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CONG TY CO PHAN DUQC PHAM SAO KIM

Saokim Pharma

Wi dia A be
Oy b Ly 20I947

MAU NHAN

(B6 sung lin 02)

Tén thubc : GASTROLIUM

Néng dp, ham lwong  : Attapulgite mormoiron hoat héa 2500 mg
Hon hop gel kho nhom hydroxyde va
magnesi carbonate 500 mg

Dang bao ché : Thubc bot pha hdn dich udng
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Céng thire:

Mdi goi bt pha hda dich udng chisa:
Attapulgite mormoiron hogt hod.... - P
Gel kho nhom vv..rgw&ﬁ =I«.xu_ E.Z..ir

Ta duoc vir du.
Chi djuh:
Cac wigu chimg cua béah viém loét thee quan - da day -
trang, thodt vi khe thye quan, di chimyg cat da day, daw thugng
v, ritt nong thye quan - da diy, Cic tuimg hop dang thude co
nguy co gay viém loét da day - t trang.

Cde tri¢u chimg binh hdi lin thye quin - dy day, hoi chimg
Zollinger - Ellison.

Liéu ding - Cich dimg:

Neudsi 16n: Ding 1-2 g6ifidn. khong qui 6 gov/ngay. Tré em:

dimg 13-1goiftin: 3 liwngay. Pha gt thuBc vér khoang
S0-100ml nude, lic @éu vi udng ngay. Ditng cich trude hode sau
bita din hode agay loe dang 6 con dau. Khéng uding cung ic véi
ciic thudc khic vi ¢ thé lam gidm hip thu

Bao quin: Noi kho mdt, tinh dnb sdng, nhigt do dudi 30-C.
Tiéu chuin: TCCS.

Chéng chi dinh va cic thing tin khic:
Xem trong t hudmg din sir dyng thude kém
Dé xa thm tay tré em, doc k§
ding, néu ciin thém thong tin x
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W.u/ Hop 30 goi 3.0515g bdt pha hén dich uéng
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Composition:

Each powder sachet for oral suspension contains:

Activated attapulgite of mormoiron .

Co-dricd aluminium gw& and _Epsn!!_ nuaes!.

Excipicent s ...

Indication:

Symptomatic treatment of painful manifestations in oeso -

gastro - aE&ﬁl_ affections, «Ssruwcnn_n secquel of
Igia, burning gastr 1. In cases

of risk of gastro-duodenal ulcers by taking some medicines.

Symptomatic  treatment  of  gastro-ocsophageal  reflux,

Zollinger- Ellison syndrome

Dosage - Administration;

Adults; 1-2 sacheis per e, not over 6 sachets a day. Children:

173 sachet - | sachet per time, three times a day. Mixed a sachet

with about 50-100ml water. shake well and drink immedately

Using a before or atter meals or at the pain. Don't use with other

drugs hecause it can cause decreased absorption.

Storage: To be stored in & coul dry place, protect from light,

temperature below XrC.

Specifications: Manufacturer

i and other

Sec the inclosed leaflet

Keep onf of the reach of the children, Read carefully the leaflet

before using, If need any lnformation, ask opiions of your physican

Producer: SAO KIM PHARMACEUTICAL JOINT-STOCK COMPANY

Address: Quangminh Industry zone - Melinh - Hano

Tel: (+84-24) 35841213 - Fax: (+84-24) 35840788
Distributed by: UNIPHARM{VIETNAM) CO.LTD
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Box of 30 sachets 3.0515g powder for oral suspension
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Powder sachets for oral suspension

3.0515g
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Goi b6t pha hén dich uéng
S8 PK:

Céng thirc:
M3i géi bdt pha hdn dich ubng chira:

Gel khd nhdm hydroxyde va magnesi carbonate ....0,5000g
Té dugce vira dud.. 3,0515g

CONG TY CO PHAN DUQC PHAM SAO KIM
Khu CN Quang Minh - Mé Linh - Ha N§i
Tel: (024) 35841213 - Fax: (024) 35840788

l Trinh ty in &n:

§c‘> 16 SX, han dung dwoc in phun trén géi
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TO HUONG DAN SU DUNG CHO CANBQ Y TE

