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Aluminum hydroxide 35 mg/m| =B
Magnesium hydroxide 40 mg/m| R
Simethicone 5mg/m| =l

SOHAR®S

Aluminum hydroxide 35 mg/ml =l
Magnesium hydroxide 40 mg/mi| =8
Simethicone 5 mg/mi Bl

(D (P

Thanh phdn: Mi 1 mihdndichchia:
Aluminum hydroxide ...
(dudidang Dried AluminumHydro
Magnesiumhydroxide
Simethicone ... ; ..
(dugidang Simethicene emulsion 30%;)

Chidinh, cach ding, chéing chidinh va cacthéng tinkhac:
xemtrong ta hudng ddn sudung thudc kemtheo.

Tiduwchudn: TCCS
Bao quan: Noi khd rdo, nhi¢t dd dudi 30°C, trdnh anh sang

Dé xatdmtaylréem
Dockyhusng ddn sudungtrudt khiding,
Lacky trudekhiding

SDK/Visa No.:
LSX/Balch No
NSX/Mfg. Date
HOD/Exp. Date

Cosi sin xudit: CONG TY €6 PHAN DUQT PHAM SOHA VIMEX
Dudng N1 - Khu cang nghigp YEn My I Thitrdn Yen My,

Huyen Yen My, Tinh Hung Yén, Vgt Nam,

ST 02217306996/E-mall: sohavimex@sohacogroup comyn
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DUQJC PHAM |

SOHAR®S

Aluminum hydroxide 35 mg/ml =l
Magnesium hydroxide 40 mg/m| =1
Simethicone 5mg/ml

(D) )

Composition: Each 1mloralsuspension contains:

Aluminum by droxide.........cmii ..35mg
(as Dried AluminumHydrox|de Gel)

Magnesium hydroxid .40mg
SUTIBTRIEONE. ...cccconcvsisirsresssimptanmrmprimasssssssssmeessmrssissss ST
(as Simethiconeemulsion30%)

Indications, administration, indica-tions and

Turther information:
please refer to the package insert.

Specification: in-house
Storage: Storeina dry place at temperature below 30°C,
avaidinghght.

Keepoutof reachof children.
Readthe packageinsertcarefully before use.
Shake wellbefore use

Ma vach

Manufacturer. SOMA VIMEX PHARMACEUTICAL JOINT STOCK COMPANY
N1 Road- Yon My N industria Jone. Yen My Town,

Yen My Dwtrct, Hung Yen Pravince, Vietnam

Phone: 02217306996/t -mail. sohavimexEisshacogrou com vn
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' SOHAR®S

: Aluminum hydroxide 35 mg/m| "=
Han dich u6ng Magnesium hydroxide 40 mg/m| =l
Simethicone 5 mg/m/| =l

Thanh phan: M&i1ml hén dich chia: Aluminum hydroxide (dudi dang Dried Aluminum Hydroxide Gel) 35 mg; Magnesium |
hydroxide 40 mg; Simethicone (dudi dang Simethicone emulsion 30%) 5mg; Chidinh, cach dung, chdng chidinhvacacthong |
tinkhac: xem trong t& huéng dan st dung thuéc kém theo; Bao quan: Noikhé réo, nhietdo dudi 30°C, trénh anh sang. Dé xa t&m
taytré em. Doc ky huéngdan st dung trudckhiding. Lac ky trude khi ding.

SOHAVIMEX
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HAR®S

Aluminum hydroxide 35 mg/m| =l
Magnesium hydroxide 40 mg/m|

Simethicone 5 mg/m| =N

y o

SOHAR®S

Aluminum hydroxide 35 mg/m| =R

Magnesium hydroxide 40 mg/m| =8

Simethicone 5 mg/m| HE

(D) (P

Thanh phédn: M&i 1ml hdn dich chia:
AUMIDUMABYIROXITR. . vereessserssmssssrassssassassmssssssssasonss
(dudidang Dried Aluminum Hydroxide Gel)
MagNesiuM by BIOXITR. .o ccsmrssmissriicssssstiossssstiensss
Simethicone 5mg
(duaidang Simethicone emulsion 30%)

Chidinh, cach dung, chéing chidinh va cdc thdng tin khac;
xem tiong to hudng din si dung thudc kém theo

Tiéuchudn: TCCS
Badoqudn: Nolkhorao, phiet dodugi30°C, trdnh nhsang.

