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MAU NHAN HOP-Vi SAN PHAM ANTIZYME 2 g/ B0

H6p 10 vi x 10 vién nhai

ANTIZYME

COMPOSITION: Each tablet contains:
- Aluminum hydroxide dry gel .
-Magnesium hydroxide
-Simethicone...
Excipients:q.s. 1tab\et

INDICATIONS:
-Gastro-duodenal acute or chronic ulcerative.
-Increased gastric acid secretion, gastric
stimulation syndrome.

- Treatment and prevention gastrointestinal
bleeding.
-Gastroesophageal reflux.

DOSAGE AND USAGE, CONTRAINDICATIONS,

SIDE-EFFECTS, AND OTHERINFORMATIONS
Pleaseread theinstruction enclosed.

STORAGE: Dry place, below 30°C, avoid the

sunlight.

«.20mg

OHM - dIND 1868}

200mg SPECIFICATIONS: Manufacturer
00mg  VISA:

OUT OF THE REACH OF CHILDREN
READ CAREFULLY THE LEAFLET
BEFORE USE

MeDSUN

Pharmaceutical Joint Stock Company
521, An Loitown, Hoa Lai ward, Ben Cat
Commune, Binh Duong province

Tel: 06503589036 Fax:06503589297

3|qemayd 01 X SI31SIIq 0L JO X08

THANH PHAN: Mbi vién chifa:
-Gel nham hydroxyd kno. 200mg
-Magnesi hydroxyd .
-Simethicon..........
Tdduge:Virada 1 vién.

CHIDINH:

-Viém loétda day-ta trang cdp, man tinh.

-Tang tiétacid da day, héi chimg da day kich thich.

-Didutrivadyphong xuit huyéttiéu hoa.

-Trao nguocda day-thiic quan.

LIEU DUNG & CACH DUNG, CHéNG CHi BINH,

TAC DUNG KHONG MOMG MUON VA CAC

THONG TIN KHAC: Xin doc ky trong t& hudng dén

strdung thudc.

BAO QUAN: Nai kho thoang, nhiét
d6dugi30°C, tranh énhisang.
TIEU CHUAN:TCCS
SBK:
DE XATAM TAY TREEM
DOCKY HUONG DAN SU DUNG
TRUGC KHI DUNG

55616 SX:
NSX dd/mm/yyyy
HD: dd/mm/yyyy

MEDIGN
CONG TY CP DUGC PHAM ME DI SUN
$6521,Kp.AnLai, PHo3 Ll Tx Bén Cét, TBinh
Duong
BT: 0650 3585036 Fax: 0550 3589257

[ ANTZYME  ANTZYME  ANTIME
ANTIZYME  ANTIZYME  ANTIZYME &
ANTIZYME  ANTIZYME  ANTIZYME £
_/
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MAU NHAN CHAI ANTIZYME

( THANH PHAN: Méi vien chia:

- Gelnhémhydroxydkhd: ....... 200mg
(twong dwong 153 mg nhém hydroxyd)

- Magnesi hydroxyd: ..............200mg

- Simethicon: ....................20mg
Taduge: Viradi 1 vién.

CHIDINH:

— Viémloét da day-ta trang cAp, mantinh.

- Tangtiét acid da day, hdi chibng da day kich thich

- Dibutri v dy phong xuét huyét tieu hoa.

- Trao ngwocda day-thyc quan.

LIEU DUNG & CACH DUNG, CHONG CHI BINH, TAC
Dt.lgG KHONG MONG MUON VA CAC THONG TIN
KHAC:

- Xindoc kj trong i¢r huéng dfin st dung thube.
BAOQUAN:

- Noikho thoang, nhiét @6 dudi 30°C, trénh nh sang.

