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u nhan hép 1 chai 500 mi

Hép 1 chai x 500 ml

MALUSITO

Nhém hydroxyd
Magnesi hydroxyd
Simethicon

N

SPM

CONG TY C6 PHAN SP.M
©® GMP - WHO

Thanh phan: M&i 1 ml chira:

Nhom hydroxyd (dw¢i dang nhém
hydroxyd gel kho)
Magnesi hydroxyd ...
Simethicon

Bao quan: Noi kho thoang, tranh
énh séng, nhiét d khéng qua 30°C.
Chi dinh; Chéng chi djnh; Cach
dung va lidu diing; Téc dung

phuy va cac théng tin khac:

Xin doc hwéng dan st dung.

DE XA TAM TAY TRE EM.

DOC KY HIPONG DAN SUr

DUNG TRUIO'C KHI DUNG.

LAC KY TRUOC KHI DUNG.

Tiéu chudn: TCCS
SPK:

Nha san xuét:

CONG TY CO PHAN S.P.M

L6 s6 51, Khu Céng Nghiép Tan Tao,
Buwéng s6 2, P. Tan Tao A, Q. Binh
Tan, Tp. HCM, Viét Nam.

1 bottle x 500 mi

MALUSITO

Aluminum hydroxide
Magnesium hydroxide
Simethicone

()

SPM

Mau nhan chai 500 mi

Chai 5h00 ml

Nhém hydroxyd
Magnesi hydroxyd
Simethicon

Hon dich uong
Oral suspension

Nha san xuft:
co:lbervcom;nu

Lo 51, Khu Cong Nghiép Tan
Tao, Budng sb 2, P. Tan Tao A,
Q. Binh Tan, Tp. HCM, Viét Nam

MALUSITO

S.P.M CORPORATION
®GMP - WHO

Composition: Each 1 mi contains:
Aluminum hydroxide (as Dried

aluminum hydroxide gel ..... 40 mg
Magnesium hydroxide
Simethicone 4mg
Excipients gs ....................... 1mil

Storage: Store in a dry place,
protect from light, temperature not
exceeding 30°C.

Indications, contraindications,
dosage and administration,
side effects and other
information:

Read the leaflet inside.

KEEP OUT OF THE REACH OF
CHILDREN. READ THE LEAFLET
CAREFULLY BEFORE USING.
SHAKE WELL BEFORE USE.

Specification: Manufacturer's
Reg.No:

Manufacturer

S.P.M CORPORATION

Lot 51, Tan Tao Industrial Park,
Street 2, Tan Tao A Ward, Binh Tan
Dist, HCM City, Vietnam.

SDPK/ Reg. No:
L& SX/ Lot:
NSX / Mfg.Date:
HD / Exp.Date:

Ghi chu: S6 16 san xuét, han dung dwgc in trén nhan chai.
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AU NHAN PANG KY
&u nhan hdp 1 chai 200 ml

Hop 1 chai x 200 ml

MALUSITO

Nhém hydroxyd
Magnesi hydroxyd
Simethicon

@)

SPM
CONG TY CO PHAN SP.M
©GMP - WHO

Thanh phan: Méi 1 mi chera:

Nhdm hydroxyd (dwéi dang nhém

hydroxyd gel khd) ................ 40 mg
Magnesi hydroxyd ... ..40 mg
Simethicon ............cco.cccaninenns 4mg

Tadwgcviradi ................... 1ml

Béo quan: Noi kho thoéng, tranh
anh séng, nhiét do khéng qua 30°C.
Chi dinh; Chéng chi dinh; Cach
ding va lidqu ding; T4c dung

phuy va cac théng tin khac:

Xin doc hwéng dan st dung.

BE XA TAM TAY TRE EM.
POC KY HPONG DAN SU?
DUNG TRUGC KHI DUNG.
LAC KY TRUGC KHI DUNG.