Déxatdmtaytréem,
Boc ky huang dan sidyng trudc khiding
Lackytruac khidung,

SDK/Visa No.:
L5x/8atch No
NSX/Mfg. Date
HD/Exp. Date

€050 5n xut: CONG TY €8 PHAN DUGC PHAM SOHA VIMEX
Dudng N1 - Khu eong nghiép Yen My i, Thy trdn Yén My,
Huytn'¥én My, Tinh Hung Yén, Viet Nam

50T: 02217306996 /E-mail: suhavimex@sohacogroup.comavn

NHAN HOP

DUJC PHAM
SOHA VIMEX

OHAR®S

Aluminum hydroxide 35 mg/m| =8
Magnesium hydroxide 40 mg/m|
Simethicone 5 mg/m| =N

(D) (P

t5x 10 ml

Composition: Each 1ml oralsuspension cantains
Aluminum hydroxide.. repsstiriessseesssssrssssssssnss ST
{as Dried Aluminum Hy droxide Gel)

Magnesium hydroxide. TR Y

Simethicone........ i

{as Simethicone emulsion 30%)

Indications, administration, contraindica-tions and
further information:

pleaserefertothe packageinsert,

Specification: In-house
Storage: Store In a dry place at temperature below 30°C,
avoldinglight.

Keepoutof reachof children
Readthe package insertcarefully before use.
Shake wellbefore use.

Ma vach

Manulacturer: SOHA VIMEX PHARMACEUTICAL [OINT STOCK COMPANY
N1 Road - Yen My lindustrial Zone, Yen My Town,

Yen My District, Hung Yen Province, Vietnam,

Phane: 0221730699%,€-mail sohavimex@sohacogroup comvn
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' SOHAR®S

Aluminum hydroxide 35 mg/m/| =l
Han dlch uaﬂg Magnesium hydroxide 40 mg/m| =l
Simethicone 5 mg/m| =l

Thanh phan: Mb&i 1 ml hén dich chia: Aluminum hydroxide (dudi dang Dried Aluminum Hydroxide Gel) 35 mg; Magnesium ;
hydroxide 40 mq; Simethicone (dudi dang Simethicone emulsion 30%) 5 mg; Chidinh, cach ding, chéng chi dinhva cacthong :
tinkhac: xem trong t& hudng dn st dyng thudc kem theo; Bao quan: Noikho rao, nhiét dd dudi30°C, tranh anh sang. DE xatam :
tay tréem. Docky huéngdansidung trudc khidung. Lac kytrudckhidung. .

SOHAVIMEX




https://trungtamthuoc.com/

llr.f-élr.r b] Jt‘ﬁ\
[M'.\ DUGC PHAM |4 |
\ \\"G”L\“mh.{ / ,y
\ i To htn?n,g din sir dung thude

SOHAROS

Lic kj trwée khi ding
Pé xa tim tay tré em
Poc kj hwong din sie dung triwée khi diing
Thong bdo ngay cho bic st hodc duwge si nhitng phén teng cé hai gip phai khi si¢ dung thuée
1. THANH PHAN CONG THUC THUOC
M3ai 1 ml hdn dich chia:
Thanh phén hoat chit:
Aluminum hydroxide (duéi dang Dried Aluminum Hydroxide Gel) 35 mg
Magnesium hydroxide 40 mg
Simethicone (dudi dang Simethicone emulsion 30%) 5 mg

Thanh phén td dwgc: Sorbitol solution 70%, Sucralose, Microcrystalline Cellulose and
Carboxymethylcellulose Sodium, Xanthan Gum, Citric Acid Monohydrate,
Methylparaben, Propylparaben, Benzalkonium chloride, Chlorhexidine diacetate,
Propylene glycol, Polyethylen glycol 4000, Polyoxyl 40 Hydrogenated Castor oil,
Orange flavor, Cooling agent flavor, Nudc tinh khiét.

