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MAU™NHAN THUOC
1. Méu nhdn vi 10 vién nén nhai.
- Noi dung va mau sic nhu mau.
- Kich thutc: mm
- Kh6 nhém: mm

2. M&u hap10 vi x 10 vién nén nhai.
- Noi dung va mau sic nhu miu.
- Kich thuGc: mm

Hép 10 vi x 10 vién nén nhal

Hép 10 vi x 10 vién nén nhai )
CONG THUE :
Nhom hydroxyd (Dried gel USP) .o 400 mg.
Magnesi hydrosyd . 400mg.
Simethicon 40mg. |
Té dikic vita dit 1 vign nén. |
cHl BINH, CHONG cHI BINH, LIEU DONG & CACH DONG VA CAC THENG TIN KHAC:
Xin xem 1 hudng din 50 dung Kém thao.
DIEU KIEN BAO QUAN : BE nol kh mat, trinh dnh sdng, nhigt 65 dudi 30°C,
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3. Méau chai 100 vién nén nhai.
- Noi dung va mau sdc nhu mau.

- Kich thudc: mm
Ny [[GMP-wHO |
CONG THOC : 0oe XY 10 HUdne us\ SU DU T t!lh WHI DONG
#hdm hydroxyd {Bnall gel uspy ....... 400 mg. BE XA TAN YAY G4 TRE £
Magnesi hydrowyd ... 3
 Amadolox
Ta duge .

cHi nlml CHONG CHi | amu LIEU DONG &
cicH DiNG VA chc mfms TIN KHAC: Xin
xem t§ huding din sit dung kém thea.

BIEU KIEN BAO QUAN ; B8 nai khé mat, tranh
dnh sdng, nhit do dudi 30°C.

TIEU CHUAN : TCCS

Chai 100 vién nén nhai

SEHC Visa no:

54 I SX [ Balch No
Mgdy SX / Mg, Dale

Han ding ¢ Exp. Dats

Go s& san xuak
CANG TY €3 PHAN DUGC BENG NA1

FF1E - Fhism Un Thudn - B T80 Tisn . TR, Biln Hia

pd THI NGA
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0 PHEN '
womgidan sudung 1. wc i
\TL h mcic ﬁ"d huo GMP-WHO

\ BONG NAI
k%d. fs:i& AMADOLOX

Pé xa tim tay tré em

Doc kj hudng din siv dung triede khi ding.
1. THANH PHAN CONG THUC

Thanh phén duge chit

Nhom hydroxyd (Dried gel USP) ......coviiiiiieeee. 400 mg.
Magnesi hydroxyd ........coocceivvnnnnee. 400mg.
SITHETHYEHI s s e 40mg

Thinh phﬁn t4 duge: Lactose monohydrat, dudng tréing, tinh bat ngd, povidon K30, tale, magie stearat,
oxyd sit do,vanilin, menthol, natri saccharin.

2. DANG BAO CHE

MBS ta: vién nén tron miu hdng, mét mit tron, mdt mit o chit D-P, canh vi thinh vién lanh 1in.

3. CHI PINH

Gidm céc triéu chirng kho tiéu, ¢ néng, déy haoi.

4, CACH DUNG, LIEU DUNG

Ceich dung:

Nhai vién sau bira én, trude khi di ngu hodc bét cir khi ndo ¢6 con dau.

Liéu ding:

Nguoi 16n va tré em trén 12 tudi. : 1 — 2 vién/lan, 3-4 lénfngﬁy hoic theo huéng din ciia thé.y thude.
Khéng ding quéi 12 vién mot ngay

Tré em dudi 12 tudi hoi ¥ kién béc si.

Khéng nén ding lién tuc qua 14 ngay

5. CHONG CHI PINH

Mén cam véi bat ky thanh phén nao cia thude.

Bénh nhdn dang bi suy nhuoc nghiém trong.

Suy thén.