Tiéu chudn: TCCS
SBK:

Nha san xuét:

CONG TY CO PHAN S.P.M

L6 s8 51, Khu Cang Nghiép Tan Tao,
Buwéng sb 2, P. Tan Tao A, Q. Binh
Tan, Tp. HCM, Viét Nam.

MA&u nhan chai 200 mi

Chai 200 mi

MALUSITO

" Nhém hydroxyd
Magnesi hydroxyd
Simethicon

Hén dich uéng
Oral suspension

GMP-WHO

g,
: g
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Ghi chi: S6 16 san xuét, han dung dwoc in trén nhan chai.

1 bottle x 200 ml

MALUSITO

Aluminum hydroxide
Magnesium hydroxide
Simethicone

N

SPM
S.P.M CORPORATION
©GMP - WHO

Composition: Each 1 ml contains:
Aluminum hydroxide (as Dried

aluminum hydroxide gel ..... 40 mg
Magnesium hydroxide

Storage: Store in a dry place,
protect from light, temperature not
exceeding 30°C.

Indications, contraindications,
dosage and administration,
side effects and other
information:

Read the leaflet inside.

KEEP OUT OF THE REACH OF
CHILDREN. READ THE LEAFLET
CAREFULLY BEFORE USING.
SHAKE WELL BEFORE USE.

Specification: Manufacturer's
Reg.No:

Manufacturer

S.P.M CORPORATION

Lot 51, Tan Tao Industrial Park,
Street 2, Tan Tao A Ward, Binh Tan
Dist, HCM City, Vietnam.




https://trungtamthuoc.com/

196 dow ugu 1u dep ogoy 196 ugyu ugs Ul 20np Bunp uey ‘Jenx ues 9| 0 DY 1Yo

—— |

WS
\Z).

“WewaiA "I NOH 181Q uey yulg ‘pien v oeL
uB) 'Z 1eeuS “yed feuisnpuj oeL uey ‘1§ 107
NOLLYNOJNO0D Wd'S

uoisuadsns [e10

buon yoip uoy

uodiylewls
pAxoipAy 1ssubepy
PAXoipAy woyn

OLISNIVIN

UOd{UIOWNS + PAXQIPAY [souBBI + PAXOIPAY WIQUN

oLisniv

OHM-dWS lw ol

|w 0} 196 ueyu nepyy
A ONY@ NYHN NYW




“WeulsiA A0 WOH 8IQ UBL yuig ‘prep v oel
Ue| 'Z 19248 “ed [eujsnpu) oej ue| ‘LG o7
NOLLVYOJ¥O0D Wd'S

Jaampoeynuep

‘oNBey

sJainpejnuely iuopesyjoeds

"ONISN 3¥0438

ATINSIAVYD 1374VIT IHL AvaN
'NIYATHD 40 HOVIY 3HL 40 LNO d33xN
“Spisu| joyes) sy} pesy :uojewojul

48430 pue $398)4@ op|s ‘uopeu}siujwpe

pue aBesop ‘suopeajpujenuod ‘suopeipuy
*000¢ Buipasoxe jou anjeseduwa)

By woy 1o3j01d ‘eoeyd Aip € ul 210} :ebeio)g

wnujwinie paup se) spixIpAY wnuwInly
SUIEJUCO JOYOES |W O} YoeS :uopisodwon

OHM-dND e w4 <
UA"WOD wids mmm u
NOILVNOJNOO Wd'S C\

uoisuadsns je1Q

auodjyjawIS +8pixoipAy wnisaubeyy + apixoipAy wnujwngy

OLISNTVIN

IW Ol X sjayoes oG

https://trungtamt

|w Q1 X 196 oG doy ueyu nep
A ONY@ NYHN NYIN

“WeN 19IA
‘INOH "d| ‘uel yuig "D 'V oeL ugl d 'z 9s
Bugng ‘oe ugl deyBN Buod nuy ‘LG 9s Q7
Wd'S NYHd Q0 AL ONQD