2. DANG BAO CHE

Hbn dich udng

Mo ti dang bao ché: Hon dich mau tring duc, mii thom. Khi léc 1én 1 dén 2 phit hon
dich duy tri trang thai phén tan trong vai phut.

3. CHI PINH
Giam céc triéu chimg kho tiéu, ¢ nong va day hoi.
4. CACH DUNG, LIEU DUNG

Cich ding: Dung dudng udng. Lic k¥ trude khi dung.

Dang géi 5 ml va goi 10 ml 1a dang don liéu, str dung hét ngay sau khi mé.

Li¢u diing:

- Ngudi 16n: 5 - 10 ml/14n, uéng sau bita &n 20 phtt — 1 gid va trudc khi di ngh hodc khi
cin thiét.

- Tré em tir 5 tudi trd 18n: Theo ty 18 thich hop ctia liéu dung cho ngudi lén.

- Tré em dudi 5 tudi: TOi da 5 ml/lan x 3 1an/ ngay.

- Ngui cao tudi: Khuyén cdo st dung liéu nhu ngudi 16n.
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o M\Q ONG CHI PINH

D '“Thﬁﬁé UF}QNG CHI PINH trong céc truong hop sau:
A VLM r\{ I/
.\E’ "Adué man ¢am v6i hoat chat hodic bit ky thanh phin nao cua thude.

G ‘x__ =

Benh nhan suy nhuge ning, suy thin hodc giam phosphat mau.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Nhém hydroxid c6 thé gay tdo bon va qué liéu mudi magnesi cé thé gay gidm nhu déng
rudt; lidu lwong 16n san phAdm nay cé thé gay ra hodc 1am ning thém tinh trang tic rudt
& nhitg bénh nhan c¢6 nguy co cao hon nhu nguoi bi suy than hodc nguoi cao tudi.
Nhom hydroxid khong duoce hip thu t6t qua dudmg tiéu héa va do d6 hiém gip tic dung
toan than & bénh nhan c6 chirc ning than binh thudng. Tuy nhién, ding qué liéu hodc
st dung 1au dai, hoic thim chi ding liéu binh thudéng & bénh nhan cé ché do an it
phospho, ¢ thé din dén suy giam phosphat (do lién két véi nhém-phosphate) kém theo
tang tiéu xuong va ting calci niéu véi nguy co nhuyén xuong. Khuyén cdo cho bénh
nhan trong truong hop str dung lau dai hodc & nhitng bénh nhén c6 nguy co bi suy giam
phosphat.
0 bénh nhan suy than, ndng do trong huyét tuong cta ca nhom va magnesi déu ting. O
nhitng bénh nhén nay, viéc st dung lau dai véi mudi nhém va magnesi liéu cao cé thé
din dén bénh ndo, mat trf nhé, thiéu mau héng cAu nhé hodc 1am trim trong thém bénh
nhuyén xuong do loc mau.
Nhém hydroxid c¢6 thé khong an toan & nhimg bénh nhén méc bénh porphyrin dang
chay thdn nhan tao. Nén tranh st dung thudc khéang acid kéo dai & bénh nhéan suy than.
O tré nho, viée str dung magnesi hydroxid c6 thé gdy ting magnesi mau, dic biét néu tré
bi suy thén hodc mét nude.
Ta dwge
Thudc nay c6 chira 0,05 mg Benzalkonium chloride, 10 mg Propylene glycol trong mbi
1 ml hén dich.

Thube c6 chira 35 mg Sorbitol trong mdi 1 ml. Sorbitol 1 ngudn dinh dudng giau
fructose. Néu bénh nhan (hodc bénh nhi) duge chin doan ¢ rdi loan dung nap véi mot
s loai dudmg nhét dinh, hodc néu bénh nhan bi rdi loan khéng dung nap fructose do di
truyén, mot roi loan di truyén hiém gip, méa bénh khong thé tiéu hoa fructose, hay hoi y
kién bac sT trudce khi ding thube nay.

Thube nay chia it hon 1 mmol natri (23 mg) mdi 1 ml, nghia 1a vé co ban la “khong
chira natri”.