TIEU CHUAN: TCCS

\ SPK:

Chzi 100 vién nhai

GMP - WHO

S616SX:
NSX: dd/mm/yyyy
HD: ddimm/yyyy

CONG TY CO PHAN DU'Q)C PHAM ME DI SUN

Tinh Biph Dwong
OT: (0§50) 3589 036 - X" (0650) 3588 297

mm]gUﬂ $6.521, Khu phé An Loi, Phuong Hoz Loi, Thixa Bén Cat.
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Phan dinh cho nguii bénh

Tén thuéc:ANTIZYME

“Doc kj hueong dan sir dung trude khi dung”

“Dé xa tam tay tré em”

“Thong bdo ngay cho bdc st hodc duge si nhiing tdc dung khéng mong muén gdp phai khi sir
dung thuée”

Thanh phén, ham lwgng ciia thude:

Hogt chdt (ghi ré ham luong):

Mai vién nhai chira

Gel nhém hydroxyd khé........... 200 mg (tuong duong 153 mg nhém hydroxyd)
Magnesi hydroxyd ................. 200 mg
Simethicon .................vven..... 20 mg

Ta durge:Lactose hydrat, manitol, tinh bdt ngd, natri saccarin, povidon-K30, huong tuti, vani, magnesi
stearat, talc tinh khiét.

MG ta san pham: Vién nén hinh tron, mau trang

Quy cich dong géi: 10 vién/vi X 10 vi/hdp. Lo 100 vién

Thube dung cho bénh gi?

Viém loét da day-ta trang cép, man tinh.

Tang tiét acid da day, hoi chimg da day kich thich.

Diéu trj va du phong xuat huyét tidu hoa.

Trao ngugc da day-thuc quan

Nén diing thude nay nhu thé nao va lidu lwgng? | -
Ngudi Ion: 2-4 vién/ lan x 4 lan/ngdy. Nhai sau khi in hodc truée khi di ngi tir 20 phdtLMG
hoc theo chi dén cta bac s§.

Tré em:

Tré em 6-12 tudi: 2 vién/lan x 3-4 1n / ngay

Tré em 12-18 tudi: 2-4 vién/lan x 4 1n / ngay

Nhai sau khi an hogc trude khi di ngu tir 20 phiit dén 1 gior hodc theo chi din ciia bac sy.

Nguoi gia:

Dung nhu liéu ngudi 16m.

Khi nao khong nén dung thude nay?

Mén cdm véi bét ky thanh phan nao cia thuéc.

- Réi loan chuyén héa porphyrin.

- Bénh nhén suy than ning.

- Bénh nhén suy nhugc co thé, tién san git, nhiém doc kiém, ting magnesi huyét, giam phosphat
huyét.

- Bénh nhan dang tham tach méu, loét rudt két, viem rudt thira, tic rudt, hep mon vij.

- Tré nho duéi 6 tudi vi nguy co nhiém doc nhom, dic biét & tré mét nudc hodc bi suy than.

Téac dung khong mong muén (néu co):

2
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-0 nhitng bénh nhan suy than man tinh c6 thé gy tdng magnesi huyét, nhuyén xuong, bénh nio, sa
sut tri tué va thiéu mau héng ciu nho.

Thuong gap, ADR >1/100.

Tiéu héa: T4o bon, tidu chay

It gap, 1/1 000<ADR, 1/1 00.

Tiéu héa: Liéu cao gay tac nghén rugt. ’

Mau: Giam phosphat huyét, gidm magnesi huyét

Hiém gap, ADR<1/1000

Toan than: Phan g dj Ung xdy ra & nhitng bénh nhan cé chirc nang thén binh thuong

Xir tri tac dung khong r‘nong’muén:

Ngung dung thudc néu cin thiét

Nén tranh dung nhirng thube hodc thye pham gi khi dang sir dung thubc nay?

- Thudc khang acid trrong tac véi nhidu thude khae do lam thay dbi pH da day, thudc duoge hdp thu
va tao thanh phirc hop khong hap thu. Nhimg tuong tac nay c6 thé giam bing céch ding thuéc khéng
acid céch thude khac 2 - 3 gio.

- Nhom hydroxyd c6 thé lam giam sy hép thu ciia nhitng thudc dung ddng thoi nhu: tetracyclin,
digoxin, indomethacin, mudi sit, isoniazid, allopurinol, benzodiazepin, corticosteroid, penicilamin,
phenothiazin, ranitidin, ketoconazol, itraconazol c¢6 thé lam giam su hap thu cia nhiing thudc nay.

