va trao ngugc acid & ngudi I6n va tré em trén

15 tudi.

5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUQNG:

Céch ding: Dung dudng udng. Nhai ki vién thudc trubc khi nudt. Dung thudc 20 phat dén 1 gio sau

khi an va tru6c khi di ngd.

Liéu ding:

Ngu®i I6n va tré em trén 15 tui: 1-2 vién khi c6 ¢ néng hay trao ngudc acid. T6i da 6 ldn/ngay.

Liéu t6i da la 12 vién/ngay, khong nén dung liéu t6i da lién tuc trong 10 ngay trii khi ¢ y kién cla

bac sy.

Tré em < 15 tudi: Khong khuy&n céo.

6. KHI NAO KHONG NEN DUNG THUOGC NAY:

Khong diing OPETACID néu ban:

e Man cadm v6i nhom hydroxyd hodc magnesi hydroxyd hodc bt ky thanh phin nao khac clia thudc.
D4u hiéu clia phdn @ng dj ting bao gém: phat ban, khé nudt hodc khé thd, sung mdi, mat, ¢d hong
hodc IuGi.

e (Cam thdy rat y&u 6t va khdng cé ning lugng (suy nhugc).

e (0 van dé vé than.

e C6 ndng do phosphat thdp (gidm phosphat huyét). Thong s6 nay dugc thé hién trong xét nghiém
mau.
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7. TAC DUNG KHONG MONG MUON:
Thong bdo cho bac sy hodc dugc sy néu bat ky tac dung phu sau ddy nghiém trong hodc kéo dai hon
mot vai ngay:

Téo bén

Tiéu chay

Phén (ng dj (ing hodc phén vé, cic ddu higu bao gém ban d6 va ban dat sdn, sung mi mat, mat,
moi, miéng hodc IGi, ngita, kho thd hodc khd nubt.

Gidm phosphat méu, diéu nay c6 thé xay ra khi dung liéu cao hodc ngay ca & liéu binh thudng dic
biét 1a & nh@ing bénh nhan c6 ché do &n phosphat thap hodc & tré duti 2 tudi.

Tdng magnesi huy&t, 1a mot rdi loan dién giai, trong d6 c6 ndng dd cao bat thudng clia magnesi
trong co thé.

Tang nhom huyét, 12 mot rdi loan dién giai, trong d6 c6 ndng dd cao bat thudng clia nhom trong
co thé.

Nhiing tdc dung phu c6 thé xay ra, nhung it gp.

8. NEN TRANH DUNG NHONG THUGC HOAC THUC PHAM Gi KHI DANG SU DUNG THUOC NAY:
Théng béo cho bac sy hodc dugc sy néu ban dang dung hay da dung gin day hoic du dinh diing bat
ky thudc nao khéc.

9

ThuBc dung dé diéu tri tim nhu digoxin, quinidin, metoprolol, atenolol hofc propranolol.

Thubc dung dé diéu tri bénh thi€u méu nhu mudi sét.

Thubc dung dé diéu tri r6i loan tiéu héa nhu ranitidin hodc cimetidin.

Thudc dung dé diéu tri bénh sot rét nhu cloroquin.

Thusc dung dé diéu tri mot s6 rdi loan xuong nhu diphosphonat.

Thubc dung dé diéu tri mot so bénh dj Gng, viém hodc tu mién dich nhu glucocorticoid.

Thubc dung dé diéu tri c4c roi loan than nhu citrat.

Thusc dung dé diéu trj bénh lao nhu ethambutol hodc isoniazid.

Thubc dugc dung dé diéu tri nhiém khu&n nhu fluroquinolon hodc lincosamid.

Thubc dung dé diéu tri nhi#m khudn nhu ketoconazol, tetracyclin, cephalosporin nhu cefpodoxim va
cefdinir.

Thubc dung dé diéu tri roi loan tdm than nhu phenothiazin, thudc an than.

Thubc dung dé diéu tri ting kali trong co thé nhu polystyren sulfonat.

Thubc khang viém khong steroid nhu diflunisal hodc indometacin.

Vitamin.

Acid acetylsalicylic, elvitegravir, fexofenadin, hormon tuyén gidp, lansoprazol, rosuvastatin, sulpirid,
ulipristal.

. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:

Néu ban quén dung thudc, dung n6 ngay khi ban nhd. NEu thoi gian gén t6i liu k& tiép, thi hay bo
qua liu bi quén va dung liéu k& ti€p theo k& hoach binh thudng. Khong nén gap doi liéu dung.
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10. CAN BAO QUAN THUOC NAY NHU THE NAO:

G nhiét d dusi 30°C, noi kho rdo, tranh dnh sdng.

11. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

Céc ddu hiéu sau day c6 thé xay ra: Tiéu chdy, dau da day hodc ban co thé c6 c&m gidc cing phdng
va dau qudn & bung (da day), bi b&nh (nbn), cé ching khé tiéu, ¢ néng, khd chiu da day, tédo bon,
chan an, khd miéng. Day c6 thé 1a do sy tac nghén cla ruot

12. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Né&u ban ding OPETACID qué liéu khuy&n cédo thi ban can phai:

e Thong bdo ngay cho bac sy hodc d&n b&nh vién gin nhat.

o Nhd mang theo nhan thudc hodc lugng thudc con lai dé béc sy biét thusc ma ban da dung.

13. NHONG DIEU CAN THAN TRONG KHI DUNG THUOGC NAY:

Tham khao y ki€n béc sy hodc dugc sy truGe khi sit dung OPETACID néu:

e Ban bj ri loan chuyén héa porphyrin.

e Ban bi bénh dai thdo dudng.

Thudt nady cd chira: Sorbitol va dudng trdng (sucrose). NEu ban da biét rang ban khong dung nap
mot vai loai dubng thi hay thong bdo cho bac sy tru6c khi sit dung thudc nay.

Thdi ky mang thai: Thong bdo cho bac sy hodc dugc sy truGc khi dung thudc nay néu ban dang
mang thai, ¢6 thé c6 thai, hoic nghi ring ban c6 thé mang thai.

Thdi ky cho con bi: Thong béo cho bac sy hodc dugc sy trutc khi dung thubc nay néu ban dang cho
con bl hodc du dinh cho con bd.

Anh hudng ciia thuée déi vdi céng viéc: Chua ghi nhan dugc bdo cdo phéan (ing bat Igi hofic chua c6
nghién ciiu nao vé dnh hudng cla thubc 1&én khd ndng vdn hanh may mdc, lai tau xe, ngudi lam viéc
trén cao va cac trudng hop khac.

14. KHI NAO CAN THAM VAN BAC SY, DUGC SY:

Trong trudng hop qué liéu hodc tic dung khdng mong mudn.

Khi dang dung thudc khéc hodc mot loai thyc pham.

N&u can thém thdng tin xin hdi y kién bac sy hodc dugc sy.

15. HAN DUNG CUA THUOC: 36 thing k& tif ngiy sin xuit. Khong dung thudc khi qud han dung.
16. TEN, DIA CHi, BIEU TUGNG CUA CO SO SAN XUAT:

)

) o
-, Firgiipssnre ™’

Pharmaceuticals

WHO-GMP
CONG TY CO PHAN DUGC PHAM OPV
S6 27, Budng 3A, Khu Cong Nghiép Bién Hoa II, Phutng An Binh, Tp. Bién Hoa, Tinh Dong Nai.
DT: (0251) 3992999 Fax: (0251) 3835088
17. NGAY XEM XET SUA D01, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC:
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PHAN 1I. HUGNG DAN SU DUNG THUOGC CHO CAN B0 Y TE

1. DUGC LUC HOC:

Nhém'difge Iy: Thubc khang acid 2

Mé& ATC: A02ADO1

OPETACID 12 mot hdn hop can biing clia hai thudc khang acid: Nhom hydroxyd 12 mot thudc khang
acid tdc dung chdm va magnesi hydroxyd 1a mot thudc khdng acid tdc dung nhanh. Ca hai thudng
dugc k&t hop trong hén hop thubc khdng acid. Nhdm hydroxyd cé téc dung 1am sin niém mac va c6
thé géy téo bon. Tac dung nay dugc can biing bdi tic dung clia magnesi hydroxyd, trong d6, phd bién
la v6i cac mudi magnesi khéc c6 thé gay tidu chay.

