BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc lap - Tw do - Hanh phiic
Sé 4415 /QLD-DK Ha Néi, ngay <% thdng 4 nim 2021
V/v thay doi nhan hp va hudng dan
sit dung

Kinh giti: Sanofi Aventis Singapore Pte., Ltd.
Dia chi: 38 Beach Road, #18-11, South Beach Tower, Singapore
(189767), Singapore.

Cuc Quén 1y Duogc nhén duge hd so thay d6i/ bb sung ctia Cong ty s6 tiép
nhin 1391/TBDNN ngay 26/06/2020 vé viéc thay d6i nhan hdp va hudng dan sir
dung dbi véi thubc nuée ngoai da dugc cap s6 dang ky luu hanh,

Cin ci Thong tu s0 32/2018/TT-BYT ngay 12/11/2018 cta B6 Y té Quy
dinh viéc ding ky luu hanh thude, nguyén liéu lam thubc; Thong tu sd
01/2018/TT-BYT ngay 18/01/2018 cia Bo Y té quy dinh ghi nhin thubc,
nguyén lidu 1am thudc va to& huéng dan sir dung;

Cin cir bién ban thdm dinh hd so thay ddi/ bd sung, Cuc Quan ly Dugc c6
y kién nhur sau:

Péng y Ve d& nghi thay d6i nhan hop va hudng dan sir dung dbi véi thude
Phosphalugel, sé dang ky: VN-16964-13, cu thé:

MAu nhin méi va bang so sanh thay déi ndi dung t& huéng din st dung
ctia thube duge déng diu xéc nhin ctia Cuc Quéan 1y Dwoc va dinh kém theo
cdng van nay.

Ngoal ndi dung duoc thay dbi trén, tit ca cac ndi dung khac giit nguyén
nhu hd so ding ky thuoc Iuu tai Cuc Quan ly Duoc.

Co s¢ dang ky, nha sén xuét phai chiu trach nhiém vé chét luong dbi véi
thudc luu hanh trén thi trudng, ndi dung ghi trén nhén thudc, quy dinh vé sé hitu
tri tué lién quan dén nhén hidu hang hoé cta thudc va cé trach nhiém théng bao
su thay dbi nay dén céc co quan, don vi lién quan va khach hang.

Sau 06 thang k& tir ngay ky cong vin nay, thubc trén khéng dugc nhip
khiu véi cdc ndi dung cii da d& nghi thay déi.

Cuc Quan 1y Duoc thong bao d& Cong ty biét va thyc hién ding cic quy
dinh cia Viét Nam vé luu hanh thude./.

KT. CUC TRUONG
Noi nhin: PHO CUC TRUONG
- Nhur trén;

- CT. Vii Tuén Cudng (dé b/c); :
- Luu: VT, DKT (AH). VA \-Q%
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Phuging B&n Nghé, Quan 1, Tp. H& Chi Minh, Viét Nam.
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PHOSPHATE 20% GEL

ALUMINIUM
o Hén dich uéng

SANOFIp

ALUMINIUM PHOSPHATE 20% GEL

Han dich uéng

26 goi

Phosphalugel”

SDK:VN-16964-13

Bge kif huémg dan siv dung trwée khi ding.

B4 xa tim tay tré em.

Chi dinh, chéng chi dinh, céch dung va céc théng tin khac: xin xem (& huréng déan st dung

Tiéu chudn chét lugng: TCCS

Béo quén dudi 30°C.
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File information 7
GMID code: 552476 | 756965