Gidm phosphat mau

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

- Nhém hydloxld c6 thé giy tdo boén va qué lidu mubi mag:e c6 thé gdy giam nhu dong rudt. Qua liéu san
phdm nity c6 thé géy ra hozc lam nang thém tinh trang téc rudt vi téc rudt & nhitng bénh nhén c6 nguy co
cao nhu ngudi suy thian hodce ngudi gia.

- Nhom hydroxid khéng duoc hip thu tdt qua dudmg tiéu héa va do d6 hiém gap tac dung toan thin &
bénh nhén ¢6 chire ndng thin binh thudng. Tuy nhién, ding lidu qua cao hodc sir dung lau dai, tham chi
ding lidu binh thudng & bénh nhén ¢6 ché d6 n it phosphat, c6 thé dén dén sy suy giam phosphat kém
theo (do lién két vai nhom phosphat) ting tiéu xwong va ting canxi ni¢u voi nguy co loang xuong.

- 0 bénh nhan suy than, ndng do tron g huyét twong ctia ci nhom va magie déu tang. O nhing benh nhén
nay, viée phoi nhlem l4u dai vdi mudi nhém va magie lidu cao ¢6 thé dan dén bénh ndo, chimg mét trf
nhé, bénh hdng ciu nhd hoic lam ning thém finh trang nhuyén xuong do loc mdu.

Nhém hydroxid c6 thé khong an toan & nhirng bénh nhin méc bénh porphyrin dang chay thdn nhén tao.
Nén tréinh st dung thube khdng acid kéo dai & bénh nhén suy thin

Tré em

0 tré nho, vige sir dung magie hydroxid c6 thé gdy ting magie méau, dzc biét néu cé biéu hién suy thin
hoic mat nude.

Thanh phén thude e6 chira lactose khong nén ding cho bénh nhdn mdc edc roi loan duy truyén chitng
thiéu hut lactase Lapp hodic roi logn hdp thu glucose- galactose.
7. SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

Thoi ky mang thai:
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Khong c6 dir liéu ve viée sir dung Amadolox & phu nit mang thai. Khng thé rat ra két luén nao vé viée
liéu Amadolox c6 an todn khi sir dung trong thei ky mang thai ha)f khong Chi nén su’ dung Amadolox
trong thoi ky mang thai néu loi ich cho ngudi me 16n hon nhiing rai ro tidm 4n, bao gbém ca nhiing rii ro
ddi voi thai nhi.

Thoi kp cho con bit:

Do kha nﬁng hép thu clia me bj han ché nén khi st dung theo ki myen céo, chi ding mét lugng tdi thiéu
nhém, néu co sy két hop mudi hydroxid va magié duge cho la s& dugce bai tiét vio stta me.

Simethicon khéng dugc hﬁp thu qua, duong tiéu hoa,

Du kién khong ¢6 anh hudng nao dén tré so sinh/tré so sinh bu sita me do ngudi me dang cho con bi hap
thu toan thin véi nhém hydroxid, magie hydroxid va simethicon 12 khong ding ké.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN H?\NH MAY MOC

Chura tim thiy tai liéu bio cdo v& anh huomg chia thube véi ngudi 14i xe v vin hanh médy moc.

9. TUOGNG TAC, TUONG KY CUA THUOC

Twong tdc

Khong nén diing Amadolox ddng thoi véi che thude khée vi ching c6 thé can trér sy hdp thu néu

duge uong chung trong vong 1 gio.

- Thudc khang axit ¢6 chira nhém c6 thé can trés sy hip thu cia thude, diic biét i thude ddi khang H2, e
atenolol, bisphosphonate, cefdinir, cefpodoxim, chloroquin, chlorpromazin, ciprofloxacin, cyclin, “ 46004
dasatinib monohydrat, dexamethason, diflunisal, digoxin, eltrombopag olamin, elvitegraver, ethambutol, ?:’EEIM
fluoroquinolones, glucocorticoid, hydroxychloroquin, indomethacin, mudi siit, isoniazid, ketoconazol, o pi
levothyroxin, lincosamid, metoprolol, nilotinib, thudc an than kinh phenothiazin, penicillamin, DU

propranolol, raltegraver kali, rifampicin, rilpivirine, riociguat, rosuvastatin, natri fluorure, didu tri khang B0 Wu
virus két hop tenofovir alafenamide fumalatfemluulablnfblcluglavu natri, tetracyclin va vitamin. 1
- Nén tranh két hop véi che thude e ché |11tegra‘;e (dolutegravervir, raltegraver, bictegravir), {?'
Dé phong ngira nén ubng céce thude dudng udng va thude khang axit cach nhau it nhit 2 gid, (4 gid d6i

vdi fluoroquinolones).

