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Malon DWP 350 mg/ 400 mg
“Pé xa tm tay tré em”
“Doc k¥ hudng dan sir dung trude khi ding”

“Lac ky trudc khi ding”
‘thirc thudc
DUCC, | i = =
Tha;{k p mﬁwgﬁg‘fﬁ? M3i 10 ml chira:

Nhom b dmxyd Qdum dang nhém hydroxyd gel kho) 350 mg

Magnesi hyt roxﬁf 400 mg

Thanh phdn td dwge: Colloidal silicon dioxide, Natri carboxymethyl cellulose, Nipagin,
Nipasol, Sucralose, Huong cam, Glycerin, Sorbitol solution 70%, Nuéc tinh khiét vira d.

2. Dang bao ché: Hon dich udng.

M0 ta: Chat 1ong duc, sénh, mau tréng, mui cam, vi ngot. Hon dich khi dé yén thi duoc chit
rin phén tan c6 thé tach riéng, nhung phai tro lai trang thai phan tan déng nhit trong chit din
khi lic nhe trong 1 dén 2 phut va giit nguyén trang thai d6 trong vai phit.

3. Chi djnh

Loét da day va ta trang, viém da day, ¢ néng, ting tiét acid da day.

4. Cach ding, liéu ding

Cich dung: Thudc dung duong uéng. Lic ky trude khi ubng. C6 thé udng v6i nuée hoge sira
néu can.

Liéu dung:

Ngudi lén (ké ca nguoi cao tubi): 10 - 20 ml (1-2 géi), ubng sau bira in 20 phat dén 1 gid va
trude khi di nga hodc theo yéu ciu.

Tré em duéi 14 tudi: Khong khuyén cao.

Bénh nhan suy than: Chdng chi dinh.

Bénh nhan suy gan: Khong c6 khuyén cio dic biét vé liéu. Than trong khi sir dung.

5. Chong chi dinh

Qua min véi hoat chit hoic vai bit ky thanh phin nao cia thuéc.

Ngudi bénh suy nhuge ning hodc bi suy thén, hogdc bi dau bung dit dfi va’hodc cd kha nang
tic rudt.

6. Canh béio va thin trong khi ding thuéc

Nhom hydroxyd c6 thé gdy tao bon va qua liéu mudi magnesi c6 thé gy gidam nhu dong rudt;
liéu lugng 16m san phidm nay c¢6 thé gy ra hodc 1am ning thém tinh trang tic rudt & nhimg
bénh nhan ¢6 nguy co cao nhu ngudi suy than hodc ngudi cao tudi.

Nhom hydroxyd dugce hip thu rit it qua duong tiéu hoa va do do hiém gip tac dung toan thin
¢ bénh nhén c6 chirc nang than binh thuong. Tuy nhién, dung qua liu hodc kéo dai, hodc
thdm chi dung liéu binh thudng & bénh nhén c6 ché do n it phospho c6 thé dan dén suy giam
phosphat (do lién két véi nhém-phosphate) kém theo ting tiéu xuong va ting calci niéu véi
nguy co nhuyén xuong. Hoi y kién bac sy trong truomg hop sir dung lau dai hodc & nhimg
bénh nhan c6 nguy co suy giam phosphat.
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0] benh.___nha_r_ll‘suy than, nong do trong huyét tuong cia ca nhom va magnem déu tang 0]
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thé khong an toan & nhitng bénh nhin méc bénh porphyrin dang chay
thﬁmh@mq-m,
/

Ta%p’c

ThudSRaE Bﬁf/m 122,4 - 165,6 mg sorbitol trong mdi ml. Bénh nhan méc chimg khong
dung nap fructose di truyén (HFI) khéng nén dung thudc nay. Sorbitol c6 thé giy kho chiu &
dudng tiéu héa va gdy nhuén trang nhe.

Thude nay cé chira nipagin va nipasol c6 thé gay phén tng di tmg (c6 thé xuat hién mudn).
Thudc nay chira it hon 1 mmol natri (23 mg) mdi ml, nghia la vé co ban la 'khong chira natri'.
7. Sir dung thudc cho phu nir ¢6 thai va cho con bi

Phu niv cé thai

Khong ¢6 hodc ¢6 rat it dir liéu vé viée sir dung nhom hydroxyd va magnesi hydroxyd & phuy
nit mang thai. C4c nghién ctru trén dong vt chua ddy du vé doc tinh sinh san. Khong khuyén
cdo sir dung thudc trong ba théng diu cta thai ky va & nhitng phu ni trong do tudi sinh san
khong str dung bi¢n phép tranh thai. Cén than trong khi ké don cho phy nit mang thai va cho
con bu.

Phu nir cho con bu

Do lugng thude hilp thu vao me rit it nén thude duge coi 1a thich hop cho phy nir dang cho
con bu khi sir dung theo khuyén cdo.

Khong ¢6 anh hudng nao dén tré so sinh ba sita me duge du doan vi sy phoi nhiém toan than
v6i nhom hydroxyd va magnesi hydroxyd ctia ngudi phu nit cho con b 1a khong déng ké.

8. Anh hwéng ciia thudc 1én kha niing l4i xe va vin hinh may méc

Khéng ¢o6 bao céo.

