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5. NHAN THUOC

Hén dich uéng ALUPIGEL 20%

Ngay .23 thang .0X. nam 2022

Co s¢ ding ky va san xuit thudc

Bd miu nhin :

1. MaAu nhin goi 20 g.
2. MAu nhan hop 20 goi x 20 g.
3. Mau nhin hop 26 goi x 20 g.
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CONG TY CO PHAN DU'QC APIMED

. MAU NHAN DANG KY ;
MAU GOl ALUPIGEL 20%, Géi x 20 g Hén Djch Uong

g ALUPIGEL 20%
ALUPIGEL EESNESS

M&i géi 20 g chira:

Aluminium phosphate 20% gel ............ 12,38 g
T dwoC vira BG.......coooovenrinieisinissennnennen 20 @
Chi dinh, chéng chi dinh, cach dung va cac
théng tin khac:

Xin doc trong t huwong dén sir dung.

Bao quan:

94 noi kho rdo, tranh &nh séng. nhiét dd khéng
qua 30°C.

Dé xa tim tay tré em.

Boc ki huéng dén sir dung trwéc khi dung.
Lic ki trwée khi ding.
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Cor s& sén xudt:

CONG TY CO PHAN DUQ'C APIMED
. udng N1, cum céng nghiép Phi Thanh-Vinh

CONG TY CO PHAN DUGC APIMED . Thann, x& Vinh Thanh, huyén Nhon Trach, tinh
- Dbng Nai, Viét Nam
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PANTONE 288C
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MAU NHAN DANG KY
P ALUPIGEL 20%, Hop 20 goi x 20 g Hén Dich U

CONG TY CO PHAN DUQC APIMED
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ALUPIGEL 20%
Thénh phin:
MBi goi 20 g chira:
Aluminium phosphate 20% gel 12389
Tadugeviradi........... i 209
Chi gjnh, chdng chi djah, cach ding v cac
théng tin khac:
Xin doc trong tr hudng dén sir dung.
Bao quan:
B noi kho réo, trénh anh sdng, nhidt dé khdng
qud 30°C.
Tiéu chudn chit lwgng: TCCS
Dé xa thm tay tré em.
Boc ki huémg din sir dyng trrérc khi ding.
Liic k§f trudre khi dang.
»w_amn

Co sé sdn xult
CONG TY CO PHAN DUO'C APIMED

Butmg N1, cum céng nghigp Phi Thanh-Vinh Thanh,
g Vi Tharh, hén Avon T tion Dbvg iy | ( WHO-GMP ) CONG TY C8 PHAN DUGC APIMED

oo

ed

Hop 20 goéi x 20 g

ALUPIGEL 20%

Composition:

Each sachet 20 g contains:

Aluminium phosphate 20% gel .

Exciplents .5 . .

Indications, administration,
and other

TI LE6:10

ALUPIGEL

Read the package insert inside.

Storage: ina dry place, protact from light, do

not store above aoec
Specification: In-house.
Keep out of reach of children.

Read the package insert carefully before use.

Shake well before using.
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Matactured by
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Box of 20 sachets x 20 g

N1 Street, Phu Thanh.Vinh Thanh industrial clustec Vinh Thanh
commune. Nhon Trach disiit, Dong Mal provinve, Vietnam

\4 100 mm

Size: 100 x 120 x 65

E APIMED PHARMACEUTICAL JOINT STOCK COMPANY

PANTONE 299C

PANTONE 288C
M100 Y100

GHI CHU




MAU NHAN DANG KY

CONG TY CO PHAN DUQC APIMED
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T ALUPIGEL 20% il ALUPIGEL 20%
Thinh phin: Composition:
b sty ALUPIGEL sl ALUPIGEL
m Abuminium phosphste 20% gel 12389 | Awminium phosphate 20% gel. . . ... 1238
LT — 209 EXCIPOOS 8. 20D
» Ghi dinh, chéng chi diah, cach ding va cic | indications, administration,
- thong tin khac
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TAI LIEU HANH CHINH

3.

TO HUONG DAN SU DUNG

Trang: 1/ 5

Hén dich uéng ALUPIGEL 20%

Ngay 49.. thang A2.. nam 20235

Co sé ding ky va san xuét thube

TS Ds. Pham Bio Anh
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Trang 2/5
Huéng dén sir dung thuée
= o A
Hon dich uong ALUPIGEL 20%
“Poc kj hwdng din siv dung trude khi ding”
“Dé xa tam tay tré em”
“Lic ky truwdc khi ding”
THANH PHAN CONG THUC THUOC
Mobi gbi 20 g chira:
- Thanh phén dugc chét:
Aluminium phosphate 20% el.........ccoviiririniiii 12,38 g

(twong dwong 2,476 g Aluminium phosphate)

- Thanh phdn ti duoc: Xanthan gum, sodium benzoate, postassium sorbate, aspartame,
sorbitol 70%, orange flavor (dang l6ng), nuGe tinh Kkhiét.