Plant PM code: 1660030673

Second Plant PM code: 405179

Version of artwork: vi

Pl types 15:3

Market: YN

Format: 125 x 64 x 119 mm

Issue date of artworic  18/Jun/2020

Print colors: Pan Black

Number of print colors: 2

Used font: Myriad Pro

Min. font size: 6pt | voR size: 6 pt

p2e number: 931560-U06

Technical colors

Diecut-Legendcase Free area | l Lacquer-free i | Braille
Technical information

a=Batch No. | b=Expiry gate

© = Manufacturing date

i d = Price/Sample/Cinic

B/SE16 5X;
EXP/HD:
MFG/NSX:
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Mat truére Mat trwdre N\ \
| 1B sung
P I' || Phosphalugel® | | %
Phosphaluge osphalugel” | |
| théng tw
| ALUMINIUM PHOSPHATE 20% GEL ALUMINIUM PHOSPHATE 20% GEL 01/2018/TT-
. oral suspension in dose sachet
| BYT
i I r
|
|
i 26 us @mmhﬂm 26 e SANOFI v
|
¥ — —,
z . Thay dbi .
Bo sung: "Oral suspension in dose congty \
sachet” A\
> ; - dang ky da\
Thay logo: ‘Boehringer Ingelheim’ sang phé duyét-
] =) e
Sanofi theocv ..
15696!QL
PK /
Mat canh trén Mat canh trén
Bo sung
5 dang bao
Phosphalugel’ ’ R
ALUWNI&FHOSPEATEID%GEL Kz‘.ga&’:ﬂg:gnfglzmgu Ché: t!eu
achets ors] yut in X A
s —— Bosschess chudn chat
Thich phiia Migy 209 Composition Per 20 g uachet
Aluminium phosphate 20% et 12.38g Vedoh eoby Mg 209 Iu’o’ng theo
Read caretully the fasfist bafore use. Huvelum phosphats 20% gel 1)asg =
Kaep out of the reach of childran. Rezd carefully the leafiet before use. thong tw
lin‘::lh:\,l';:imwu admvnistration and other information: See enclosed beallel. ;::g;‘:;g CMM"M,“L
Manufactured by/San xuft béi: Isr-muu olfP ., IMMK‘&M tpecitcanions ‘ waret 0 1/201 BITT"
Pharmatis 'F‘;"r"'““'“’!”’ 8 BYT
A b DNNK: u::':lm 2 cl&-'-; INHH Sanafi-Avenths Vigt Nam -S4 10 Ham Nghi
ﬂlGﬂl Exrent ol Danis Friuice €0190 Estrees Saint Denis France F‘h:wt;ah Nghd, Quén |.-Tp HAChiMirh, Vit NIﬂ'\g
€30 Borhringer Ingethy bH, e
Bb sung: “Oral suspension in dose
sachet”
“Specification of FP : Manufacturer's
specifications” -
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Mat sau Mat sau
= \ Bd sung
® . _ ] d N
 Phosphalugel Phosphalugel 4ang oo
| ALUMINIUM PHOSPHATE 20% GEL ALUMINIUM PHOSPHATE 20% GEL thénag tw
| Fée dich ufing g
01/2018/TT-
BYT
| | | |
l_“'/ —/ Thay déi
| mentt— ] | wemp | i | cong ty
west | :,f% dang ky da
f [ ot R phé duyét
I 264 ® Ingelbeim 6. Mﬂn"o theo cv -
! 15696/QLD-
X . . bK
Bé sung: Hon dijch uéng
Thay logo: ‘Boehringer Ingelheim’ sang
‘Sanofi’
Mat canh duw@i Mat canh du&i
- ry
) fomgbat s Bo sung
Aptﬂm'?nsl&]:ﬂggﬁsluv-an il‘lg'ﬁupﬂpsﬂ:ll’ﬂg:"W“L dathlg baO
26 goi ;‘g;':,';""““" ché, tiéu i
chuan chéat
SOKVN-16364-13 ] TR R IU'O’ng theo
g::uyuhurn:ﬁﬂlwungnmm ding. ,, :iwu:ilm:::n.\a dyng trudre khi diing. thﬁng tw
gﬁ‘;‘ﬁmﬁcﬁn,mugummmm.mnm W huréng din sir dung %{ﬁrﬁﬁﬁﬁ?gmu&mmm xin xem K huréng odn 5 dyng gy_f_o‘l BITT'-

B6 sung: Hén dich ung
Tiéu chuan chéat lwong: TCCS

2. Nhan go6i: néi dung khéng thay déi, céng ty c6 cap nhét logo cta céng ty déng ky 'Sanofi’
da phé duyét theo céng vin sé 15696/QLD-DK.

