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Magnesu hydtoxyd
Nham hydroxyd (gel kho
Simethicon

Compositions:

Each chewable tablets contains:
Magnesium hydroxide.. ... 200mg
Alurmninium hydroxide (dried gel).200mg
Simeticone 25mg
|3 (o111 3] e KN [ 1 tablet

Keep out of reach of children
Carefully read the accompanying
instrutions before use.

pr
200mg s
) 200mg -
25mg ad
W

Hép 6 vi x 10 vién nén nhai

Specifications: Manufacturer’s

Storage: Store in a dry place, below 30C, |
protect from light.

Indications, contraindications,
dosge, adminstration and other
infarmations: See the package
insert inside.

Manufactured by:
MEDISUN PHARMACEUTICAL J.5.C
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521 An Loi, Hoa Loy, Ben Cat, Binh Duong

AAXOTIS

| Magnesium hydroxide
Aluminium hydroxide (dried gel) 200mg
Simeticone 25mg

Box of 6 blisters x 10 chewable tablets ‘Q“
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v HUGONG DAN SU DUNG THUOC CHO NGUOI BENH:
1. Tén thudc: SIMLOXYD
2. Khuyén cdo:
“P¢ xa tdm tay ctia tré em”
“Poc k¥ huéng dan sir dung trudce khi dung”
“Théng bdo cho bac sy hodc duge sy nhimg tac dung khong mong mubn gip phai khi
sir dung thube”
3. Thanh phan, ham lwong cia thude: Mdi vién nén nhai chia:

Magnesi hydroxyd.......ccoeeverrninnnn. 200mg
Nhom hydroxyd (gel kho).............. 200mg
Simethicon ..oeoeccviieevicicrccicie, 25mg
Ta duge viua du 1 vién

. (Td duoc gém: Mannitol, lactose, copovidon, crospovidon, magnesi stearat, bot talc,
colloidal silicon dioxid, natri saccharin, vanilin)
4. M6 ta san pham: Vién nén nhai hinh thuén dai, mau triing, mat vién nhin co vach bé &
giira, thanh va canh vién lanh lan.
5. Qui cach déng go6i: Hop 6 vi x 10 vién.
6. Thude ding cho bénh gi?
Lam gidm céc trleu chung kho tiéu, ¢ nong, day hoi (do tang acid da day).
7. Nén dung thube nay nhw thé nao va lidu lwong?
Cich dung: Nhai ky trude khi nudt, dung thude cach 20-60 phit sau khi &n va truée khi
di ngu hodc theo chi dinh cua bac s¥.
Liéu ding:
Nguoi 16n (ké ca ngudi cao tudi): Nhai 1-2 vién /lan x 4 lan/ngay.
Tré em: Khong khuyén céo ding.
8. Khi nao khong nén dung thube nay?
Khong nén sir dung ¢ nhig bénh nhan dang bi suy nhugce co thé hodc bj suy than.
Man cam véi bat ctr thanh phin nao cta thuée.
Bénh nhan c6 nong do phoqphal trong mau lhdp
9. Tac dung khéng mong muon caa thude:
Thuwong gap, ADR>1/100:
Tao bon, tiéu chay, rbi loan chuyén héa, dinh dudng.
It giip, 1/100<ADR<1/1000:
Tiéu hoa: Tiéu chay hodc tdo bon
Tén sé chwa biét:
Phin Gng qua man nhu ngtra, may day, phit mach va phan tmg phan vé
Tang magseni, ting nhom huyét.,
Gidm phosphat huyét, trong sir dung kéo dai hodc vai liéu cao hoic liéu binh thudng cua
san phdm & nhitng bénh nhén v6i nhitng khau phan an phospho thap ma co thé dan dén
tang tai hip thu xuong , tang calci nigu, lofng xuong. N
Ngo doc nhom va nhuyén xuong cd thé xay ra & ngudi bénh 6 hoi ching uré huyél{\:ao.
- Huéng dan cach xir tri ADR: )
Cac ADR thuong nhe, khong cin phai xir tri, cac ADR thudng hét khi ngimg thuée.
10. Nén tranh dung nhirng thude hoiic thye phim gi khi dang str dung thube nay?
- Khong nén dung dong thoi véi cde thude khac trong vong | gid vi thube c6 thé can tro
hép thu ciia cac thube khéc.
- Nhém hydroxyd: Khi ding dong thoi ¢o thé ngin can sur hép thu cta cac loai thube nhu
tetracyclin,  vitamin, ciprofloxacin, Kketoconazol, hydroxychloroquin, chloroquin,
chlorpromazin, rifampicin, cefdinir, cefpodoxim, levothyroxin, rosuvastatin.
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- Dung dong thoi thubc co chira simethicon va levothyroxin ciing ¢6 thé lién két véi