Jgnx ues YN

‘Mas

SO0L ugnya ngiL

"ONNA IHY 2QNHL

ONNA NS NYa ONONH AN 200G

N3 YL AVL WYL VX 3G

"Bunp s ugp Buny o6p Uiy :08Yy up
Bugyj 2g9 gA fyd Bunp ag) ‘Bunp ngh

A Bunp yog9 ‘yuip 1Yo Bugy? ‘yuip o

"000€ gnb Buouy Op 19y
‘Bues yue yues ‘Bugoy; oy LN :uenb oeg
OB, oot 1P enAcAnp 8]
AT R uoonewIS
Bw o0y PpAxoiphy 1seubepy
BULL (i i ey i i (oWt (96

PAxopAy woyu Buep 1onp) pAxosphy woyN
BAYO |W 0 106 191 :ugyd yueyy

Z\WiHnH

uodiyjews + pAxaipAy iseubeyy + pAxoiphy WwoyN

OHM-dND e Wl S
UA'WOD wids'Mmm ‘< J
Wd'S NYHd Q0 AL ONQD

; NSX / Mfg.Date:

Hép 50 g6i x 10 mi

MALUSITO

Nhém hydroxyd + Magnesi hydroxyd + Simethicon
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Hop 30 gbi x 10 mi

MALUSITO

Nhém hydroxyd + Magnesi hydroxyd + Simethicon

Hon dich udng

L6 SX/ Lot:
NSX / Mfg.Date:
HD / Exp.Date:
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Hop 20 géi x 10 mi

MALUSITO

Nhém hydroxyd + Magnesi hydroxyd + Simethicon

L6 SX/ Lot:

NSX / Mfg.Date:
HD / Exp.Date:

X
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1.

HUONG DAN SU DUNG THUOC

MALUSITO

Doc ky hu’é’ng dlfn ding truwéc khi ding
Dé xa tim tay tré em

Lic ky truée khi si dung
Thoéng bdo ngay cho bdc sy hodc dwgc sy nhing tac dung khong mong muén gdp phai khi
ding thuoc
THANH PHAN:

Mdi 1ml hén dich chira:

Thanh phin hoat chit:

Nhoém hydroxyd (tu'ong duong voi 52,28 75mg dried aluminum hydrorzde gei) ..40mg
Magnesi hydroxyd .. 40mg
Simethicon .. ...4mg
Thanh phén ta du'qc vua du lml

Sucralose, sorbitol liquid, xanthan gum, natri carboxymethyl cellulose, cellulose vi tinh thé 101,
methylparaben, propylparaben, huong sita, nudc tinh khiét.

2.

DANG BAO CHE: Hén dich uong

M5 ta san pham: Hon dich mau trang hay tréng nga, mui thom, vi ngot.

3.

CHi DINH:

Diéu tri:

4.

Viém da day

O néng

Ting tiét acid dich vi
Céc chung kho tiéu
Viém thuc quan

CACH DUNG, LIEU DUNG:

% Cich dung:

Dung dudng ubng, lac déu trudc khi uéng.

% Liéu ding:

5

Nguwoi lon bao gom nguoi gia
Voi goi 10 mi:
Dung 1- 2 g6i/ 1an, dung 2-4 1an mdi ngay
Véi chai 200 ml hodc 500 ml:
Str dung cbc nhya 20 ml (mdi vach 5 ml) keém theo trong hop dé dong thé tich.
‘Dung 10- 20 ml/ lan, dung 2-4 1an mdi ngay
Udng trong thoi gian tir 20 phut dén 1 gid sau bita an va trude khi di ngu.
Céch khac, theo chi dén cta bac si
Tré em dwoi 12 tudi
Khuyén cao khéng sir dung

CHONG CHi DINH:

Khéng dung thube cho cac bénh nhan:

Bi suy nhuoc niang hodc bi suy thén.

Co nong do phosphat thap trong mau.

Qua man cam v6i cac hoat chat hoic bat ky ta duoc nao trong hdn dich.

