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Aluminum hydroxide 800 mg/ 10 ml
l-' Magnesium hydroxide 800 mg/ 10 ml
B Simethicone B0 mg/ 10 ml

NHAN HOP

.
Hop 30 gdi x 10ml Box of 30 sachets x 10 ml
Thanhphdn: M 10 mIhéndichchia: " - Composition:
Aluminum hydroxige. ... ...800,0mg Each10 ml oral suspensioncontains:
(dudidang Dried Nummun Hydm:nde GeIJ Alumninum hydroxide..........ccoooooiiiinns. 800.0mg
Magnesium hydroxide..... . ...800,0mg (as Dried Aluminum Hydroxide Gel)
Simethicone.... a2 ..80,0mg Magnesium hydroxide ... 800.0mg
(ducudangSamethzconeemulslnnm%) Simethicone.... s 80.0MY
Chi dinh, cich ding, chdng chi dinh va cac théng tin (asslmethlcone emulsmn 30%)
Aluminum hydraxide 800 mg/ 10 m! I khdc: xem trong to hudng din sit dung thudc kém Aluminum hydroxide 800 mg/ 10 ml Indications, administration, contraindications and
Magnesium hydroxide 800 mg/ 10 ml l theo. Magnesium hydroxide 800 mg/ 10 ml l further information: please refer 1o the package
Simethicone 80 mg/ 10m| ““H Titu chusn: TCCS Simethicone 80 mg/ 10ml “ 0 inserd.
Bao quan: Nai kho réo, nhigt d dudi 20°C, trdnh &nh Specification: In-house
sang. Storage:
Déxatdmtay tréem. Store in a dry place at temperature below 30°C,
Docky huéng dén siudungtrudickhiding. avoidinglight.

Keep out of reach of children,
Read the packageinsert carefully before use.
Shake wellbefore use,

Léc ky trudc khisidung.

SDK/Visa No.:
LSX/Batch No
N5X/Mlg. Date
HD/Exp. Date
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NHAN GOI

Co's6'san xudt: CONG TY €O PHAN DUGC PHAM SOHAVIMEX | S
Tiéu chudn: TCCS
SDK/Visa No.: HD

GINGOSVM

Aluminum hydroxide 800 mg/ 10 m| R
Magnesium hydroxide 800 mg/ 10 m| EEN SOHAVIMEX
Simethicone 80 mg/ 10 m| EEE

HON DICH UONG

Thanh phdn: M6i10 mlh&ndjch chia: Aluminum hydroxide (dudidang Dried Aluminum Hydroxide Gel) 800,0 mg; Magnesium hydroxide
800,0 mg; Simethicone (duéi dang Simethicone emulsion 30%) 80,0 mg; Chidinh, cach diing, chng chidjnh va cac théng tin khac: xem
trong ti huéng dan strdung thubc kém theo. Bao quan: Noi kho réo, nhiét do dudi30°C, tranh nhsang. D& xatdmtay tré em. Docky hudng
dan stidung trudc khiding.
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1. THANH PHAN CONG THUC THUOC

M®di 10 ml hén dich chira:

GINGOSVM

¢ khiding

ng dan s dung triede khi diing

Thanh phan hoat chit:
Aluminum hydroxide (duéi dang Dried Aluminum IHydroxide Gel) 800,0 mg
Magnesiumum hydroxide 800,0 mg
Simethicone (dudi dang Simethicone emulsion 30%) 80,0 mg
Thanh ph&"n i dwoe: Sorbitol solution 70%, Sucralose, Microcrystalline Cellulose and
Carboxymethyleellulose  Sodium,  Xanthan  Gum, Citric  Acid Monohydrale,
Mecthylparaben, Propylparaben, Benzalkonium chloride, Chlorhexidine diacetate,
Propylene glycol, Polyethylene glycol 4000, Polyoxyl 40 Hydrogenated Castor oil, Orange
flavor, Cooling agent flavor, Nude tinh khiét.
2. DANG BAO CHE
[16n dich uéng
M ta dang bao ché: Hon dich mau tring duc, thom mui cam va bac ha. Khi lic 1én 1 dén
2 phuat hdn dich duy tri trang théai phan tan trong vai phut.
3. CHIPINH
Giam cac triéu chimg ¢ néng, ting acid da day, ddy hoi va khé tiéu,
4.  CACII DUNG, LIEU DUNG
Cich dung:
Lic ky trude khi ubng.
Dung duong udng, udng giira céc bira dn, sau bita an, trude khi di ngti hodc theo chi dinh
cua bac sT.
Li¢u dung:
- Nouwdi 16n va tré em tir 12 tudi tré 1én: 10 — 20 ml (twong duong 1-2 g6i) khi cin thiét.
Khéng str dung qua 60 ml trong 24 gid va khong sur dung lidu 16i da kéo dai trén 2 tudn,
- Tré em dudi 12 tudi: 1161 y kién bac sT trude khi sir dung
5. CHONG CHI PINI
Thude CIHONG CIII DINII trong cdc truomg hop sau:
. Aluminum hydroxide:
Quéd min c¢am voi nhém hydroxyd va ché pham chira nhom.
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Giam phosphat huyét.

R61 loan chuyén hod porphyrin.

tiéu hod chua chan doan duoc nguyén nhén.

oo phigso §mh va tré nho vi nguy co nhiém ddc nhém, diic biét tré mit nude hodc bi suy thin

Suy thin ndng

Min cam véi céc thude khang acid chira magnesium

e  Simcthicone

Man cam v6i simethicone hodc bat ky thanh phan nao cta ché pham. Thung hodc tic rudt
(da biét hodc nghi ngd).

6. CANH BAO VA THAN TRONG KIII DUNG THUOC

¢  Aluminum hydroxide:

Cén dung thin trong v6i ngudi c6 suy tim sung huyét, suy than (gay tich liiy nhém va
nhiém déc), phu, xo gan va ché d an it natri va véi nguoi méi bi chay mau dudng tiéu
hoa.

Neuoi cao tudi, tdo bén, mét nude, mit dich, réi loan tiéu hoa ¢ giam nhu dong rudt, tic
rudt. Chu y tuong tac thude khi ding phdi hop.

Kiém tra dinh ky hang thdng hodc 2 thang 1 lan ndng do phosphat trong huyét thanh cho
ngudi bénh chay than nhén tao va dung lau dai thude khang acid chira nhom.

Mudi citrat lam ting hdp thu nhém & dudng tiéu hoa va ngudi bi suy than khi ubng thude
chira nhom can tranh uéng cac ché phdm co citrat, nhu céc vién sui, vién phén tan. Acid
ascorbic ciing lam ting hap thu nhom.

e  Magnesiumum hydroxide

Céc thube khang acid chira magnesium thudng gdy nhudn trang nén kho dung nap néu
dung thuong xuyén dang don chét; khi dung liéu nhéc lai s¢ gdy tiéu chay, din dén mét
cén bing dich va dién giai.

O ngudi bénh suy than ning, da gip ching ting magnesium huyét (gdy ha huyét ap, budn
nén, non, thay déi dién tam dd, suy hé hdp, suy giam tdm than va hon mé) sau khi sir dung
thude khang acid chira magnesium. Vi vay khong nén dung céc thube khang acid chia
magnesium cho nguoi suy thin. Khi dung céac ché pham khang acid ¢6 chira hon 50 mEq
magnesium mdi ngay, bénh nhan suy than cin dugc theo doi rét cén than vé can bang dién
giai va chirc ning than. Khang nén ding thude kéo dai lién tyc trén 2 tun néu khong co

chi dinh cta thay thude.
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] Simethicone

Khong nén dL‘mg simethicone dé diéu tri con dau bung O tré em vi chua c6 du théng tin vé

Ay comtl;‘.{ 1'11‘\{ s

co phmh B ‘uong co carbonat (soda hoidc nude ngot) hodc cic thire n ¢6 thé 1am ting lugng
+\ DUJC RiiAS
SOHA %IB EX

<
/my c6 chira 0,50 mg Benzalkonium chloride trong mdi 10 ml hén dich.

Thude ¢6 chta sorbitol (E420). Nhitng bénh nhan cé van dé di truyén hiém gdp vé khong
dung nap [ructose khéng nén dung thudc nay.