Thubc bt pha hén dich udng
GASTROLIUM®

THANH PHAN

MGéi géi Gastrolium® chika:

Attapulgite mormoiron hoat héa 2,5000 g
Gel khé nhom hydroxyde va magnesi carbonate 0,5000 g
Té dwgc: aspartam, vanilin, cao cam théo, aerosil, talc vira du 3,0515 g

DANG BAO CHE:

Géi thubc bt pha hén dich ubng Rahindis

QUY CACH DPONG GOI |

Hop 30 gbi x 3,0515g bét pha hdn dich udng, kém theo t& huéng din sir dung
CAC PAC TINH DUQC LUC HQC

Nhém duoe Iy: cac mudi khang acid Ma ATC: A02ADO]

Attapulgite hoat héa chi yéu la mot loai dat sét v6 co c6 thanh phin va Iy tinh tuong ty nhu
kaolin, c6 tdc dung bao phii manh va bao vé niém mac da day-rudt b&ng céch trai thanh mdt mang
déng déu trén khiip niém mac.

Gel khd nhém hydroxyde va magnesi carbonate ngoai viéc tao thanh 16p mang mong bao vé niém
mac da day-rudt con cé tac dung khang acid dich vi khong hi trng. Do d6 1am giam acid dich vi
va giam hoat tinh ciia men pepsin.

Gastrolium® két hop attapulgite hoat héa, gel khé nhom hydroxyde va magnesi carbonate gip
bao vé& niém mac va lam mau lanh vét loét thuc quan-da day-ta trang.

Gastrolium® khong can quang, khéng nhu¢m mau phan va khong 1am thay d6i nhu ddng ruét.

CAC PAC TINH DUQC PONG HQC

Gastrolium® hau nhur khéng dugc hép thu va duoc thai trir qua phén.

CHI PINH

Céc triéu ching cliia bénh viém loét thuc quan — da day — té4 trang, thodt vi khe thuc quan, di
chimg ct da day, dau thugng vi, rat nong thyc quan — da day. Cac trrong hgp ding thude co
nguy co gdy viém loét da day — ta trang.

Céc triéu chimg bénh hdi luu thue quan — da day, hdi chirmg Zollinger — Ellison.

LIEU DUNG, CACH DUNG
Liéu diing

Ngudi I6n: 1 -2 g6i/lan, khong ding qua 6 goi/ngay.
Tré em: 1/3 - 1 gbi/lan, 3 lan/ngay.

Céch diing

Pha géi thude véi khoang 50-100ml nuée, lic déu va udng ngay. Ding céch truéc hodc sau bira
an hodc ngay lic dang c6 con dau.
Khéng ubng cuing lac véi cac thude khac vi ¢6 thé 1am giam hip thu.
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CHONG CHI PINH

Mén cam véi bét ky thanh phan nao cia thudc.
Suy thén né@ng.
Hep dudng tiéu hoéa.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Nén thén trong trong trudng hop bénh nhén bi chimg to dai trang do giam nhu dong rudt va
nhimg bénh nhan phai ndm nhiéu (c6 nguy co bi u phan).

Thén trong & nhimg ngudi b suy than va dang thdm phan man tinh ¢6 nguy co bénh 1y ndo (do
dong nhom).

Phuy nit ¢6 thai: Khong cé nghién ciru vé& quai thai trén dong vat. V& mat 1am sang, sau khi ding
nhiéu ndm va theo ddi véi mdt s6 lugng dd 16n phy nir c6 thai khong cho thdy tic dong gay bién
dang hoic ddc trén phdi cia céc thube chdng acid. Do d6 c6 thé ké don céc thube chéng acid cho
phu nir ¢6 thai néu cén thiét.

Phu nir cho con bi: Hién nay van chua cé nghién ctru vé viéc str dung Gastrolium® trén phu nit
cho con bt Tuy nhién ciing khéng c6 béo cdo nao vé anh hudng ctia Gastrolium® 1én tré b me.
Hon nita Gastrolium® chii yéu c6 téc dung tai dudng tiéu hoa, it dugc hdp thu toan than. Vi vdy,
¢6 thé sir dung Gastrolium® cho phy nir dang cho con b khi cén thiét.