- Su hip thu nhom tir bng tiéu héa 6 thé tang néu dung chung vdi citrat hay acid ascorbic.

- Magnesi hydroxyd lam giam hap thu tetracyclin, digoxin, indomethacin hodc cac mudi s, giam
tac dung cua nhimg thube nay.

- Magnesi hydroxyd lam giam thai trir amphetamin, quinidin, ting tac dung ctia nhitng thudc nay.
Can Iam gi khi mjt lin quén khdng ding thube?

Khi ban mét 1an quén khéng dung thudc, chi can ding liu tiép theo va tiép tuc dme udg Hréo
li¢u phép da dugc khuyén céo. Khéng dugc gap doi lidu dé bu vao lidu d3 quén.

Cin bdo quan thude nay nhuw thé nao? '

Bao quan trong bao bi kin, tranh 4m, tranh anh sang, & nhiét d6 duéi 30°C,

Nhiing diu higu va tri¢u ching khi dung thudce qua lidu:

- Nhiing triéu chimg nghiém trong cé thé khong xay ra khi qua liéu. O nhitng bénh nhén suy than c6
thé gay ting magnesi huyét véi nhing trigu chimg nhu (e ché ho hdp va mét phan xa gan sau, budn
ndn, ndn, da tmg do, kht, ha huyét ap do gian mach ngoai vi, chéng mat, 14 13n, néi lép, hoa mit,
yéu co bap, chim nhip tim va ngimg tim.

Cin lam gi khi dung thuéc qua lidu khuyén c40?

- Diéu tri tdng magnesi huyét nhe bang cach giam magnesi trong ché do #n.

- Téang magnesi huyét ning: cin hd tro ho hép va tudn hoan. Tiém tinh mach chdm 10 - 20 ml calci
gluconat 10% dé dao nguoc tic dung trén hé tim mach va hé ho hé‘ip. Néu chue nang thin binh
thudng, nhai véi lugng nuée vira du dé tang d thanh thai cta thén, c6 thé dung furosemid. Thim

a
-

tach mdu bang dung dich thim tich khong c6 magnesi, higu qua trong viéc loai bd magnesi va cin
thiét & nhimg bénh nhén suy than hay khi nhimg phuong phap khéc khéng hiéu qua.

Nhiing diéu cin thin trong khi diing thuée nay?

Simethicon:

one ™Y

' £
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Khong nén ding simethicon dé didu trj con dau bung & tré em vi chua c6 du thong tin vé loi ich
va d9 an toan cho Itra tudi nay.

Khéng ding qua liéu khuyén cso.

Trédnh d6 udng c6 carbonat (soda hodc nudc ngot) hodic cac thic dn ¢6 thé 1am tang luong khi
trong da day.

Nhém hydroxyd:

Can dung than trong véi ngudi ¢6 suy tim sung huyét, suy than, phi,, xo gan va ché do an it natri
va v6i ngudi vira méi chay mau duodng tiéu hoa.

Ngudi cao tudi do bénh tat hodc do diéu tri thubc ¢6 thé bi tdo bon va phan rdn. Cén than trong
vé tuong tac thude.

Kiém tra dinh ky hang thang hoac 2 thang 1 1in nong do phosphat trong huyét thanh cho nguoi
bénh chay than nhan tao va dung lau dai thude khéang acid chira nhém.
Magnesi hydroxyd:

Tranh dung trong hon mé gan néu cé nguy co suy thén.

Khoéng nén dung thuéc cho bénh nhan bj suy thin nang.

St dung thuée cho Dphu nit ¢o thai va cho con bi
- Thén trong khi sir dung cho phu nit ¢6 thai (khong sir dung liéu cao va lau dai). M
- Lugng nho magnesi phén b trong sita me, vi vdy than trong khi diing thuéctro
ba.

Anh hiudmg ciia thuéc Ién kha ndng ldi xe va van hanh mdy méc:

Thuéc khong anh hudng dén kha néng lai xe va van hanh may moéc.

Khi nao cin tham vin bac si, dwgc si?

