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SORITINOX

g din sir dung triee khi diong
ngay cho bdc st hogc dwge si nhitng phdn teng cd hai gdp phdi khi s dung thubc

Trong mdi vién nén nhai chira:

Thanh phdn hoat chdt:

Aluminum hydroxide (dudi dang Dried Aluminum Hydroxide Gel) 200 mg;

Magnesium hydroxide 200 mg;

Simethicone (dudi dang Simethicone Powder)* 25 mg.

Thanh phan té dugc: Mannitol, Microcrystalline cellulose (PH 102), Corn starch, Sucralose,

Povidone K30, Magnesium stearate, Tale, Colloidal silicon dioxide, Huong cam bdt, Huong ngot

téng hop dang bot.

(*) Simethicone Powder chira: Simethicone va Silicon dioxide.

2. DANG BAO CHE

Vién nén nhai

M6 ta dang bao ché: Vién nén mau trang, hinh tron, mui thom, canh va thanh vién lanh lan.

3. CHI PINH

Viém loét da day t4 trang, viém thuc quan trao nguoc, cdc tri¢u chirng clia tang tiét dich vi, viém

da day va kho ticu.

4. CACH DUNG, LIEU DUNG

Diing cho ngudi 6n va tré em tir 15 tudi tro 1en.

Liéu ding

2 - 4 vién nhai/ ngay

Céach diing

Dung dudng udng, sau bita dn 20 phut dén 1 gior va trude khi di ngt. Nén nhai ca vién thude.

5. CHONG CHI DINH

- Bénh nhan qué mén véi bét ky thanh phin ndo cta san pham;

- Bénh nhan suy than ning:

- Bénh nhan dau bung dir déi, suy nhugc nghiém trong:

- Bénh nhéan ha phosphat mau.

6. CANII BAO VA THAN TRONG KHI DUNG THUOC

Ding qud liéu nhém hydroxyd cé thé gdy tdo bon hodic magie hydroxyd c6 thé gy giam nhu déng

rudt. Bénh nhén cé nguy co cao bi tic rudt nhu ngudi bi suy thén, tré dudi 2 tudi hodc ngudi cao

twéi khi dang qué lidu san pham nay c6 thé gy ra hogc lam tram trong thém tinh trang tc rudt.

Nhom hydroxyd hép thu kém qua dudng tiéu héa nén tac dung toan than hiém gap & ngudi co

chirc nang than binh thuong. Tuy nhién, dung qua liéu chi dinh hodc ding kéo dai hodic bénh nhan

¢6 ché d6 an it phospho hoic tré em dudi 2 tudi ¢o thé bi suy giam lugng phospho duy trit (do lién

két nhom-phospho) kém theo vén dé vé xuong. T4i hdp thu va tang canxi mau v6i nguy co lodng
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4\ DU ObHﬁfﬁch hén suy thén, ca nong do nhom va mag1c trong huyét tuong déu o thé tfmg Viéc

scmﬂwﬁo -

Nhém hydroxyd c6 thé khong an toan véi bénh nhin ri loan chuyén hoa porphyrin dang chay
than nhan tao.

Tang magie mau ¢o thé lam ting nguy co rdi loan than kinh, than kinh co va tim mach.

Pi voi tré em, magie hydroxyd ¢6 thé lam tang magie méu, dic biét o tre bi suy thin hodic mét
nudc.

Céc bién phap phong nglra:

- Tranh sir dung thude khang acid kéo dai 6 b¢nh nhén suy thén;

- Bénh nhén bi tdo bon niang hodc ngudi cao tudi nén than trong khi dung thudc;

- Khoang cich giita ding SORITINOX va céc thude khdc nén 1a 2 gio;

- Tranh dung qua liéu khuyén cdo ma khong c6 chi dinh ctia bac si.

7. SU'DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu ni ¢6 thai

Chua c6 dir liéu vé viée st dung thude & phu nir mang thai. Chi nén sir dung thude néu loi ich
mang lai 16n hon rui ro tiém 4n, bao gdm ca nhimg rui ro dbi vai thai nhi.