Thuée nay chira it hon 1 mmol natri (23 mg) mdi ml, nghia la vé¢ co ban l1a "khéng chira
natri'.

Thude nay c¢6 chira Methylparaben, Propylparapen c6 thé géy phan timg di tmg cham.

¢6 Thude nay ¢6 chira 100 mg propylene glycol trong méi don vi phén lidu (go6i 10 ml)
tuong duong véi 10 mg/ml hdn dich. Néu tré dudi 5 tudi, hoi v kién bac s7 hodc duge si
trude khi cho tré dung thude, nhit la khi tré duge cho dung céc thudc khic co chita
propylene glycol hay alcol.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

e  Aluminum hydroxide:

Thoi ky mang thai

Duoc coi la an toan, nhung nén tranh ding lidu cao kéo dai.

Thoti ky cho con bu

Mic di mét luong nho nhom bai tiét qua sita, nhung ndng do khong du dé gay tac hai dén
tré bl me.

e Magnesiumum hydroxide

Thoti ky mang thai

Céc nghién ctru trén dong vat khdng phat hién nguy co cho thai. Trén ngudi, hién chua c6
dir lidu vé& nguy co trong thai ky. Chi ¢6 lugng nhoé magnesium dugc hip thu vao co thé
nén khé nang thai tiép xtic la thép.

Thoi ky cho con b

Magnesium duge thai trir qua stra nhung chi voi lugng nho, co thé dung thudc trong thoi
ky cho con bu.

¢  Simethicone

Thoi ky mang thai

Khong 1o simethicone ¢6 qua duge nhau thai hay khong, nhung do hip thu cla

simethicone qua rudt bj han ché, diéu d6 1am giam kha nang phoi nhiém doi v6i thai nhi.

3/7



https://trungtamthuoc.com/

Thoi ky cho con bu
Khong biét simethicone ¢6 duge bai tiét vao sita me hay khong, cling khéng c6 bao cdo vé

dung simethicone trong thoi ky cho con bi. Can cin nhéc nguy co/loi ich khi st dung cho

g chimg vé anh hudng ctia thudc 1én kha nang 1ai xe, van hanh mdy méc
G TAC, TUONG KY CUA THUOC

e  Aluminum hydroxide:

Nhom hydroxyd ¢é thé 1am thay ddi hap thu cia cac thude. Udng dong thoi véi tetracyclin,
digoxin, indomethacin, mudi sit, isoniazid, alopurinol, benzodiazepin, corticosteroid,
penicilamin, phenothiazin, ranitidin, ketoconazol, itraconazol, clodiazepoxyd cé thé lam
giam sy hap thu cua nhimg thudc nay. Vi vy, can udng céc thude nay céch xa thudc khang
acid tr 2 — 3 gior.

Nhém hydroxyd ciing lam giam hap thu ctia mét s6 thude khang virus nhu dolutegravir,
elvitegravir, raltegravir, do do can ubng cac thude nay cich xa nhom hydroxyd it nhét 4
01t (déi voi elvitegravir) hodic trudc it nhét 2 gio hay sau 6 gior (dbi véi dolutegravir).
Thudc khang acid chira nhém c6 thé lam giam hip thu cta deferasirox.

Neguy co gdy tic rudt khi uéng nhém hydroxyd cuing véi polystyren sulfonat resin.

Uéng ddng thori dicoumarol véi ché phdm nhém va magnesium hydroxyd lam téng hap thu
cua dicoumarol.

Nhom hydroxyd lam tang hip thu ctia pscudoephedrin hodc diazepam khi udng dong thoi.
Thube khang acid lam ting pH duong tiéu héa cé thé anh huong dén do rd, do hoa tan
hoiic ion hoa cua nhitng ché phidm bao tan trong rudt va thube c6 tinh acid yéu hodc kiém
yéu nén ¢6 thé 1am hong 16p bao clia cae thude bao tan trong rugt.