- Néu c6 bét ky phan g khéng mong muédn nao Xay ra. 4
- Néu ban c6 thai hodc dang cho con by, tham van bac sy trudce khi dung t utéfcl.-/

“Néu can thém théng tin xin hdi y kién bdc st hodc dioe s§°
Diéu kién bio quan: Bio quan trong bao bi kin, tranh 4m, tranh 4nh sdng, & nhiét d6 dudi 30°C
Han diing: 36 thang ké tir ngady san xuét.
Tén, dia chi, biéu tugng (néu c6) ciia co sé san xuit:

Cong ty ¢6 phin dwgc phim Me Di Sun.

S6 521, khu phé An Loi, phuong Hoa Loi, thi xa Bén Cat, tinh Binh Duong
Ngay xem xét sira doi cAp nhit lai ndi dung hwéng din sir dung thudc:

C £
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Phin danh cho cin b y t8
CAC PAC TINH DUQC LUC HOC:
Nhém duge ly: Nhom thude khang acid dich vi va chéng diy hoi
Ma ATC:A02AF02
- Simethicon 14 mot chat l6ng nhét, trong md, mau xém, ¢6 chira 4-7% (khéi luong/khéi lugng)
silicon dioxyd. Co ché tac dong clia n6 la lam giam sirc cing bé mit cac bong béng hoi, khién
cho ching két hop lai. N6 duoc sir dung dé loai bo hoi, khi hay bot & dudng tiéu hoéa trude khi
chup X-quang va dé lam giam cing bung va khé tiéu.
- Nhém hydroxyd c6é kha nang lam tang pH dich da day. Nhém hydroxyd lam tang pH dich da
day chdm hon cac chit khang acid nhém calci va magnesi. Udng khi déi, thube c6 thé di qua da
day rdng qua nhanh dé thé hién hét tac dung trung hoa acid cua né. Sy tang pH dich vi do chét
khéng acid gdy nén s& trc ché tac dung tiéu protid cua pepsin; tac dung nay rit quan trong &
nguoi bénh loét da day. Nhém hydroxyd tan cham trong da day va phan ung véi acid clohydric
da day tao thanh nhém clorid va nude. Khoéng 17 - 30% nhém clorid tao thanh dugc hép thu va
thai trir nhanh qua than & ngudi ¢6 chire ndng than binh thudng. O rudt non, nhém clorid chuyén
nhanh thanh mudi nhém kiém khong tan, kém hap thu. Nhom cé trong cac thudc khang acid (trir
nhém phosphat) phéi hop véi phosphat &n vao tao thanh nhém phosphat khong tan trong rudt va
dugc thai trir qua phan. Néu ché d6 an it phosphat, cac thudc khéang acid chira nhém s& lam giam
hap thu phosphat va gay chimg giam phosphat trong méu va ching giam phosphat nuéc tiéu.
- Cdc antacid chira magnesi 1a céc hop chét magnesi v co tan trong acid djch vi, giai phéng ra ¥
cac anion ¢6 tic dung trung hoa acid da day, hodc lam chat dém cho dich da day, nhung khong
tac dong dén su san sinh ra dich da day. Két qua 1a pH da day tang 1én, 1am giam triéu chimg
tang acid. Thudc cing lam giam d acid trong thuc quan va lam giam tac dung cla i
Téc dung nay dic biét quan trong & nguoi bénh loét tiéu hoa. pH t6i uu cla hoat do
1,5 - 2,5; do antacid 1am ting pH da day lén trén 4, nén téc dung phan giai protein cfia pepsin la
thip nhit. '
- Nhom hydroxyd thuémg ding phéi hop voi thuée khang acid chia magnesi dé giam tdo bon.
Gel nhém - magnesi hydroxyd udng véi lidu c6 kha nang trung hoa duge 200 mEq acid (khoang
50 ml), ding 6 - 8 1an m&i ngay, gay lién vét loét da day ta trang twong duong véi cimetidin.
CAC DAC TINH DUQC DONG HOC:
- Simethicon 1a mét chat tro vé& mit sinh ly hoc; duong nhu né khéng dwoc hip thu qua duong
tiéu héa hay lam céan tro tiét dich vi hay su hép thu chit b dudng. Vi thé no khéng c6 hoat tinh
duge dong hoc va sinh kha dung. N6 khéng gay téc dong 6 hai. Do tinh chét khong hip thu,
ngudi ta da bdo cdo trén 1am sang 12 khong nhén thay c6 bat ky cac phan {mg phu c6 y nghia 1am
sang hay doc tinh. Sau khi ubng, thuéc nay duoc bai tiét & dang khong dbi vao phan.
- Nhom hydroxyd tan cham trong da day va phan tng véi acid hydroclorid da day tao thanh
nhdém clorid va nuée. Khoang 17 - 30% nhém clorid tao thanh dugc hép thu va thai trir nhanh
qua thén & ngudi c6 chirc nang than binh thudng; & nhitng bénh nhan suy thén c6 nguy co tich
[ty nhom (dac biét trong xuong va hé than kinh trung uong) va dan dén doc tinh nhom. O rudt
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non, nhém clorid chuyén nhanh thanh mudi nhém kiém khéng tan, kém hap thu. Nhom phéi hop
v6i phosphat trong thirc @n tao thanh nhém phosphat khong tan trong rudt va dugc thai trir qua
phén.