Ngudi 14i xe va vAn hanh may mée: Khong c6 nghién ciru vé viée sir dung Gastrolium® trén
ngudi 14 xe va vin hanh may méc. Tuy nhién, khong c6 bdo cédo nao vé viéc Gastrolium® gay
anh huéng t6i kha nédng lai xe va vén hanh mdy méc.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

D4 c6 bing chimg vé giam hip thu qua duong tiéu hoa cliia mét s6 thude khi udng cung lic. Dé dé
phong, nén ubng Gastrolium® cach 2 gio truée khi ubng nhing thube sau :
Céc thudc khang lao (ethambutol, isoniazid) (dudng uéng),

Khéng sinh nhém cyclin (dudng udng),

Nhém floroquinolon (dudng udng),

Nhém khang sinh lincosamid (dudng ubng),

Nhém trc ché thy thé Histamin H, (dudng uéng),

Nhom tre ché thu thé beta-adrenergic (acetolol, meoprolol, propanolol) (dudng ubng),
Chloroquin (dudng udng),

Diflunisal (dudng udng),

Digoxin (dudng ubng),

Diphosphanat (dudng uéng),

Natri flourid (duomg ubng),

Céc glucocorticoid (prednisolon, dexamethason) (dudng uéng),
Indomethacin (dudng udng),

Kayexalat (duong udng),

Ketoconazol (dudng ubng),

Lansoprazol (dudng ubng),

Céc thudc an than kinh phenothiazin (dudng ubng),

Penicilamin (dwdng udng),

Céc mubi sit (dudng udng),

+ 4+ + + + F + FF o+
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+ Sparfloxacin (dudng uéng).

- Khéng nén két hop Gastrolium® véi cac din chit ciia quinidin do 1am tang ndng dé quinidin trong
huyét trong va c6 nguy co bj qua liéu (sy kiém hoa nuéce tidu lam giam bai tiét quinidin qua
than).

- Khéng nén ding Gastrolium® ciing mét s6 thudc chbng acid khéc.

- Dung Gastrolium® cling cac mudi salicylat, c6 kha niing 1am ting thai trir mudi salicylat qua than
do kiém héa nudc tidu.

TAC DUNG KHONG MONG MUON (ADR)
- Do Gastrolium® ¢6 chira nhém nén khi diing kéo dai hoic lidu cao c6 thé lam giam phospho huyét
hodc tdo bon.
QUA LIEU VA CACH XU TRi
- Chua c6 trudng hop qué lidu nio dugce ghi nhén.
PIEU KIEN BAO QUAN _
- Noi kho mat, tranh 4nh sang, nhiét d¢ dudgi 30°C.
HAN DUNG
- 36 thang ké tir ngay san xuét
Khong dinmg qud han sir dung ghi trén bao bi.

SAN XUAT TAI
CONG TY CO PHAN DUQC PHAM SAO KIM
G KCN Quang Minh, Mé Linh, Ha N§i
“ Dién thoai: 024.35841216  Fax: 024.35840788
Saokim Pharma

Ngay xem xét siva doi, cdp nhdt lgi nji dung huéng din si dung th ubc:
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TO HUONG DAN SU DUNG CHO NGUOI BENH

Thubc bjt pha hén dich ubng
GASTROLIUM®

DPOC K¥ HUONG DAN SU DUNG THUOC TRUOC KHI DUNG

DE XA TAM TAY TRE EM

THONG BAO CHO BAC SI HOAC DUQC SI CAC TAC DUNG KHONG MONG MUON GAP PHAI

KHI DUNG THUOC

THANH PHAN

MGéi géi Gastrolium® chira:

Attapulgite mormoiron hoat héa 2,5000 g

Gel khdé nhdm hydroxyde va magnesi carbonate 0,5000 g

Té dugce: aspartam, vanilin, cao cam thao, aerosil, talc vira du 3,0515¢g

MO TA SAN PHAM

Goi thude bén trong chira bot thude mau tréing nga, vi ngot, mui vani.

QUY CACH DONG GO1

Hop 30 géi x 3,0515g thude bot pha hdn dich ubng, kém theo t& huéng dén sir dung thude.