2. DUGC PONG HOC:

Sy h&p thu clia nhom va magnesi tif thudc khéng acid 12 nhd. Nhdm hydroxyd dugc chuyén déi cham
sang nhom clorid trong da day. Sy hdp thu mot s6 mudi nhom hoa tan xay ra 6 dudng tiéu hda véi sy
bai ti€t qua nu6c tiéu. B4t ky magnesi duoc hap thu cling dugc bai tiét qua nudc tidu.

3. CHI DINH:

OPETACID dugc dung dé lam giam triéu chiing ¢ néng va 'tréo nguoc acid 6 ngudi I6n va tré em trén
15 tudi.

4. CACH DUNG, LIEU DUNG:

Cach ding: Dung dudng ubng. Nhai ky vién thudc truéc khi nubt. Ding thudc 20 phit dén 1 gid sau
khi @n va trudc khi di ngl.

Liéu ding:

Ngudi I6n va tré em trén 15 tudi: 1-2 vién khi c6 ¢ néng hay trao ngugc acid. T6i da 6 1an/ngay.

Liéu t0i da la 12 vién/ngay, khdng nén dung liéu i da lién tuc trong 10 ngay trir khi c6 y kién cla
bac sy.

Tré em < 15 tudi: Khéng khuy€n céo.

5. CHONG CHi DINH:

Qud man c&m v6i cdc thanh phdn hoat chat hodc bat ky thanh phan nao clia thudc.

Suy nhugc nghiém trong.

Suy than.

Gidm phosphat huyét.

6. LUU Y VA THAN TRONG:

Nhom hydroxyd c6 thé gay tdo bén va qué liéu mudi magnesi c6 thé gay gidm khd ndng van dong
clia rut; liéu I6n c6 thé gay ra hodc lam ndng thém tic rudt & nhiing bénh nhan cé nguy co cao nhu
nhiing bénh nhan ¢6 suy than, tré em dudi 2 tudi hodc ngudi gia.