- Magnesi hydroxyd phan (mg twong d6i nhanh véi acid hydroclorid trong da diy tao thanh
magnesi clorid va nuéc. Khoang 30% ion magnesi hip thu vao rudt non. Trong huyét tuong,
khoang 25-30% magnesi gin véi protein. Magnesi dugc thai trir qua nuéc tiéu (phan duge hap
thu) va phan (phan khéng duge hép thu). Lugng nhé magnesi phan b trong sita me. Magnesi di
qua dugc nhau thai.

CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHi DINH:

Chi dinh:

Viém loét da day-ta trang Cép, man tinh.

Ting tiét acid da day, hdi chimg da day kich thich.

Diéu trj va du phong xuét huyét tiéu hoa.

Trao ngugc da day-thuc quan

Liéu diing, cach diung:

Nguoi Ion: 2-4 vién/ lan x 4 lan/ngay. Nhai sau khi 4n hodic trude khi di nga tir 20 phut dén 1 gid
hoc theo chi dén cia bac s7.

Tré em:

Tré em 6-12 tudi: 2 vién/Ian x 3-4 1an / ngay

Tré em 12-18 tudi: 2-4 vién/lan x 4 1dn / ngay

Nhai sau khi in hodc trudce khi di ngi tir 20 phat dén | gio hodc theo chi dan cia bac sy.

Nguoi gia:

Dung nhu liéu nguoi 16m.

Chong chi dinh:

Man cam véi bt ky thanh phan nao cta thudc.

- Réi loan chuyén héa porphyrin.

- Bénh nhén suy than ning. ]
- Bénh nhan suy nhuogc co thé, tién san giat, nhim doc kiém, ting magnesi h Wsphat

huyeét.

- Bénh nhén dang tham tach m4u, loét rudt két, viém rudt thira, tic rudt, hep moén|vi.

- Tré nhé dusi 6 tudi vi nguy co nhiém doc nhom, dic biét & tré mat nude hoic bi suy than.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

Simethicon:

Khéng nén dung simethicon dé diéu tri con dau bung & tré em vi chua c¢6 du théng tin vé loi ich
va do an toan cho lira tudi nay.

Khong dung qua liéu khuyén céo.

Tranh db udng c6 carbonat (soda hodc nude ngot) hodc cac thirc dn c6 thé lam tang lugng khi
trong da day.

Nhém hydroxyd:

006!
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Can dung than trong v4i ngudi c¢6 suy tim sung huyét, suy than, phil, xo gan va ché do an it natri
va voi ngudi vira mdi chay mau duong tiéu hoa.

Ngudi cao tudi do bénh tat hodc do diéu trj thudc ¢6 thé bj téo bon va phén rén. Can than trong
vé tuong tac thudc.

Kiém tra dinh ky hang thang hodc 2 thang 1 14n ndng d¢ phosphat trong huyét thanh cho ngudi
bénh chay than nhan tao va diing 1au dai thudc khéang acid chira nhom.