THUOC DUNG CHO BENH Gi

Gastrolium® dugc chi dinh trong céc trudng hop:

- Céc triéu ching ctia bénh viém loét thyc quan — da day — td trang, thoat vj khe thyc quan, di
chimg cét da day, dau thugng vi, rét néng thyc quan — da diy. Céc trudng hop ding thudc c6
nguy co gdy viém loét da day — ta trang.

- Céc triéu chirng bénh hdi luu thye quan — da day, hoi ching Zollinger — Ellison.

KHI NAO KHONG NEN DUNG THUOC NAY

- Ban bi min cam véi bét ky thanh phén nao ciia thubc.

- Ban bj suy than néng.

- Ban bj bénh hep dudng tiéu hoa.

Béo cho bac si biét néu ban thude mot trong nhimg trudng hop trén.

NHUNG PIEU CAN THAN TRQONG KHI DUNG THUOC NAY
Ban cdn thdn trong khi ding Gastrolium® va béo ngay cho bdc st trong cdc trueong hop sau:

- Néu ban bj ching to dai trang do giam nhu ddng rudt hodc nim ligt givdng hay han ché hoat dong
thé chét (vi ¢é nguy co bj u phan). Va ban cin tién hanh kiém tra y té can thiét truéce khi dung
Gastrolium®.

- Néu ban bi suy than va dang thdm phén man tinh thi c6 nguy co bi bénh ly ndo (do dong nhém).

Sau 10 ngay sir dung thudc, néu céc triéu chimg khong thuyén giam, kém theo s6t, nén mira, ban
nén hoi ¥ kién cta bac si,

Phy nir ¢6 thai: Khong c6 nghién ciru vé quéi thai trén dong vat. V& mit 1dm sang, sau khi diing

nhiéu nim va theo ddi v&i mot sé lugng di 1én phu nir ¢6 thai khong cho thiy téc dong gdy bién dang

hodc ddc trén phdi ciia céc thube chdng acid. Do dé c6 thé ké don céc thudc chéng acid cho phu nir
¢6 thai néu can thiét.

L
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Phu ni¥ cho con bi Hién nay van chua cé nghién ctru vé viéc sir dung Gastrolium® trén phy nir cho
con bii. Tuy nhién ciing khdng c¢6 bao céo nio vé anh hudng ctia Gastrolium® 1én tré bt me. Hon nita
Gastrolium® chu yéu c6 téc dung tai duong tidu hda, it duge hdp thu toan than. Vi vay, c6 thé sir
dung Gastrolium® cho phy nir dang cho con bi khi cin thiét.

Ngudi l4i xe va vin hanh mdy méc: Khéng c6 nghién ciru vé viée sir dung Gastrolium® trén ngudi
14i xe va vén hanh may méc. Tuy nhién, khong cé béo cdo nao vé viéc Gastrolium® gy anh huéng
t¢i kha nang ldi xe va vén hanh may méc.

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GI KHI PANG SU DUNG
THUOC NAY

- i c6 bing chimg vé& giam hép thu qua dudng tiéu hoa clia mot sb thudc khi ubng ciing lic. Dé d&
phong, nén uéng Gastrolium® céch 2 gior trude khi ubng nhimg thude sau :

Céc thudc khang lao (ethambutol, isoniazid) (dudmg udng),

Khéng sinh nhém cyclin (duong ubng),

Nhém floroquinolon (dudng ubng),

Nhém khang sinh lincosamid (duong udng),

Nhém irc ché thy thé Histamin H, (dudng uéng),

Nhém tre ché thy thé beta-adrenergic (acetolol, meoprolol, propanolol) (dudng udng),

Chloroquin (dudng uéng),

Diflunisal (dudng udng),

Digoxin (dudng ubng),

Diphosphanat (dudng udng),

Natri flourid (duong uéng),

Céc glucocorticoid (prednisolon, dexamethason) (dudng ubng),

Indomethacin (dudng ubng),

Kayexalat (duomg ubng),

Ketoconazol (dudng udng),

Lansoprazol (dudng udng),

Céc thuc an than kinh phenothiazin (dudong uéng),

Penicilamin (dudng udng),

Cac muéi sit (duong ubng),

Sparfloxacin (dudng udng).