Thude khang acid lam ting pH nudc tidu, 1am gidm nong d¢ salicylat trong mau, c6 thé
lam giam bai tiét nhitng thude ¢6 tinh kiém yéu, ting bai tiét cic thude c6 tinh acid yéu.

e Magnesiumum hydroxide

Tt ca cac thude khang acid déu 1am ting hodc giam téc dd va mirc do hép thu cac thude
khac khi dang phdi hop, hodc do 1am thay ddi thoi gian thude & trong dudng ti¢u hoa, hodc
do tao phic véi ching. Cac nghién ciru in vitro cho thdy magnesium hydroxyd c6 kha
nang gin vao thubc manh nhit trong s6 cac thude khang acid. Tang pH dudng tiéu hoa do
thude khang acid ¢6 thé anh hudng dén kha niing rd, hoa tan hay ion hoa cta cac thude bao
tan trong rudt va cac thude ¢6 ban chit acid hay base yéu. Viée dung thudc khang acid ¢6
thé lam tang pl trong nudc ticu, dan dén giam thai trir cac thude ¢6 ban chit base yéu va

tang thai trir thude cé ban chit acid yéu.
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Twong tic lam tang hép thu: Hap thu cla aspirin dang bao tan trong rudt ting 1én khi ding
ciing cac thube khang acid. Dung cung luc dicoumarol voi ché phdm chira nhom va
magnesium hydroxyd lam ting hip thu cta dicoumarol.

tace lam giam hdp thu: Thuoc khang acid chira magnesium lam giam hap thu cac

sinh va khang nam (vi du: cefpodoxim. itraconazol, tetracyclin, ketoconazol,

dng céc thube céch nhau it nhét 2 gio. Udng khing sinh quinolon it nhat 2 gid

Thude khang histamin (fexofenadin): Udng cac thude cach nhau it nhit 2 gid.

Thude bisphosphonat (vi du: alendronat, clodronat, risedronat, acid ibandronic): Ubng acid
alendronat it nhat 30 phut trude khi uéng thude chira magnesium. Ubng thudc chua
magnesium it nhit 6 gid trude hodc 1 giv sau khi ubng acid ibandronic. Tranh uéng thude
chita magnesium it nhat 2 i so voi thoi diém udng riscdronat va natri clodronat.
Corticoid (deflazacort, dexamethason): Udng thude chira magnesium 2 gitr truée hodc sau
khi udng cac corticoid nay.

Digoxin: Uéng céc thude cich nhau it nhét 2 gio.

Dipyridamol: Tranh ding chung véi thudc chira magnesium.

Thude chong déng kinh (gabapentin va phenytoin): Ubng thude chéng déng kinh 2 gid sau
khi uéng thude khang acid.

Levothyroxin: Ubng céc thudc cach nhau it nhat 4 gid.

Mycophenolat: Tranh dung chung véi thudc chira magnesium.

Céac mudi sit: Udng vién sit 1 gidr trude hodc 2 gior sau Khi udng thude chira magnesium.
Thube ha lipid huyét (rosuvastatin): Uédng céc thude cach nhau ft nhit 2 gio.

Thube chdng s6t rét (cloroquin, hydroxycloroquin, proguanil): Udng cac thude cach nhau
it nhat 2 gid.

Penicilamin: Udng cac thude cach nhau it nhit 2 gio. Thude chéng viém khong steroid
(indomethacin, naproxcn): Udng cac thude cach nhau cang xa cang 161

Twong tdc lam tang thai trir: Tang thai trir cdc salicylat vao nude tiéu nén 1am giam ndng
dd thudc trong mau giam.

Twong tdc lam giam thai trie: Thai trie qua nudoc tiéu ctia amphetamin va quinidin giam
déng ké, ¢6 thé lam ting tc dung amphctamin va quinidin.

. Simethicone

Levothyroxin: Ding dong thoi levothyroxin va simethicone co thé lam giam hép thu
levothyroxin, din dén giam hiu quéa cua levothyroxin, gdy gidm ndng tuyén gidp. Néu
dimg déng thoi hai thude nay phai uéng cach nhau it nhét 4 gio. Theo doi muc TSH
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vivhodc céc danh gia khac vé chic ning tuyén gidp khi bét diu ding hodc khi ngimg dung
simethicone trong khi didu tri bing levothyroxin.