- Levothyroxin cting ¢6 thé lién két voi simethicon nén ¢6 thé 1am tri hodin hodc 1am gidm sy hip thu cia
levothyroxin,

- Poly-;:yren sunfonat

Cén than trong khi sir dung dong thoi vai pol:,fstyren sulfonat do nguy co tidm 4n lam glém hi¢u qua cua

nhua trong viée lién két kali, kiém chuyén héa & bénh nhin suy than (duge bio cdo v6i nhém hydroxid va
magnesi hydroxid) va tic nghn duong rudt (duogce bdo cdo vdi nhom hydroxid).

- Qmma’m

St dung dong thovi cde san phdm nhém véi quinidin cé thé 1am ting ndng d6 quinidin trong huyét thanh

va dén dén qua lidu quinidin.

- Tetracyclin:

Do ¢6 nhom nén khdng nén ding Amadolox ddng thoi véi thude ¢6 chira tetracyclin hoic bt ky mudi
tetracyclin ndo.

- Citrat:

SLr dung nhém hydromd vi citrat ¢6 thé lam ting ndng d6 nhdm, dic biét & bénh nhén bi bénh than.

Kiém héa nude tiéu thir phat sau khi str dung magie hydroxid ¢ thé 1am thay ddi sy bai tiét clia mot sb

loai thuoc, trong d6 c6 ting bai tiét salicylat.

Twron

Do khcmg c6 cée nghién el vé tinh tuong ky clia thudc nén khong ton 1an thude niy véi cac thude khac

10. TAC DUNG KHONG MONG MUON CUA THUOC

Cdc phén teng bt loi dwoc hién thi theo quy wéc tdn $6 va phén loai hé co quan. Cédc nhém tan sudt dioc
phan logi theo cac quy woc sau:

Rt thirong gap: 2 1/10; Thuong gap: = 1/100 dén < 1/10; It gdip: > 1/1.000 dén <1/100; Hiém gip:

> 1/10.000 dén< 1/1.000; Rét hiémgidip: <1/10.000; Khong ri: khong woc tinh duoc tiv di¥ ligu Idm sang
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HE co quan Téin suit _ Phiin irng ¢6 hai

R&i loan hé thong mién dich Khong ro Phan tmg qua mﬁn chﬁng han
nhu ngira, noi mé day, phi mach
véa phan tng phan vé

R6i loan tiéu hoa It gap Tiéu chay hodc tdo bén

B Khong 1o BPau bung

Chén thuong, ngd dac va cic bién Khdng 1o Néng d6 nhém trong méu ting

chirng do thi thudt _

R&i loan chuyén hoa va dinh Rét hiém gap Ting magic mau, bao gdm céc

duting quan sit khi ding magie hydroxd
kéo dai & bénh nhén suy théin

Khéng'ro Giam phosphat méau khi str dung

kéo dai hodc & 1idu cao hodc tham
chi & liéu binh thuwong & bénh
nhin cé ché do #@n it phospho co
thé din dén ting canxi nidu tai
hip thu xwong, nhuyén xuong

Théng bdo ngay che bdc sy hodic dirgre 59 nhitng phan timg c6 hai gip phai khi st dung thude.

11. QUA LIEU VA LACH XU TRI:

Céc triéu chimg qua lidu ¢dp tinh duoge bio cdo khi ding phm hop nllom hydroxid v mudi magie bao
gom ticu chdy, dau bung, nén mira.

Liéu luong 1ém san pham nay c6 thé gy ra hofic lam nang thém (nh trang tic rudt va tic rudt & nhitng
bénh nhén ¢o nguy co.