simethicon ¢é thé tri hodn hoiic lam giam su hdp thu cua levothyroxin .

- Sulphonat polystyren: Cén than trong khi dung dong thoi véi polystyren sulphonat c6 thé

gdy nguy co nhiém kiém chuyén héa & bénh nhan suy thin va tic rudt.

- Dung déng thoi thube o nhém hydroxyd va cic mudi citrat ¢6 thé lam ting nong do

nhom, ddc biét 1a & nhitng bénh nhén suy thén.

11. Can lam gi khi quén dung khong dung thube?

B6 qua liéu dd quén, udng liéu tiép theo va khong dung lidu gip d6i dé bu vao lidu da

quén.

12. Cén bio quan thude nhuw thé nao?

Béo quén & noi kho, nhiét do duoi 30°C, tranh anh sang.

Pé xa tim tay cia tr¢ em.

13. Nhirng diu hiéu va triéu chirng khi dung thuoc qua lidu:

Céc triéu ching bdo c¢do qua lidu cip tinh bao gdm tiéu chdy, dau bung, nén mira,

Lidu lwong 16n c6 thé gy ra hodc lam ning thém tic rudt va gay tac rudt ¢ nhirng bénh

nhén co nguy co.

14. Can phii lam khi dung qua liéu khuyen cao?

Cén dén co sy te d& c6 lidu phap xir tri va didu tri thich hop.

15. Nhirng diéu ciin thén trong khi diing thude nay:

- Nhom hydroxyd c6 thé gdy tio bon va magnesi qué lidu ¢ thé gy ting nhu dong ciia

rudt; lidu lon co thé gy ra hodc lam ning thém tic rudt va tac rudt & nhimg bénh nhéan ¢o

nguy co cao nhu nhitng ngudi ¢6 suy thin hodc ngudi cao tudi.

- Nhom hydroxyd khong duge hép thu tot qua duong ti€u hoa, va tac dong toan than do dé

hiém gip & bénh nhin c6 chitc ning thin binh thudng. Tuy nhién, lidu lugng qua muc

hodic sir dung 1au dai, hogic thim chi liéu binh thudng & nhitng bénh nhan véi nhitng khiu

phdl’l phospho Lhdp, co thé dan dén su suy giam phosphat trong méau (do nhém phosphat

tao thanh) di kém vdi tang ti€u xuong va ting calci nigu c6 nguy co lodng xuong. Tu van

clia bac s§ la can thiét trong truong hop st dung lau dai hodic & nhiing bénh nhén cé nguy

co suy giam phosphat.

- O nhitng bénh nhan bi suy thén, nong do trong huyét twong cua ca nhom va magnesi

tang. Trong nhiing bénh nhén nay, udng thude lau dai voi liéu cao cia cde mudi nhom va

magnesi ¢6 thé din dén mét tri nho, thiéu mau (microcytic anemia).

- Thudc c6 chira lactose nén bénh nhén mic cac roi loan di truyén hiém gip vé dung nap

galactose, chung thiéu hut lactase Lapp hodc roi loan hap thu glucose- galactose cén thin

trong hodc khoéng nén diing thuée nay.

- Mannitol ¢6 trong cong thire ¢6 thé gy nhufn trang,

- Nhom hydroxyd ¢6 thé khong an toan ¢ nhtmg bénh nhin porphyria thdm phan mau.