Magnesi hydroxyd:

Tranh dung trong hon mé gan néu c6 nguy co suy théan.

Khéng nén dung thudc cho bénh nhan bi suy than nang.

St dung thuéc cho phu nit co thai va cho con bu

- Thén trong khi sir dung cho phu nit ¢6 thai (khong str dung liéu cao va lau dai).

- Luong nhé magnesi phan b trong sira me, vi véy than trong khi ding thudctrong thoi gian cho con
bu.

Anh hwomg ciia thuc lén kha nang lai xe va van hanh mdy moc:

Thudc khéng anh huéng dén kha nang lai xe va van hanh may moc.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:

- Thubc khéng acid tuong téc véi nhiéu thudc khac do lam thay dbi pH da day, thuée duge hip thu
va tao thanh phirc hgp khong hap thu. Nhitng trong téc nay c6 thé giam bing cach dung thubc khang
acid cach thudc khac 2 - 3 gid.

- Nhém hydroxyd c6 thé lam giam su hdp thu cia nhitng thudc dung dong thoi nhu: tetracyclin,
digoxin, indomethacin, mudi sit, isoniazid, allopurinol, benzodiazepin, corticosteroid, penicilamin,
phenothiazin, ranitidin, ketoconazol, itraconazol co thé 1am giam su hép thu cua nhitng thudc nay.

- Sy hép thu nhom tir ng tiéu héa c6 thé tang néu dung chung véi citrat hay acid ascorbic.

- Magnesi hydroxyd 1am giam hap thu tetracyclin, digoxin, indomethacin hodc cac mudi sét, giam
tac dung cta nhiing thudc nay. \i\_\{-m/

- Magnem hydroxyd l1am giam thai trir amphetamm quinidin, ting tac dung cua nhirng'thoc nay.
TAC DUNG KHONG MONG MUON:

- O nhimg bénh nhén suy thin man tinh c6 thé gdy ting magnesi huyét, nhuy&n xuong, bénh néo, sa
st tri tug va thiéu méau hdng cau nho.

Thuong gap, ADR >1/100.

Tiéu hoa: Tao bon, tiéu chay

It gap, 1/1000<ADR, 1/1 00.

Tiéu héa: Liéu cao gay tic nghén rudt.

Mau: Giam phosphat huyét, giam magnesi huyét

Hiém gap, ADR<1/1000

Toan than: Phan mg di irng xay ra cr nhitng bénh nhén c6 chirc ning than binh thudng

Xir tri tac dung khong mong mudn:

Ngung dung thude néu can thiét
QUA LIEU VA CACH XU TRi:

Qare _

(e ~
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- Nhiing tri¢u chimg nghiém trong c6 thé khéng xay ra khi qua lidu. O nhitg bénh nhéan suy thén cé
thé gdy ting magnesi huyét véi nhiing triéu chimg nhur trc ché hd hdp va mét phan xa gan sau, budn
ndn, nén, da irng do, khat, ha huyét ap do gidn mach ngoai vi, chong miit, 14 13n, néi Iép, hoa mit,
yéu co bap, chdm nhip tim va ngimg tim.

Xir tri:

- Diéu trj tang magnesi huyét nhe bing cach giém magnesi trong ché dé an.

- Ting magnesi huyét nang: can hd trg ho hip va tudn hoan. Tiém tinh mach cham 10’ 0 ml calci
gluconat 10% dé d4o nguogc tac dung trén hé tim mach va hé ho hip. Néu chirc niy
thudng, nhai véi lugng nude vira du dé ting do thanh thai ciia than, cd thé dung furo
tich mau bang dung dich thdm tach khong c6 magnesi, hiu qua trong viéc loai bo
thiét & nhimg bénh nhan suy than hay khi nhiig phuong phéap khac khong hiéu qua.
Piéu kién bdo quan: Bio quan trong bao bi kin, tranh 4m, tranh anh sang, & nhiét do dudi30°
Han diing: 36 thang ké tir ngay san xuét.

TUQ.CUC TRU{jNG
PTRUGNG PHONG

o /s

o/ Kw én Ngoc SAnk