X tri: Nhém va magie duge dio thai qua dudng tiét niéu; didu tri qua lidu cdp tinh bao gbm diing thude
Canxi Gluconate 1V, bi nuée va loi tiéu cudng bire. Trong truémg hop suy gidm chirc ning than, phai
chay thén nhéan tao hodc thdm phén phiic mac 1 can thiét.

12. PAC TINH DUQC LUC HOQC:

Ma ATC: AO2AF02

Logi thudc: Khing acid

Amadolox 13 mét hdn hop cAn bing cia hai thube kh'mg acid va chét chéng ddy hoi/ chéng tao bot
simethicon. Nhém hydroxyd 1a mdt thube khang acid tdc dung chdm va magnesi hydroxyd tic dung
nhanh.

Su ket hop tao ra tac dung nhanh va ting Tong thoi gian dém. Ban thdn nhom hydroxid la chét 1am se va
¢6 thé gy tdo bén. Hidu Gng ndy duge cin bang nho tac dung ctia magie hydroxid c6 trong c6 thé gay
tiéu chay.

13. DAC TINH DUQC DONG HOC:

Magnesi hydroxyd Sau khi uong, khodng 1/3 lugng magnesi duge hép thu & rudt non. Khoang 25 — 30%
magnem gin voi pmtem huyct tuong.

Thude thai trir chil yeu qua than, ty I¢ thay dbi gitta cac ca thé nhung ty 1& thudn voi nbng do trong huyét
thanh va sy loc ciia cdu than. Phén khéng hip thu khi ubng dugce thai trir theo phén.

Nhom hydroxyd: Sau khi uong, nhdém hydroxyd phan img chdm vai acid hydroclorid da day dé tao thanh
nhém clorid hda tan, mot sé nhéd duoc hép thu vao co thé. Céc thire iin trong da day lam cho thude ra khoi
da day chdm hon khi khéng ¢6 thirc dn nén kéo dai thoi gian phan mg ctia nhém hydroxyd voi acid
hydroclorid da day va lam ting lugng nhom clorid. Khodng 17 — 30% nhdm clorid tao thanh duge hép thu
va dao thai |'1t nhanh qua thdn & nguoi chirc nang thén binh llurcmg O rudt non, nhédm clorid chuyén
thinh cdc mudi nhdm kiém khong tan, kém hép thu, c6 thé 1a mdt hén hgp nhdm hydroxyd, ox}ralummum
hydroxyd, cac loai nhom carbonat kiém va cdc xi phong nhdém. Nhom hydroxyd cling két hop vai
phosphat trong thirc dn & rudt non dé tao thanh nhdém phosphat khéng hoa tan, khong hép thu va bi dio
thai qua phén, do do lam giam hép thu phosphat va giam phosphat mau va giam phosphat ni¢u va hép thu
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calel tang 1én, Nhom hydroxyd pin véi mudi mat twong ty nhu clmlestyramm va ft hoa tan trong dich vi
dé piai phéng anion 1am trung hoa 1 phén acid dich vi. Nham hap thu duge dio thai qua nude ticu, do do
nguoi b bgnh suy thén cé nhiéu nguy co tich Ity nhém va nhiém ddc nhom, Nhdm hép thu s& duge gin
voi protein huyél thanh va do d6 kho loai bo béng thim phén.

Khéng 6 san dif ligu vé dugc dong hoc cta Simethicon

14. QUY CACH DONG GOI: Hop 10vi x vién. Chai 100 vién

Han diung: 36 thang ké tir ngay san xuét.

Piéu kién bio quin: Noi khé mat, tranh anh séng, & nhiét dj duai 30°C,

Tiéu chufin: TCCS.

Cé s sin xuit:

CONG TY CO PHAN DUGC BONG NAI

221B - Pham Viin Thudn - P. Tén Tién - TP.Bién Hda - Tinh Déng Nai - Viét Nam

DT: 0251.3822592 Fax: 0251. 3821608

E-mail:donai_pharm@yahoo.com
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