C6 cac du hiéu coa phan tmg di (mg bao gdm: phat ban, nudt hoic khé thd, sung méi, mit, co
hong hoic ludi.
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6. CANH BAO, THAN TRONG KHI DUNG THUOC: ‘
- Thudc nay chua sorbitol. Khéng dung thudc nay cho bénh nhan cé bénh di truyén khong dung nap

duoc fructose.

- Can thén trong khi dung thudc ddi véi ngui bi suy than.
- Cn than trong khi ding thudc déi véi tré em c6 c4c bidu hién suy than hozic mat nuéc.
- Can than trong khi dung thudc ddi voi bénh nhan bi réi loan chuyén héa porphyrin phai trdi qua

qua trinh thim phan mau.

Tré em

O tré nho, viéc dung magnesi hydroxyd c6 thé tao ra bénh tang acid uric mau, dic biét néu cac tré
nay ¢ cac biéu hién suy than hoic mat nudc.

7. DUNG THUOC CHO PHY NU'MANG THAI VA CHO CON BU: ’
Chua c6 dir liéu nghién ciru an toan phu ni¥ ¢6 thai, chua biét thude c6 bai tiét qua sita me, vi vy
phai hoi bac st trude khi sir dung,

8. ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thudc khong anh huong dén kha nang lai xe va vén hanh may moc.

o

e

. TUONG TAC, TUONG KY THUOC:
> Twong tic véi thude khac:

- Céc thudc khang acid chira nhém c6 thé ngan chén sy hip thy cua cac loai thube nhu tetracycline,

ciprofloxacin,

rifampicin, cefdinir, cefpodoxime, levothyroxin, rosuvastatin.

- Levothyroxine ciing c6 thé lién két véi simeticon, do d6 lam cham hoac giam qua trinh hép thu

levothyroxin.

- Cén thén trong khi ding thudc déng thoi véi polystyrene sulphonat vi c6 nguy co:

e Lam giam hiéu qua gén két cua resin véi kali, °

e Gay ra chuyén hoéa kiém & bénh nhan suy than (khi dung nhém hydroxyd va magnesi

hydroxyd),

e Gy ra tinh trang tic ruét (khi dung nhém hydroxyd).

- Dung chung nhém hydroxyd va citrat c6 thé lam ting ndng d6 nhom, dic biét & nhiing bénh nhan

suy théan.

- Tinh trang kiém héa nudc tiéu thir cép sau khi ding magnesi hydroxyd c6 thé 1am thay déi tinh
trang bai tiét cia mét s6 loai thudc; vi du tinh trang tang bai tiét salicylat,

- Mot sb loai thude cé thé bi anh huong boi magnesi hydroxyd va nguoc lai cac thude nay cé thé

anh huéng dén hiéu qua tic dung ctia magnesi hydroxyd.

vitamin,

ketoconazol,

hydroxychloroquine,

10. TAC DUNG KHONG MONG MUON CUA THUOC:

chloroquine, chlorpromazine,

H§ co Rat | Pho bién [ Khong [ Hiém (tir | R4t hiém | Khong biét (khong thé wdc tinh
quan phd (tir > pho bién >1/ (<1/ tir dit lidu o sén)
bién | 1/100 (tr>1/ 10.000 | 10.000)
(e dén 1,000 dén | dén <1/
1/10) | <1/10) <1/100) 1,000)
hé thong Xuat hién cdc phan img qué man,
mién chéng han nhu ngtra, n6i mé day,
dich phu mach va phan ung phan vé
Tiéu héa Tiéu chay Dau bung
hodc tdo
bon .
Chuyén Tang Ting nong d6 nhém trong mau
héa va néng d6 | Giam nong do phosphat trong
dinh magnesi | mau, khi ding lau dai hosic khi
duong trong dung lidu cao hogc thdm chi dung

2/4
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méu, bao | liéu binh thuong & bénh nhan co
gdm céc | ché do n it phospho c6 thé lam
tri¢u tang dao thai canxi qua dudng
chimg | tiéu, gdy ra hau qua lodng xuong
Xdy ra
sau  khi
dung
magnesi
hydroxyd
kéo dai ¢
nhiing
bénh
nhan suy

than i

Cach xir tri cdc tic dyng khéng mong mudn:
Théng bao ngay cho bac sy hoic dugc sy nhiing phan ing c6 hai gap phai khi sir dung thude.