- Phu nit ¢6 thai: Khong ¢6 sb lidu day @i vé an todn khi str dung thude nay & phu nit

mang thai, than trong khi st dung thude cho phu nir ¢o thai. _

- Phu nir cho con bii: Mot lugng nhé nhom, magnesi bai tiét qua sita nhung ndng do

khong du dé gay tac hai dén tré bi me.

- Tac dong lIén kha ning lai xe va van hanh may moc: Thude khong anh hub&q

16. Khi nao cin tham véin bdc sy, duge sy?

- Khi cdn thém thong tin vé thude xin hoi y Llen bac sy hay dugc s¥.

- Khi thay nhitng téc dung khong mong mudn gap phai khi sir dung thude.
- Khi dung thubc ma théy tri¢u ching cua bénh khong thuyén giam.

17. Han diing ciia thude: 36 thang ké tr ngay san xudt. Khong duge dung thude da qua

han dimg. Khi thude ¢6 biéu hién bi moc vi rach, m& nhan...hodc ¢6 biéu hién nghi ngo

khac phai hoi lai noi ban hodc noi san xuét theo dia chi trong don.

18. Tén va dia chi nha sin xuit:

'\
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CONG TY CO PHAN DUGC PHAM ME DI SUN
Dia chi: S6 521, khu phé An Loi, phuong Hoa Loi, thi xa Bén Cat, tinh Binh Duong
S6 dién thoai: (0274) 3589036 — S6 fax: (0274) 3589297

Biéu tuong; J gj;@l_m

19. Ngay xem xét sira ddi, cip nhat lai ndi dung huéng din s(f{q thube:
Ngay thang nam

P
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HUONG DAN SU DUNG THUOC CHO CAN BO Y TE :
1. Tén thuée: SIMLOXYD
2. Thanh phin: M&i vién nén nhai chira:

Magnesi hydroxyd 200 mg
Nhom hydroxyd (gel kho) 200 mg
Simethicon 25 mg

(T dwoc gom: mannitol, natri saccharin, vanilin, lactose, copovidon, magnesi stearat,

bét tale, colloidal silicon dioxid)

3. Dang bao ché: Vién nén nhai.

4. Dwgc luc hoe, duge dong hoc:

- Duge lwe hoce:

SIMLOXYD la thuéc phm hop giita 2 tic nhdn khang acid 1a nhém hydroxyd, magnesi

- hydroxyd va chét chong ddy hoi simethicon.
+ Nhom hydroxyd, magnesi hydroxyd ¢6 tic dung trung hoa acid hydrocloric trong da day
nhung khong lam giam tiét acid; 1am giam cdc tri¢u ching dur acid co lién quan dén loét
ti€u hoa, viém da day, viém thyc quan va kho tiéu; tre ché tac dung tiéu protein clia pepsin,
tic dung nay rit quan trong & bénh nhén loét da day. Nhém hydroxyd lam ting pIl da day
cham va c6 thé gdy tdo bén trong khi magnesi hydroxyd tic dung nhanh va c6 thé giy tiéu
chay. Su két hop tao ra téc dung khéi dédu nhanh va tang thoi gian tac dung, dong thoi it c6
tac dung phu.
+ Simethicon 14 médt chit ¢6 tinh tro vé miit hoa hoc va sinh ly. Simethicon ¢6 tinh phd
bot, tac dong lén h¢ thong da day — rudt 1am giam su chwong hoi bing cach lam giam sic
cing bé mit cha mang bao bot khi dua dén v mang, gidi phéng khi tich tu trong dudng
tiéu hoa qua sy ¢ hoi. Simethicon khéng tham gia vao phan (mg hda hoc, khong lam thay
ddi tinh acid cta dich vi, khong can thi¢p vao cic hoat déng tiéu héa cling nhur qua trinh
hip thu thirc an.

- Dwoe dong hoc:
Nhom hydroxyd: Tan chdm trong da ddy va phan tmg véi acid hydrocloric da day tao
thanh nhom clorid va nuéc. Khoang 17 - 30% nhém clorid tao thanh duoc hdp thu va thai T

trir nhanh qua than & ngudi ¢o chire nang thin binh thuong, Phan 1ém nhém van con trong
da day rudt va tao thanh cac mudi nhéom hédp thu kém hap dan bao gom hydroxyd,
phosphat, carbonat va cac chit dan xudt acid béo, duge bai tiét qua phéan.