9.2. Twong ky ciia thube

100 dén < 1/10), it gap (= 1/1000 dén < 1/100), hiém gip (> 1/10000 dén <
0y " rit hiém gip (<1/10000), khong xac dinh (khong thé wde tinh tir dir liéu cé sin).
Aluminum hydroxide:

Nhuy@n xuong, bénh ndo, sa sut tri tu¢ va thi¢u mau hdng cdu nho da xay ra & ngudi suy
than man tinh ding nhém hydroxyd lam tac nhan gay dinh két phosphat.

Giam phosphat huyét da xay ra khi dung thuéc kéo dai hodic liéu cao. Thube khang acid
chira nhém ¢6 tac dung lam sin se va gay tao bon, liGu cao ¢6 thé gay tic rudt. Ngo doc
nhém va nhuyén xuong ¢6 thé xay ra & ngudi bénh c6 hdi chimg uré huyét cao.

Thwong gdp

T4o bon, chat miéng. cimg bung, phén rén, budn nén, ndn, phin tring.

It gap

Giam phosphat huyét lam tang tiéu xuong, nhuy&n xuong (khi ché dé an it phosphat), ting
calci ni¢u, giam magnesium huyét, ting nhom huyét giy bénh ndo, sa st tri wg, thiéu mau
hdng cau nho.

e Magnesiumum hydroxide

C6 thé gap cac tac dung khong mong muén trén dudng tiéu hoa nhu dau bung, tiéu chay.
Tang magnesium huyét co thé xay ra khi dung thube kéo dai trén bénh nhan suy than, tuy
nhién hiém gip.

® Simethicone

Chua c0 tac dung khong mong mudn nao dugc bdo céo.

Luu p: Thong bdo ngay cho bdc si hodc dugc si nhitng phan ting co hai gap phai khi sie
dung thuic

Bio cdo céc tic dung khong mong muén

Viée bao cédo céc tac dung khong mong muén sau khi thude duoc phé duyét la rit quan
trong. Diéu nay cho phép ticp tuc theo ddi danh gia loi fch/rii ro cla thube. Cac chuyén
gia chdm soc ste khoe dugc ycu cAu bao cdo bt ky téc dung khong mong mudn nao 16i:
Trung tim DI & ADR Qudc gia, 13 - 15 L¢ Thanh Téng - Hoan Kiém - I1a Noi.
Website: http://canhgiacduoc.org.vn/
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5 DUJC PHAM

]
SOHA VRMEX { /LIEU VA XU TRI
"3‘ ethicone

¥ MyT. _{\:.“B

ong ¢6 ghi nhédn truong hop qua liéu. V& ly thuyét, tdo bon c6 thé xay ra néu qua lidu.
Diéu tri bing cach b sung chit long va theo dai bénh nhén.

e  Magnesiumum hydroxide

Triéu chirng:

C4c triéu ching qué lidu bao goém kich tmg duong ticu héa, ti€u chay nhiéu nude. Truong
hop ngd ddc magnesium coO thé gay ting magnesium huyét, bao gom cac triéu chimg nhu
budn non, nén, do bimg mat, khat nude, ha huyét ap, chong mat, 14 1an, mat phan xa gan
xuong, yéu co, e ché ho hép, réi loan nhip tim, hén m& va ngimg tim.

X tri:

Truyén tinh mach 10 - 20 ml dung dich tiém truyén calci gluconat 10% néu ¢6 suy hé hap
hodc ngumng tim. Néu chire ning thén binh thuong, uo% hodc truyén di nude dé giup thai
loal magnesium ra khoi co thé. Can nhic loc mau néu bénh nhén suy thin hodc ting
magnesium nghiém trong.

12. QUY CACH PONG GOI

Hop 30 g6i x 10 ml, géi mang nhdm phirc hop

13. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Diéu kién bao quan: Noi kho réo, nhiét do duoi 30°C, tranh dnh sang.

Han dimng: 24 thing ké tir ngay san XUAL.

Tiéu chudn chat lrgng: TCCS

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

CONG TY CO PIIAN DUOQC PHHAM SOHA VIMEX

Dia chi: Duong N1 - Khu cong nghi¢p Yén My II. Thi trdn Yén My, Huyén Yén My, Tinh
Hung Yén, Viét Nam.

717