Phu nit cho con bu

Phu nit dang cho con bu ¢6 thé st dung thudc do kha nang hap thu magie hydroxyd két hop voi

nhom hydroxyd kém & ngudi me.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thude khong anh huong dén kha niang lai xe va van hanh mdy mac.

9. TUONG TAC, TUONG KY CUA THUOC

9.1. Twong tic thube

Sir dung déng thoi thude véi quinidin ¢6 thé 1am tiing ndng do quinidin trong huyét thanh dan dén
qué liéu quinidin.

Khéng nén dung thube ddng thoi véi khang sinh ¢6 chia tetracycline hodc bat ky mudi tetracycline
nao. Khi dung déng thai, sy hip thu cua thuée khang sinh bi trc ché (ngoai trir doxycycline va
minocycline). Ngoai ra, su hip thu cia céc thubc khac (thudc khang cholinergic, cimetidine,
isoniazid, mudi sit, carbenoxolone, digitoxin, phenobarbital) c6 thé bi cham hodc giam, va sy hép
thu cua warfarin va phenindionc co thé bj thay doi.

Thude khang acid ¢ chira nhém c6 thé can tro su hdp thu binh thudng cla céc thude khéc, dac
bi¢t 1a thudc déi khang H2, atenolol, bisphosphonates. cefdinir, cefpodoxime, chloroquine,
cyclins. dasatinib monohydrate, diflunisal, digoxin, dexamethasone, cltrombopag. elvitegravir,
ethambutol, fluoroquinolones, glucocorticoids. indomethacin, mudi sét, isoniazid, ketoconazole,
levothyroxine, lincosamide, metoprolol, nilotinib, thuéc an thin phenothiazine, penicillamine,
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altegravir, rilpivirine, riociguat, rosuvastatin, natri florua, va liéu phap khang virus

ayir alafenamide/emtricitabine/bictegravir.

GD PHA \
nu&tﬂ@‘ﬂmg th

q/{am giam tac dung cua céc thudc sau: Benzodiazepin, captopril, corticosteroid,

Sc ddng thoi véi cac chit e ché integrase (dolutegravir, raltegravir, bictegravir).

nes, thude déi khang thu thé histamin 112, hydantoin, ketoconazol, penicillamine,
azines. salicylates va ticlopidine.

Thube cé thé 1am ting tac dung cia cac thude sau: Levodopa, sulfonylureas va natri valproate.
Acetate lam tang sy hép thu va do do lam ting tac dung khdng mong mudn cua céc ion nhom. Véi
nhya trao ddi ion, natri polystyrene sulfonate 6 thé gay nhiém kiém chuyén héa & bénh nhan suy
thén.

Dé phong ngira, nén ¢ khoang thoi gian it nhét 1a 2 gid (4 gio ddi voi fluoroquinolone) gitra viée
duing bét ky loai thuéc udng nao va thude khang acid.

Chn than trong khi sir dung thudc ddng thoi véi polystyrene sulfonate (Kayexalate) do nguy co
tiém 4n 1am giam hiéu qua lién két kali cia nhua, nhiém kiém chuyén hoa & bénh nhan suy than
va tic rudt.

Ding ddng thoi thube véi citrat ¢6 thé din dén ndng do nhom tang cao, dic biét & bénh nhan suy
théan.

Thubc ¢6 thé gdy kiém hoa nudc tidu din t6i anh huong s bai tiét cia mdt sb thude, vi du nhu
lam tdng thai trir salicylat ¢ than.

9.2. Twong Ky cua thube

Do khéng c6 céc nghién ctu vé tinh twong ky cta thue, khong tron Iin thude ndy voi céc thude
khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Téc dyng khéng mong mudn it gap véi liéu khuyén céo.

Phan loai tac dung khéng mong mudn theo tén sudt nhu sau: rét thuong gap (=1/10), thudng gap
(>1/100 dén <1/10), it gap (>1/1000 dén <1/100), hiém gap (>1/10000 dén <1/1000), rat hiém gap
(<1/10000), khéng xéc dinh (khong wée lugng duoc thn sudt tir div liéu 18m sang sén co).