Thudc nay chira Methylparaben, Propylparapen c¢6 thé gay ra cac phan tng di tmg (c6

thé xay ra cham).
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"'qﬁy chtta Polyoxyl 40 Hydrogenated Castor oil ¢6 thé gy rdi loan tidu héa nhe

S Y S DUNG THUOC CHO PHU NU CO THAT VA CHO CON BU
Phu nir ¢6 thai
Tinh an toan cua thudc trong thai ky chua duoc thiét 1ap. Khéng ¢6 dit lidu st dung
thudc & phu nit c6 thai. Khong thé rit ra két luan nao vé viéc thude c6 an toan khi sir
dung trong thai ky hay khong. Chi nén sir dung thuée trong thdi ky mang thai néu loi
ich mang lai cho ngudi me vuot tréi hon nhitng nguy co tiém 4n, bao gém ca nhiing
nguy co dbi véi thai nhi.
Phu nir cho con bu
Do kha ning hip thu ctia me bi han ché nén khi sir dung theo khuyén cdo, chi ¢ mét
lrgng nho hdn hop nhém hydroxid va mubi magnesi s& dugc bai tiét vao sita me.
Simethicone khéng duoc hap thu qua dudng tiéu hoa.
Khéng c6 anh hudng nao duogc du doan lién quan dén tré so sinh/tré so sinh bu sita me
vi sy phoi nhiém toan than ctia phu nit cho con b véi nhém hydroxid, magnesi
hydroxid va simethicone 1a khong déng ké.
8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH
MAY MOC
Chua cé bing chimg vé anh hudng ctia thude 1én kha ning 14i xe, van hanh may méc.
9. TUONG TAC, TUGNG KY CUA THUOC
9.1. Twong tic ciia thude
Khéng nén ding thudc nay dong thoi vdi cac thude khac vi ¢6 thé can trd su hap thu
néu ding trong vong 1 gio. P& phong ngira, nén sir dung céch it nhét 2 gior (4 gior doi
vdi fluoroquinolone).
Thude khang acid c6 chita nhém cé thé ngén can su hép thu cua céc thudc khac, dic
biét 1a thuéc dbi khang H, . atenolol, bisphosphonates, cefdinir, cefpodoxime,
chloroquine, chlorpromazine, ciprofloxacin, cyclines, dasatinib monohydrate,
dexamethasone, diflunisal, digoxin, eltrombopag olamine, elvitegravir, ethambutol,
fluoroquinolones, glucocorticoids, hydroxychloroquine, indomethacin, mudi sit,
isoniazid, ketoconazole, levothyroxine, lincosamide, metoprolol, nilotinib, thudc an
thin kinh phenothiazine, penicillamine, propranolol, kali raltegraver, rifampicin,
rilpivirine, riociguat, rosuvastatin, natri fluorure, diéu tri khang virus két hop tenofovir
alafenamide fumarate/emtricitabine/natri bictegravir, tetracycline va cac vitamin.
Nén tranh két hop véi céc thuéc Gc ché integrase (dolutegravervir, raltegraver,

bictegravir).
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tﬁﬁ:r}mhe cling 6 thé lién két véi simethicone, diéu nay c6 thé 1am cham hodc lam

glam/;{hﬁp thu ctia levothyroxine.
" CAn'than trong khi st dung ddng thoi v6i polystyrene sulphonate do nguy co tiém &n
Em giam hiéu qua ctia resin lién két voi kali, nhidm kiém chuyén hoa & bénh nhan suy
than (da cé bao cdo vdi nhdm hydroxid va magnesi hydroxid) va tic nghén dudng rudt
(da co bédo cao vai nhom hydroxid).

Viée sir dung dbng thovi cc san phim chita nhém véi quinidine ¢6 thé lam ting néng do
quinidine trong huyét thanh va dan dén qua liéu quinidine.

Do thubc c¢é chtra nhém, khéng nén diing dong thdi véi khing sinh ¢6 chita tetracycline
hoic bit ky mudi tetracycline nao.

St dung cung citrat c6 thé lam ting néng d6 nhém, ddc biét 6 bénh nhan suy than.