9, Twong téc, twong ky ciia thudc

" Tll’O']lg tac ciia thude

Thuébe khéng acid c¢6 chira nhém duge biét 1 gy can trd sy hép thu cia thude, dic biét 1a
thuéc dbi khang Ha, atenolol, bisphosphonates, chloroquine, chlorpromazine, cefdinir,
cefpodoxime, ciprofloxacin, cyclines, dasatinib monohydrate, diflunisal, digoxin,
dexamethasone, eltrombopag olamine, elvitegraver, ethambutol, fluoroquinolones,
glucocorticoid, hydroxychloroquine, indomethacin, mudi sit, isoniazid, ketoconazol,
levothyroxin, lincosamid, metoprolol, nilotinib, thubc an thin kinh phenotiazine,
penicillamine, propranolol, raltegraver kali, rifampicin, rilpivirine, riociguat, rosuvastatin,
natri florid, phdi hogp diéu tri khéng virus tenofovir alafenamide fumarate
/emtricitabine/bictegravir natri, tetracycline va vitamin.

Tranh két hop v6i cde thube trc ché integrase (dolutegravervir, raltegravir, bictegravir) (tham
khéo théng tin cac thude dung cung dé biét khuyén ngh1 vé liéu luqmg)

Pé tranh trong tac thude, nén ding thude dudng uéng khac va thudc khang acid céch nhau it

nhét 2 gitr (4 gio dbi véi fluoroquinolone).
Polystyrcne sulphonate Cén thén trong khi str dung dong thoi véi polystyrene sulphonate do

nguy co tiém 4n 1am giam hiéu qua lién két vdi kali cia polystyrene sulphonate, trong nhiém
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kiém chuyén héa & bénh nhan suy thin (dugc bédo cdo véi nhom hydroxyd va magnesi
é}y\tﬁc nghén dudng rudt (duge bao cdo vdi nhém hydroxyd).

"_fﬁi’h;’d)fg x¥d va citrat c6 thé 1am ting néng d6 nhém, diic biét & bénh nhén suy thén.
’K&’éﬁ% lrg:érm iéu thir phét sau khi sir dung magnesi hydroxyd c¢6 thé lam thay ddi su bai
‘f Tlcp,gg;@ng&ao 119H i thude; ting bai tiét salicylat da dugc Quan sat thay.

\ Tfu’bﬂg‘kﬁrit huéc Do khong ¢6 cic nghién ciru vé tinh trong ky cta thude, khong tron

ity iy
lﬂﬁ’éc‘dﬂng khong mong mudn cia thudc

Tan sufit xudt hién cac tac dung khéng mong mudn: Rat thuomg gap (>1/10), thuomg giip
(>1/100 dén <1/10), it gdp (>1/1.000 dén <1/100), hiém gip (>1/10.000 dén <1/1.000), rat
hiém giip (<1/10.000), tin suit khong biét (khong thé udc tinh tir dit ligu ¢6 sén).

Rdi loan hé mién dich

Tén sudt khéng biét: phan mg qua min, nhu ngira, ndi may day, phi mach va phén img phén

—

ve.

Roi loan hé tiéu héa

Téc dung phu duong tiéu hoa la it gap.

It géip: tiéu chay hogc téo bén

Tén sudt khéng biét: Pau bung

Réi loan chuyén héa va dinh dudng

Rdt hiém gdp: Tang magnesi mau, bao gOm céc quan sat sau khi dung magnesi hydroxyd kéo
dai cho bénh nhan suy than.

Tén sudt khong biét: Tang nhdm méu, ha phosphat mdu, khi sir dung kéo dai hodc ¢ liéu cao
hodic thim chi & liu binh thuong déi véi nhimg bénh nhan 6 ché dd an it phospho, ¢6 thé
dén dén tang hily xwong, ting calci niéu, nhuyén xwong.

11. Qud liéu va cich xi tri

Cc triéu chimg nghiém trong khé cé thé xdy ra sau khi ding qu liéu. Ngimg dung thubc va
didu chinh tinh trang mét nuéc néu cén thiét.

Cac triéu chirng qué liéu cdp tinh duge bdo cdo khi ding phéi hgp nhém hydroxyd va mudi
magnesi bao gom tiéu chéy, dau bung, ndn.

Liéu lugng 16n san phdm nay c6 thé gy ra hogc lam trdm trong thém tinh trang tic rudt &
nhitng bénh nhén c6 nguy co.

Nhoém va magnesi duge dao thai qua duong tiét nidu; Diéu trj qua liéu cép tinh bao gbm tiém
tinh mach calci gluconat, bu nude va dung thudc loi tidu cudng birc. Trong trudng hgp suy
giam chirc nang than, phai chay thin nhén tao hogic thim phan phac mac.

12. Nhém dwoc ly:

Nhém dugc ly: Thude didu tri cac rdi loan lién quan dén acid, thube phdi hop va phirc hop
ctia cac hop chit nhdm, calci va magnesi.

Mi ATC: A02ADOI.

13. Quy céich dong goi
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TCOoS.
17. Tén, dia chi ciia co s& sian xuit:

Tén co sé san xudt : CONG TY CO PHAN DUGC PHAM WEALPHAR

Dia chi: L6 CN5, Khu cong nghiép Thuy Vén, Xa Thuy Vén, Thanh phé Viét Tri, Tinh Phu
Tho.