' HE co quan Tén suat Téc dung khéng mong muén
'R&i loan hé| . .| Phanungqua man nhu ngira, ndi mé day, phit mach va phan
i Khong xac dinh | | ]
mién dich (rng phan v¢
R6i loan tiéu ii-gép Tiéu chay hodc tao bon
héa Khong xac dinh | Dau bung

Nong do nhém trong méu cao. Giam phosphat méau khi sur
. | dung kéo dai hozc ding lidu cao hogc bénh nhén ¢6 ¢hé do
Khﬁng xac dl]f'lh G T = g s Fim o | <

an it phospho hodc & tré dudi 2 tudi, ¢6 the gay tang kha

R&i loan s . b0
? ) nang tal hép thu canxi, ting canxi niu, nhuyén xuong

chuyén héa va

P Budn non hodc non, hdi ching thiéu phosphor, hinh thanh
dinh dudng Hiém gép

coprolith & ngudi cao tudi bi téo bon ning
| Tang magie mau khi ding magie hydroxyd kéo dai & bénh

RAt hiém gap

nhén suy than
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¢ khong mong muédn sau khi thube luu hanh 1a rit quan trong. Diéu nay
dyc theo dm danh gia lgi ich/rui ro cta thudc. Cén thong bao cho béc si, duoc si doi
jing c6 hai gap phai khi sir dung thude hodc bdo cdo céc phan img c6 hai cua thube

Qudc gia).
11. QUA LIEU VA XU TRi
Déu hiéu va triéu chimg qua liéu

Cic tri¢u chiing qué lidu cdp tinh hdn hop nhém hydroxyd va magie hydroxyd da dugc bdo cdo
bao gdm tiéu chay, dau bung va nén mua.

Qua lidu thuéc nay c6 thé gdy ra hoge lam trdm trong thém tinh trang thc rudt va héi trang & bénh
nhdn cd nguy co.

Xur trf

Nhom va magie duoc bai tiét qua duomg tiét niéu. Xir tri qua liu cp tinh bao gbm bu nude, loi
tiéu nhanh. Trong trudng hop suy thin, phai chay than nhin tao hodc tham phan phiic mac.

12. PAC TINH DUQC LUC HQC

Mi ATC: A02AF02

Nhém duoe 1y: Thude khéng acid - phirc hop nhom

Thudc trung hda acid hodc diéu hoa tiét acid da day ma khéng ¢6 bat ky anh hudng truc tiép nao
dén qua trinh san xuét chung. Bing cich nay. thudc lam tang pH da day, giap giam tri¢u chimg
do tang tiét acid. Simethicone in vitro lam giam suc cang bé mit cua bot khi. Co ché hoat dong in
vivo cua simethicone chua duge chirmg minh rd rang.

13. PAC TINH DUQC DONG HQC

Mot lugng rat nhd nhém hydroxyd duge hép thu qua rugt. Khoang 10% magie tir magic hydroxyd
dugc hdp thu qua rudt. Nhdm va magie dugc thai trir qua thén. Simethicone duoc thai trir qua phan
dudi dang hoat chat khong doi.

14. QUY CACH PONG GOI

Hop 10 vi x 10 vién, vi nhém - PVC

Hop 1 lo 100 vién, lo HDPE

15. PIEU KIEN BAO QUAN HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Diéu kién bao quan (bao gom triede va sau khi mo nd ip voi dang lo):

Noi khé. nhiét dd khéng qua 30°C, tranh dnh sang.

Han dung:

24 thang ké tir ngay san xuat.

Tiéu chudn chdt hrong thuée: TCCS.

16. TEN, DIA CHI CUA CO SO SAN XUAT THUOC

CONG TY CO PHAN DUQC PHAM SOHA VIMEX

Dia chi: Duong N1 - Khu cong nghiép Yén My 11, Thi trdn Yén My, Huyén Yén My, Tinh Hung
Yén, Viét Nam.
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