Nhom hydroxyd khong dugc hdp thu t6t qua dubng tiéu hoéa, va do do téc dung toan than hiém gip &
bénh nhan ¢6 chic ning than binh thudng. Tuy nhién, liéu lugng qud mic hoic st dung l4u dai, hodc
thdm chi liéu binh thudng & nhiing b&nh nhan c6 ch& do &n phospho thdp hodc & tré em dudi 2 tudi
c6 thé din d&n sy suy gidm phosphat (do gin k&t nhém-phosphat) di kém véi ting tiéu xuong va
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ting calci niéu ¢o nguy cd lodng xuong. Tu van y t& dugc dé nghi trong trudng hop sit dung lau dai
hoic & nhiing bénh nhan ¢ nguy co gidm phosphat. Mudi magnesi ¢6 thé gdy dc ché thdn kinh trung
uong & bénh nhan c6 suy than va nén dugc st dung than trong & nhing bénh nhan cd bénh thén tién
trién.
4 nh@ing b&nh nhan bj suy than, ndng dd trong huyét tuong clia cd nhom va magnesi tang. VGi nhiing
bénh nhin nay, sif dung lau dai véi liéu cao clia cic mudi nhom va magnesi co thé din d&n bénh
ndo, sa st tri tug, thifu méu tiéu hdng cdu hodc nhuyén xuong do loc méu.
Nén tranh viéc sii dung kéo dai thudc khdng acid 6 b&nh nhan suy than.
C4n than trong néu st dung & bénh nhéan déi thao dudng do thubc ¢ chia dudng.
Nham hydroxyd c6 thé khong an toan & bénh nhan r6i loan chuyén héa porphyrin ¢ chay than nhan
tao do nhom c6 thé lign quan d&n cac bat thudng chuy&n hda porphyrin.
St dung kéo dai thusc khdng acid c6 thé che Idp céc trigu ching clia céc bénh nghiém trong hon nhu
viém loét hodc ung thu da day.
Thuét nay cé chifa: Sorbitol va dudng tring (sucrose). Bénh nhan co vén dé vé di truyén hi€ém gdp
khong dung nap fructose, kém hdp thu glucose-galactose hodc thigu hut sucrase-isomaltase khong nén
dung thudc nay. '
Thdi ky mang thai: Khong nén dung thuSc nay trong thdi ky mang thai trir khi dugc xem la can thiét
bdi bac sy.
Thoi ky cha con bi: Do sy hip thu han ché clia me khi st dung theo khuy&n céo nén két hgp nhom
hydroxyd va mugi magnesi dugc xem [ phi hop v6i thoi ky cho con bu.
Anh huéng ciia thuée déi vdi céng viée: Chua ghi nhan dugc bdo cdo phan (ing bét lgi hodc chua co
nghién cifu nao vé anh huding clia thudc 1&n kha ning van hanh mdy méc, i tau xe, ngudi lam vigc
trén cao va cac trudng hgp khac.
7. TUGNG TAC THUGC:
Thuc nay c6 thé tao thanh phiic hop véi cac thudc khdc, vi du tetracyclin, digoxin va cdc vitamin,
din dén sy hdp thu gidm. Diéu nay cin dugc Iuu y khi dung dong thoi.
St dung déng thi véi quinidin c6 thé 1am ting ndng do trong huyét thanh cla quinidin va dan dén
qua liéu quinidin.
Thudc khdng acid ¢6 chia nhdm co thé ngan chin sy hdp thu clia cdc chat doi khdng Hz, acid
acetylsalicylic, elvﬁegravnr fexofenadin, hormon tuyen gidp, lansoprazol, rosuvastatin, sulpirid, ulipristal,
atenolol, cefdinir, cefpodoxim, cloroqum cyclin, diflunisal, digoxin, diphosphonat, ethambutol,
fluroquinolon, natn fluorid, glucocorticoid, indometacin, isoniazid, polystyren sulfonat, ketoconazol,
lincosamid, metoprolol thudc an than, phenothlazm pemcnlamm propranolol, mudi sit. Thoi gian dung
thudc tuong tac va thudc khang acid cach nhau it nhat 2 gid (4 gid ddi véi céc fluoroquinolon) sé gilp
trénh cac tuong tac thudc khdng mong mudn.
Can than trong khi dung dong thoi v6i polystyren sulfonat (Kayexalate) do nhiing nguy co tiém &n cla
viéc gidm hiéu qua gdn ket clia nhya véi kali clia nhiém kiém chuyén héa & bénh nhan suy than (da
dugc bdo cdo vGi nhom hydroxyd va magnesi hydroxyd), va tac rudt (d@ dugc bdo cdo véi nhom
hydroxyd).
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Nhém hydroxyd va citrat co thé din dén ndng dd nhdom tdng I&n, dic biét 1a & nhiing bénh nhan suy

than.

8. TAC DYNG KHONG MONG MUON: S

It gdp: 171,000 < ADR < 1/100

R&i loan tiéu héa: Tiéu chdy hodc tdo bon. :
Khéng ro: Khong thé dugc udc tinh tir dif liéu co sdn '

R6i loan hé mién dich: Phan ng qua mn nhu ngifa, may day, phi mach va phdn (ng phan vé.

R&i loan chuyén héa va dinh dudng: Ting magnesi huyét, ting nhom huy&t, gidm phosphat huyét, khi

st dung kéo dai hoic liéu cao hodc tham chi liéu binh thudng & nhiing bénh nhan cé ché do &n

phospho thdp hodc & tré dui 2 tubi c6 thé din dén tang tiéu xuong, tang calci niéu, loang xuong.

9. QUA LIEU VA XU TRi:

Triéu ching: C4c triéu chiing qud lidu cdp tinh k&t hop nhom hydroxyd va mudi magnesi bao gom tiéu

chdy, dau bung, non. Liéu 16n ¢6 thé gay ra hodc 1am ning thém tdc rut & nhiing bénh nhan c6 nguy

ca.

Céch x( tri- Nhdm va magnesi dugc thai trii qua dudng tié”g nigu; diéu trj qué liéu cdp tinh bao gom bl

nudc, Ii tiéu cudng biic. Trong trudng hop suy gidm chdc ndng than, chay than nhén tao hoic thdm

phan phic mac 1a cdn thigt. Céc triéu ching nghiém trong khong c6 khd ndng xay ra sau khi qud

liéu.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khong dung qua liéu chi dinh. '

]
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