Magnesi hydroxyd: Phan tmg tuong doi nhanh v¢i acid hydrocloric trong da day tao thanh Vi
magnesi clorid va nuoe. Mot lugng nho mubi magnesi ¢6 thé bi hip thu va magnesi dugc . B
thai trir qua nude tiéu (phan duge hip thu) va phan (phin khéng durge hép thu). p
Simethicon: La mét chét tro vé mdt sinh ly hoc, n6 khéng bi hép thu vao dudng tiéu hoa

hodc khong anh huong dén su tiét dich trong da day, cting nhu khong géy can tré hip thu

cac cht dinh dudng. Sau khi dung dudng udng, thude duge thai trir ra phan dudi dang

khong doi.
5. Qui cich déng géi: Hop 6 vi x 10 vién.
6. Chi dinh, ciach dung, liéu ding, chéng chi dinh: ) &/
- Chi dinh: Lam giam cdc triu chimg khé tiéu, ¢ nong, day hoi (do ting '10\;\5 day

- Céch dung va liéu dung:

Cich dung: Nhai k¥ truéce khi nudt, ding thude cach 20-60 phut sau khi an va trudce khi
di ng hodc theo chi dinh cua bac sy.

Litu diing:

Nguoi 16n (ké ca nguoi cao tdi): Nhai 1-2 vién /1in x 4 lan/ngay.

Tré em: Khong khuyén cdo ding,

- Chéng chi dinh:

Khong nén sir dung ¢ nhitng bénh nhan dang bi suy nhugc co thé hoic bi suy théan.
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Man cam voi bdt ctr thanh phén nio cia thudc.

Bénh nhan ¢ ndng do phosphat trong mau thép.

7. Thén trong:

- Nhém hydroxyd c6 thé gdy tdo bon va magnesi qud lidu co thé gay tang nhu dong cia
rudt; liéu 16m c6 thé gdly ra hodc lam ning thém tic rudt va tac rudt ¢ nhirg bénh nhan co
nguy co cao nhu nhitng ngudi cé suy than hodc ngudi cao tudi.

- Nhom hydroxyd khong duge hap thu tdt qua dudng tiéu hoa, va tac dong toan than do d6
hiém gip & bénh nhan c6 chic ning thin binh thuong. Tuy nhién, lidu lugng qua mirc
hode str dung lau dai, hodc thdm chi lidu binh thuong & nhitng bénh nhén véi nhitng khau
phén phospho thép, c6 thé din dén su suy gidm phosphat trong mau (do nhém phosphat
tao thanh) di kém vd6i téng tiéu xuong va ting calci niéu c6 nguy co lodng xuwong. Tu vén
cta bac sy la cén thiét trong trudng hop sir dung lau dai hodc & nhitng bénh nhan c6 nguy
co suy giam phosphat.

- O nhimg bénh nhan bi suy than, nong do trong huyét twong clia ca nhom va magnesi
tang. Trong nhiig bénh nhan nay, uong thude lau dai véi lidu cao cia cdc mudi nhom va
magnesi c6 thé din dén mét tri nho, thiéu mau (microcytic anemla)

- Thube ¢6 chira lactose nén bénh nhan mic cac roi loan di truyén hiém gip vé dung nap
galactose, chirng thiéu hut lactase Lapp hoic rdi loan hap thu glucose- galactose cén than
trong hodic khéng nén dung thuée nay.

- Mannitol ¢6 trong cong thirc c6 thé giy nhudn trang,

- Nhom hydroxyd c6 thé khong an toan & nhirng bénh nhén porphyria thAm phan mau.

- Phu nir ¢6 thai: Khéng cé sd liéu day di vé an toan khi st dung thudc nay & phu niv
mang thai, than trong khi sir dung thude cho phu nit ¢6 thai.