11. QUA LIEU VA CACH XU TRi.

Cac trigu chung duoc béo co cua tinh trang qua liéu cép tinh khi dung két hop nhém hydroxyd va
magnesi hydroxyd bao gom tiéu chay, dau bung, nén mura.

Liéu luong 16n ctia san pham nay c6 thé géy kich thich hodc 1am trdm trong thém tinh trang tic nghén
duong rudt va tic ruét & nhiing bénh nhan cé nguy co.

Cach xir tri:

Bénh nhan phai dén bénh vién ngay 1ap tuc.

Nhom va magnesi dugc dao thai qua duong tiét nigu; do do viéc diéu tri tinh trang qua lidu cAp tinh
bao g6m viéc tiém truyén calcium gluconate qua tinh mach, bi nudc va bét budc thuc hién qua trinh
dao thai thuéc qua nudc tidu.

Néu bénh nhan b suy giam chuc nang than, can phai thuc hién qua trinh chay than nhén tao hoac
tham phéan phuc mac.

12. DI}C TINH DUQC LU'C HQC:

Co che tac dung:

Thudc 13 hdn hop cia ba chét, trong d6 simeticone c6 tac dyng lam giam hoi (ao ra trong da day va
hai chat c6 tac dung trung hoa acid trong da day l1a magnesi hydroxyd c6 tac dung nhanh, va nhém
hydroxyd c6 tac dung chim. Su két hop nay gitip cho hiéu qua giam acid xay ra mét cach nhanh
chong dong thoi kéo dai thoi gian diéu tri. Nhém hydroxyd con co tc dung 1am se va do dé co thé
gdy ra tinh trang tdo bén. Tinh trang tdo bon nay duge can bang bai tac dung cuia magnesi hydroxyd

t6t hon 5o véi cac mudi magnesi khac c6 thé gay ra tac dung khong mong muén 12 tidu chay.

13. PAC TINH DUQC PONG HQC:

Magnesi hydroxyd phan {mg véi acid hydrocloric trong da day tao ra magnesi clorid. Mét lugng nho
muo6i magnesi c6 thé duoc hdp thu va bai tiét trong nudc tidu. néu khéng sé thai trir qua phén.
Nhom hydroxyd phan tmg véi acid hydrocloric trong da day tao ra nhém clorua, mét sé dugc hép
thu. Nhom hép thy s& dugc loai bo trong nudc tiéu. Phan 16n nhém van con trong duodng tiéu héa va
tao thanh cic mudi nhom kém hép thu bao gdm céc dan xuat hydroxyd, phosphat, carbonat va acid
béo, nhimg chét nay duoc bai tiét trong phén.

Khéng ¢6 sin dit liéu vé duoc déng hoc cua simethicon.

14. QUY CACH PONG GOI:
Hop 20 goi x goi 10 ml.

Hop 30 goi x goi 10 ml.

Hop 50 gbi x goéi 10 ml.

Hop 1 chai x 200 ml.

Hop 1 chai x 500 ml.
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15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Bao quan: Noi kho thoang, tranh anh sang, nhiét do khong qua 30°C.

Han dimg: 36 thang ké tir ngay san xudt; 2 thang ké tir khi mo nip chai.

Tiéu chudn: TCCS

16. TEN VA PIA CHi CUA CO SO SAN XUAT
CONG TY CO PHAN S.P.M (S.P.M CORPORATION)
\ Dia chi: L6 s6 51, Khu Cong Nghiép Tan Tao, Pudng sé 2, Phuong
rf\ Tén Tgo A, Quén Binh Tan, Thanh phé H3 Chi Minh, Viét Nam
4
S P M
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