DANG BAO CHE

- Hbn dich ubng.

- Hbn dich udng, mau trang duc, mui thom, vi ngot.
CHi PINH

ALUPIGEL 20% duogc st dung dé diu tri con dau, bong rat va tinh trang khé6 chiu do
acid gy ra ¢ da day hodc thuc quan.

CACH DUNG, LIEU DUNG
% Cach dung:
- Thubc dung bang dudng ubng. Udng nguyén chét hodc pha véi mot it nude.
% Liéu dung:
Ubng 1 — 2 gbi/ 1an, ngay 2 —3 1an, uéng sau an hoic khi thdy kho chiu.

Thoi gian diéu tri: Dung hon 6 géi mdi ngay thuong khéng dem lai lgi ich gi thém. Néu
triéu chimg khong giam vdi liéu ding 6 gbi moi ngay thi nén hoi y kién bac .

Néu quén uong mqt liéu thuoc, nguoi bénh ubng ngay kln nhé. Tuy nhién, néu gan thoi
gian udng liéu tiép theo thi bd qua lifu da quén. Khéng udng ghp dbi lidu dé bu liéu da

quén.
Tham khao y kién bac sy trude khi sir dung thudc.
Khéng co yéu cau dic biét vé xir Iy thudc sau khi sir dung.
CHONG CHI PINH
- Céc trudng hop mén cam voi nhém phosphat hodc véi bat ky thanh phéan nao cia thude.
CANH BAO VA THAN TRONG KHI DUNG THUOC

- Tranh diéu trj lieu cao lau dai & nguoi bénh suy than.
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Trang 3/ 5

- Té duogc:

+ Thudc ¢6 chira 5 g sorbitol 70% trong mdi goi. Sorbitol c6 thé gay nhiing triéu ching tiéu
hoa khé chiu va cho tac dung nhuén trudong nhe.

+ Bénh nhan bj ri loan khong dung nap fructose do di truyén khong nén ding thudc nay.

e
+ Thubc c6 chira 2 mg aspartam trong mdi gbi. Aspartam la ngudn dinh dudng giau 14814
phenylalanine. Cl’}ét ndy c6 thé c6 hai néu bénh nhan méic chimg phenylceton ni€u, motroi | 5 7y
loan di truyén hiém gip gy tich liy phenylalanine do co thé khong thé dao thai né nhu HAN
binh thudng. ig
+ Thubc c6 chita duéi 1 mmol (23 mg) natri trong mdi goi, vé co ban xem nhu “khéng chira ED
natri”. #ff:\‘
+ Natri benzoate ¢ thé 1am ting nguy co vang da, vang mét & tré so sinh (4 tudn tudi tre L
Xxuong).

SU DUNG THUOC CHO PHY NU' CO THAI VA CHO CON BU

- Phy nit ¢6 thai va c6 kha nang mang thai: Cac thudc khang acid thuong dugce coi la an
toan, mién 1a tranh dung lau dai véi liéu cao.

- Phy nir cho con bli: Méc dit mét lugng nhé aluminium dugc dao thai qua sira, nhung nong
do khong du gy téc hai dén tré b me.

Nén hoi y kién bac s§ hodic dugc sy trude khi dung thudc néu dang c6 thai hodc dang cho
con b
ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
- Chua cé bang ching vé dnh hudng cia thudc 1én kha nang 14i xe, vn hanh may méc.
TUGNG TAC, TUOGNG KY CUA THUOC

% Twong tic thudc:

- Tétca cac thude khéng acid déu co thé lam tang hogc giam tbe dd va mire d§ hép thu cta
céc thudc ding dong thoi, do lam thay doi thoi gian dich chuyén qua dudng da day rudt,
hoic do lién két hoac tao phirc vdi thude.

- Nén than trong khong géng thudc khang acid cung lic vai thudc khéc. Nén udng céc thude
khéc riéng biét véi thude khang acid. (vi du uong trude do 2 gio).

- Céc thudc khang acid lam giam hap thu céc thubc ding dong théi nhu: furosemid,
bumetanide, khang sinh nhém fluoroquinolon (ciprofloxacin, norfloxacin, ofloxacin,
pefloxacin).