Kidm héa nudc tiéu thi phat sau khi sir dung magnesi hydroxid cé thé lam thay déi su
bai tiét ctia mot s6 loai thude; do do, ngudi ta da thiy su bai tiét salicylat tang 1én.

9.2. Twong ky, ciia thube

Do khéng c6 cac nghién ciru vé tinh twong ky cta thudc, khong tron 14n thube ndy véi
céc thude khac.

10.  TACDUNG KHONG MONG MUON CUA THUOC

Cic phén tmg c6 hai ciia thube

Cac phan tng c6 hai cia thube (ADR) dugc phan loai theo tan suit xdy ra: rat thuong
gap (ADR 2 1/10), thuong gép (1/100 < ADR < 1/10), it gédp (1/1000 < ADR < 1/100),
hiém gép (1/10000 < ADR < 1/1000), rat hiém gap (< 1/10000), khéng xéc dinh (khéng
thé wéc tinh tir dir lidu sin co).

Hé théng co quan Tén suat T4c dung khéng mong muén

. - _ Phan (mg qua min nhu ngira, ndi ma
R&i loan hé midn dich | Knénghcdinh | | > 2o D TR RS, 1O T
day, phii mach va phan trng phan vé

It gap Tiéu chay ho#c tio bén

R&i loan hé tiéu hoa
Khong xac dinh | Pau bung

Chén thuong, ngd déc
an g, ngo dc Tang nhém méu (lién quan dén thanh

va céc bién chimg do | Khéng xéc dinh e o
phéan nhom)

phéu thuat

£ g ) Tédng magnesi mdu, bao gom ca nhimg
Roi loan chuyén hoa

va dinh dudng

Rét hiém gap quan sét sau khi ding magnesi hydroxid
| kéo dai cho bénh nhén suy thdn
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Khong x4c dinh | Téng nhom méu

Giam phosphat mau khi st dung kéo dai

hodc & liéu cao hodic thim chi & liéu binh
Khong x4c dinh | thudng & bénh nhin c6 ché do an it
phospho c6 thé din dén ting tai hap thu
xuong, ting calci niéu, nhuyén xuong

Bio cio tic dung khong mong mudn

Can thong bao cho béc s§, dugc sy dbi vdi cac phan tmg c6 hai c6 thé gip phai khi sit
dung thubc hodc bao cdo cac phan tmg co hai cia thudc vé Trung tdm Quéc gia vé
thong tin thudc va theo ddi phan ting c6 hai ctia thudc.

11.  QUALIEU VA XU TRI

Triéu chimng

Cac tridu ching nghiém trong khé c6 thé xay ra sau khi ding qua liéu.

Céac triéu chimg qua liéu cdp tinh dugc bao céo khi ding phbi hop nhom hydroxid va
mudi magnesi bao gt:jm ti€u chay, dau byng, nén mura.

Liéu lugng 16n san phim nay c6 thé gdy ra hodc lam nang thém tinh trang tic rudt &
nhitng bénh nhén cé nguy co.

X1 tri

Nhom va magnesi duge thai trir qua dudng tiét niéu; Diéu tri qua lidu cip tinh bao gdm
tiém tinh mach Calci gluconate, bu nude va dung thude loi tiéu cudng birc. Trong
truong hop suy gidm chirc ndng than, phai chay than nhén tao hodc tham phéan phuic
mac.

12 QUY CACH PONG GOI

Hop 30 goi x 5 ml, géi mang nhém phire hop

Hop 30 gbéi x 10 ml, gbi mang nhdm phirc hop.

13.  PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQONG
CUA THUOC

Diéu kién bdo quan: Noi khd réo, nhiét d6 dudi 30°C, tranh 4nh séng.

Han ding: 24 thang ké tix ngay san XUAL.

Tiéu chudn chdt lrong: TCCS

14.  TEN, PIA CHI CUA CO SO SAN XUAT THUOC

CONG TY CO PHAN DUQC PHAM SOHA VIMEX

Dia chi: Pudng N1 - Khu ¢éng nghiép Yén M§ TI, Thi trAn Yén M¥, Huyén Yén M,

Tinh Hung Yén, Viét Nam.
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