- Khong nén két hop Gastrolium® véi céc din chit cita quinidin do lam ting néng do quinidin trong
huyét tuong va c6 nguy co bj qua lidu (su kidm hoéa nudc tiéu lam gidm bai tiét quinidin qua
thén).

- Khéng nén ding Gastrolium® cung mot s thube chong acid khéc.

- Dung Gastrolium® cung cac mudi salicylat, c6 kha ning 1am ting thai trir mudbi salicylat qua than
do kidm héa nuéc tiéu.

B:io cho béc st hodc duge si néu ban dang udng hoiic vira méi udng mot sb thube khic,
ké ca nhirmg thubc khéng c6 trong don thube.

TAC DUNG KHONG MONG MUON (ADR)
- Do Gastrolium® c6 chira nhém nén khi diing kéo dai hozc liéu cao c6 thé 1am giam phospho huyét

+ 4+ + 4+ + + + +FF o+
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hodc tdo bon.
Khi ban gp bit ky tdc dung khong mong mudn nao, bao gdm ca nhiing tac dung khong mong muén
khong co trong t& hudng dan sir dung nay, hay thong béo cho béc st hodic duge si ctia ban hodc ban
c6 thé béo co téc dyng khong muén cia thube t6i Trung tim Quée gia v& Thong tin thudc va
Theo déi phin irng ¢6 hai ciia thudc:

* Dia chi: Trudng dai hoc Duge Ha Noi, 13-15 Lé Thanh Tong, Quan Hoan Kiém, Ha Noi

e Fax: 0243.9335642 Dién thoai: 0243.9335618
» Website: http.//canhgiacduoc.org.vn Emai: di.pvcenter@gmail.com

Céc théng tin ma ban cung cdp s& déng gép vao viéc sir dung an toan thudc Gastrolium®.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG

Liéu ding

- Ngudi I6n: 1 -2 g6i/lan, khong dung qua 6 goi/ngay.

- Tréem: 1/3 — 1 gbi/lin, 3 1An/ngay.

Cach dung

- Pha géi thudc véi 50-100ml nudc, lic ddu va ubng ngay. Diing céch trude hodc sau bita &n hogic
ngay lic dang c6 con dau.

- Khéng udng cling lic véi cac thude khac vi ¢6 thé lam giam hép thu.

CAN LAM GIi KHI MOT LAN QUEN KHONG DUNG THUOC

Néu quén udng mét lidu, bd qua liéu da quén va ubng lidu tiép theo theo dang lich trinh. Khéng ding

lidu gdp dbi d& bu cho lidu da quén.

CAN BAO QUAN THUOC NAY NHU THE NAO:

Béo quan noi khé maét, tranh anh sang, nhigt d¢ dudi 30°C.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

CAN LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO

Néu vo tinh ubng qué nhiéu thude, cin néi chuyén voi bac sT ciia ban ngay 1ap tirc, hodc dén co sor y

té gin nhit. Nhé mang theo thuée minh da udng va trinh bay cho béc si, néu di ung hét thuéc mang

bao bi thudc thay thé.

KHI NAO CAN THAM VAN BAC SI, DUQC Si

Hoéi ¥ kién béc st hodc duge si khi ban thudc mét trong céc trudng hop sau:

- Néu ban bj chig to dai trang,

- Néu ban bj liét hoidic han ché van dong hoic bj gidm nhu dong rudt,

- Néu ban bj suy than,

- Néu ban sir dung thubc sau 10 ngdy vin khdng thdy céc tridu chimg thuyén giam, kém theo sét,
nén mtra,

- Néu ban dang sir dung mot sb loai thudc khac,

- Néu ban gdp bét ky tic dung khéng mong mudn nao khi sir dung, ké ca nhing téc dyung khong
mong mudn khong duge ligt ké trong t& hudng dén sir dyng nay.
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HAN DUNG: 36 thang ké tir ngdy san xuét
Khong ding qua thoi han ghi trén bao bi.

SAN XUAT TAI
CONG TY CO PHAN DUQC PHAM SAO KIM
KCN Quang Minh, Mé Linh, Ha Nji
Dién thoai: 02435841216  Fax: 024.35840788
Saokim Pharma

LE VAN TU

TUQ CYC TRUONG
P.TRUONG PHONG
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