- Phu nir cho con bii: Mot lwgng nho nhém, magnesi bai tiét qua sfra nén thin trong khi
dung cho phu nit cho con bu.

- Tac dong lén kha néng 14i xe va véin hanh may méc: Thude khéong anh hudng.

8. Twong tic ciia thube véi cac thube khic va cac twong tic khac:

- Khoéng nén dung dong thoi voi cac thude khac trong vong 1 gior vi thube ¢6 thé can tro
hap thu ctia cic thube khéc.

- Nhém hydroxyd: Khi ding déng théi cé thé ngan can su hdp thu cha c4ce loai thude nhur
tetracyclin, vitamin, ciprofloxacin, ketoconazol, hydroxychloroquin, chloroquin,
chlorpromazin, rifampicin, cefdinir, cefpodoxim, levothyroxin, rosuvastatin.

- Ding déng thoi thude ¢ chia simethicon va levothyroxin cfing ¢6 thé lien két vi
simethicon ¢6 thé tri hodn hoic lam gidm su hép thu cla levothyroxin .

gy nguy co nhiém kiém chuyén héa & bénh nhan suy thdn va tac rudt.
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- Sulphonat polystyren: Can than trong khi ding dong thoi vi polystyren sulphomt co thé / }f

- Ding dong thoi thube ¢6 nhom hydroxyd va cdc mudi citrat ¢6 thé lam tdng non
nhom, dic biét 1a & nhitng bénh nhén suy than.

9. Tac dung khong mong mudn ciia thube (ADR):

Thwong gap, ADR>1/100:

Téo bon, tiéu chay, réi loan chuyén hoa, dinh dudng,

It gip, 1/100<ADR<1/1000:

Tiéu hoa: Tiéu chay hodc tdo bén

Tan s6 chiwea biét:

Phin Gmg qua man nhu ngtra, may day, phu mach va phan Gng phan vé

Tang magseni, ting nhom huyét.

Gidm phosphat huyét, trong st dung kéo dai hoic vdi lidu cao hodc lidu binh thuong cla
san pham & nhitng bénh nhén véi nhitng khiu phin an phospho thip ma cé thé din dén
tang tai hdp thu xuong, tang calci niéu, lofing xuong.

Ngb doc nhém va nhuyén xuong 6 thé xiy ra & ngudi bénh 6 hoi chtmg uré huyét cao.
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- Huéng din cach xir tri ADR;
Cac ADR thudmg nhe, khéng can phai xir tri, cac ADR thudng hét khi ngimg thube.

10. Qua liéu va each xir tri:

Triéu chitng qua licu:

Céc triéu chimg bao cdo qua lidu cip tinh bao gdm tidu chay, dau bung, non mura.

Liéu lugng l6n c6 thé gy ra hodc lam ning thém tic rudt va giy tic rudt & nhrng bénh
nhan cé nguy co.

X tri: Nhom va magnesi dugc loai bo qua dudng tiét meu diéu tri qua liéu cap tinh bao
gbm truyén tinh mach calci gluconat, bu nudce va gdy loi tiéu. Trong trudng hgp suy gidam
chire ndng than, loc mau la can thiét.

11. Cac dau hiéu ¢in lru ¥ va khuyén cdo: Khi thube c6 bidu hién vién mébe, vi rach, mo
nhan...hodc ¢ biéu hién nghi ngo khic phai héi lai noi ban hodc noi san xuit theo dia chi
trong don.

12. Piéu kién bio quan va han dung:

- Bio quéan: Noi kho, nhiét dd dudi 30°C, tranh anh séng.

- Han dung: 36 thing ké tir ngay sin xuit. Khéng dwoc dung thube di qua han ding.
13. Tén va dia chi nha sin xuit:

CONG TY €O PHAN DUQC PHAM ME DI SUN

Dia chi: 86 521, khu phé An Loi, phudng Hoa Loi, thi xa Bén Cét,%%

Website: www.medisun.com.vn
S dién thoai: (0274) 3589036 — S6 fax: (0274) 3589297
14. Ngay xem xét siva ddi, cAp nhat lai néi dung huéng din sir dung thunc
Ngay thang nim
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