% Twong ky thudc: Khong ap dung.

TAC DUNG KHONG MONG MUON CUA THUOC

- Céc phan tng c6 hai dugc phan nhom theo tAn sudt: rat thuong gip (ADR 2 1/10), thuong
gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/1000 < ADR <
1/10000) va rat hiém gap (ADR < 1/10000).

- Thuong gap q(l!lOO < ADR < 1/10): Téo bén. Thudng gip ¢ l}énh nhan nidm liét givong,

ngudi cao tudi. Trong trudng hop ndy, bénh nhén nén uong nhiéu nudce.
Béo cdo cac phan img c6 hai: Hay bao ngay cho bac si hoic duge si nhitng phan (g c6
hai khi s dpng\thuﬁc, ké ca cac tac dung chua dugc liét ké, hodc bdo cdo cdc phan img co
hai ctia thuéc v& Trung tim Théng tin thube va Theo doi phan tng c6 hai cia thuée (bao
cdo ADR online tai dia chi http://baocacadr.vn).
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Trang 4/ 5

QUA LIEU VA CACH XU TRi

- Qua liéu: Udng nhiéu thudc c6 thé gy tdo bén hodc thdm chi giy tac rudt. Qua lidu
thuong giy anh hudng trén nhiing bénh nhén suy chirc nang than.

- Cdch xi tri: Néu trudng hop qud lidu xay ra, d& nghi dén ngay co s6 y té gan nhét dé nhan
vién y té c6 phuong phép xur ly.

PAC TINH DUGC LUC HQC
- Nhém tac dung duge ly: Thubc khéng acid
Mi ATC: A02ABO03.
- Trong nghién ctru in vitro véi lidu duy nhit theo phuong phép Vatier:
1) Kha nang khang acid toan phén (chuén do & pH 1): 38,8 mmol ion H+
2) Co ché tac dong:
Kha ning trung hoa (tang pH): 10%.
- Kha nang dém (duy tri mgt pH ¢6 dinh): 90% & pH 1,6.
3) Kha nang bao vé vé mat ly thuyét:
- TupH 1 dén pH 2: 15,8 mmol ion H+ & lidu duy nhét;
Tir pH 1 dén pH 3: 36,5 mmol ion H+ & lidu duy nhit.
4) Téc d6 giai phong kha ning khéng acid v& mat ly thuyét: 80 — 100% trong 30 phit.
- ALUPIGEL 20% khong c6 tac dung can tia X.

- Nhom phosphat khéng tan trong nuéce, khong gan vao phosphat tir thirc an va do dé khong
gay mat phospho.

PAC TiNH DUQC PONG HQC
Khi uéng, nhém phosphat hoa tan chm trong da day va phan ung cham véi acid

hydrocloric dé tao thanh nhém clorid hoa tan, mot so it dugc héap thu vao co thé. Ngoai
viéc tao nhém clorid, nhém phosphat con tao acid phosphoric.

- Ubng lic no, thude & lau trong da day, nén kéo dai thoi gian phan (g ctia nhém phosphat
véi acid hydroclorid da day va lam tang lugng nhom clorid. Khoang 17 — 30% lugng nhom
clorid tao thanh duogc hp thu va nhanh chéng duge than dao thai ¢ nguoi co chirc nang
than binh thudng. Nhém phosphat khong tan trong nudce, khong dugc hip thu sé duge dao
thai qua phan. Nhom phosphat khong gin vao phosphat tir thirc an, do dé khong gy mét
phospho.

Nhém phosphat khéng can tia X.
QUY CACH BONG GOl

- Hop 20 gbi x 20 g, mang PET ghép nhom.

- Hop 26 goi x 20 g, mang PET ghép nhom.
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Trang 5/5

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
- Didu kién bao quan: Dé noi kho ro, tranh 4nh sang, nhiét d6 khong qua 30°C.
- Han dung: 24 thang ké tir ngdy san xuét.
- Tiéu chuén chit lwgng: Tiéu chuén co s¢ (TCCS).
CO SO SAN XUAT
Céng ty C6 phin Dugc APIMED

- Dia chi tru sé: 263/9 Ly Thuong Kiét, Phuong 15, Quén 11, thanh phé H Chi Minh, Viét
Nam.

- Dia chi nha mdy: Pudng N1, cum cong nghiép Phit Thanh - Vinh Thanh, xa Vinh Thanh,
huyén Nhon Trach, tinh Pong Nai, Vigt Nam.
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