(xin xem thém méau nhan goéi duoc dinh kem)

3. Té hwéng dan s dung

To hwéng dan stv dung thude da duyét [Te hwéng dan stv dung thude xin thay doi Ly do
(Chi tiét xin xem thém to huéng dan siv | (Chi tiét xin xem thém to hudng dan st dung
dung dinh kem) dinh kem)
Phosphalugel® Phosphalugel®
Aluminium phosphate 20% gel 12,38¢g/ B sung
B gai 20g dang bao
Hon dich dé ubng trong goi don liéu Hén dich uéng ché va cac
Dé xa tim tay tré em. khuyén céo
theo théng
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Poc ki hwéng dan stv dung trwéde khi fuw
diing. 01/2018/TT-
Théng bao ngay cho bac s{ hodc dwoc BYT
sy nhirng phan rng co6 hai gap phai khi
str dung thuéc.
- THANH PHAN CC)N(;-‘: THU'C THUOC
Thanh phan hoat chat:
Thanh phan M&i géi chira: Aluminium phosphate
Méi géi chira: Gelleidal aluminium 20% gel: 12,380 g
phosphate gel 20%: 12,380 g. Thanh phan ta dwegc:
Ta dwoc:
- DANG BAO CHE
Hon dich dé& udng trong géi don liéu | Cap nhat va
- CHIBINH sap xép
Chi dinh - LIEU DUNG, CACH DUNG trinh tw theo
Lidu lwong - CHONG CHI BINH théng tw
Thoi gian diéu tri - C{\NH BAO VA THAN TRONG KHI 01/2018/TT-
DUNG THUOC BYT

Chéng chi dinh

Canh bao dac hiét

Twong tac

Anh hwéng dén kha néng lai xe va van
hanh may méc

Tac dung phu c6 thé xay ra
Thai ky va cho con bu

Qua lieu

Bao quan

Han duing

Quy cach doéng goi

Séan xuat b&i

s DUNG THUOC CHO PHU NI¥ €O
THAI VA CHO CON BU
ANH HUONG CUA THUOC LEN KHA
N{"\NG LAl XE, VAN HANH MAY MOC
TAC DUNG KHONG MONG MUON
CUA THUOC )
QUA L[EU VA CACH XU TRi
PAC TINH DU'QC LU'C HOC
Nhom dwee ly: ANTIACID, ma
ATC: A02 AB03 .
Nghién ctru in vitro mét lieu don
theo phwong phap Vatier:

1 °) Kha nidng khang axit téng
cong (chuin dé & PH 1). 38,8
mmol ion H + .

2 °) Co’ ché tac dong:

- Tac dung trung hoa (tang pH):
10%

- Kha ndng dém (duy tri xung
quanh dé pH ¢é dinh): 90% & pH
1.6

3 °) Kha ning bao vé Iy thuyét:

- Tee pH 1 dén pH 2: 15,8 mmol ion
H + trén méi don vj liéu

- T pH 1 dén pH 3: 36,5 mmol ion
H + trén mdi don vij liéu

4 °) Toéc dd trung hoa axit ly
thuyét: 80 dén 100% sau 30 phiit.
PHOSPHALUGEL trong sudt déi
vei tia X.

Aluminium phosphate khong hoa
tan trong nwéc. N6 khéng ket hop

« TAINH
\Iu%

%
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voi phosphate trong thirc &n va
do dé khéng gay ra nguy co giam
phosphor.
DAC TINH DU'Q'C PONG HOC
Chuwa ro
QUY CACH DONG GOI
DIEU KIEN BAO QUAN, HAN DUNG,
TIEU CHUAN CHAT LUQNG CUA
THUOC
TEN, DIA CHI CUA cO SO SAN
XUAT THUGC
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