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B mau nhin :

1. Mau nhan géi 5 ml.

1o

Mau nhan hop 20 goi x 5 ml.
Mau nhéin hop 30 goi x 5 ml.
Mau nhian hop 50 goi x 5 ml.
Mau nhan goéi 10 ml.

Mau nhin hop 20 goi x 10 ml.
Mau nhan hop 30 goi x 10 ml.

Mdu nhan hop 50 goi x 10 ml.

© % N o v AW

Mau nhan chai 250 ml.

10. Mau nhan hop 1 chai x 250 ml.
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Rong: 60 mm

A Bimed
Hon djch udng

ORALOX:P

MBI géi § mi chira:
Aluminum hydroxid 175 ma
(Dwdi dpng Dried aluminum hydroxide gal)
M lum hyd: ' 200 mg
hicone. 25 mg

5 S Gé6i 5 ml

U NHAN BANG KY THUOC ORALOX-P API
AN ORALOX-P API, Géi 5 ml Hén dich uéng

Thénh phdn: M&i géi 5 ml chira:
Aluminum hydroxide................ 178 mg
(Dundi dang Dried aluminum hydroxide
gel)

Magnesium hydroxide............
Simethicone......... 3
Taduge vira di...........
Chi dijnh, cach ding
dinh va cic thang tin khac:

Xin dgc trong t& huéng dén sir dung.
Bao quan: D& noi kho réo, trénh anh
sang, nhigt dd khéng qué 30°C.

Bé xa tim tay tré em,

Boc ki hudng din sir dyung trede
khi diing.

Lée ki trwde khi diing.
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HD

ARImsd

Cor 68 s wult

CONG TY CO PHAN DUQC APIMED
Butmg M, oum odog nghi¥p Phi Tharh-Vich Thanh, x8
Virh Thanh, huyén Nhom Trach, tinh Bdng Nai, Vist Nam
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Hén djch udng
GR'ALOX-PFAPI
—
/ Wi 061 5 ml chirac
f Aluminum bydroxide............... 175 mg
__ agsgngscagg&uﬂb
200 mg
o ____ Simeth 25mg
c f
“Q 2 o
= Hop 20 gbix S ml
L
a =2 d
Thanh phan: M&i g&i 5 ml chira : ST imed Composition: A pim
< .M A - Hon dich udng }E Each sachet 5 mi contains: Suspension Talanm
D-- O (Dudsi dang Dried sluminum hydroxide Aluminum hydrexide...........oene 175 MG
VA T gel} (as Dried afuminum hydroxide gel)
O mme:mm.:_.__ hydrosdde. ... 200 mg Magnesium hydrexide. ... 200 mg
] methicone 25ma o SIMEthICON. .. v 25 mg
- £ T4 duge vira .. T gml ORALEDX=P E EXCpIents Q.8 oo 5mi
w Chi dinh, cdch n—:__-ﬂ [ n-.. ﬁ._..: !ﬂggb administration,
m e cﬁnwn_-w._o:m::ﬁ-hn Xin 6oC trong t& n.m_m.lﬂ—__r_ fications and other | i il anebat S i cootiing:
s hwrémg dan siF dang Read the package insert :._HBF Aluminum hydroxdde. ... .. ._u_.m
O e Béo quin: ¢ nei khd rio, trénh dnh B&;«:q ?_f__ ggiﬁhﬂﬁ Storage: In a dry place, protect from (as Dried -E.a__._u__w ._iax__nou.uw
.o fe)] sang, nhigt % khdng qua 30°C. 200 mg light, do net store abave 30°C. Magnesium hydroxide............200 mg
. Tiéu chudn chét (wgmg: TCCS Si 25mg Specification: In-house SIMEthiCONE. ... 25 MG
2 N Db xa thm tay tré em. Keep out of reach of children.
—m a man k§ hwdmg din st dung triede khi Read the package insert carefully
oy Ong. before use.
m = = A i WHE - @P ; WEHOEIGIVIE]
imed A pimed
= b HEP 20 GSIXS Ml | rocruon 00. Box of 20 sachets x 5 mi
G o, N“”uo!‘tgg |  APIMED PHARMACEUTIGAL JOINT STOCK COMPANY 4 \ 1‘
=2 < Burtrg N1, cum cérg sghitp PAG Thenh-vin Thann, 3 - Gtttk e o | Nw D
u.A o WTh Tharh, hawin Mhon Trpeh, tinh Béng Nal, Vit Nam. ietisarn. )
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Hén dich udng Hop 30 géix 5 ml g = =2 o M
> & w
mw M o = >
T =
s g | : EEE
- QRALOX:EJARI
= |  Mdig6iSml chix .
=5 H | ek e e
o .C. | Nag ; %0 mg
o £ b
1 wQ R H = " i
Thanh phin: Wi gé1 5 mi chiva: E Composition: imed
X I a J:ﬂai‘_m_ w 175mg Han dich udng }Tm_w-.._ﬂm:nw Each sachet § ml contalns: Suspension }pr:-
0 — (D dang Oriad sluminum hydrexids gall y d - 176 mg
- E Magnaskum hydroxice...............200 mg (as Dried aluminum hydraxide gef)
SINEIhiCOne. ......coemsmis s 25mg - : Magnesium hycroxid 200 Mg
m L Tl QU VR Drensereerrsrrrrenscs Simethi 25 mg #
0 -4 Chi dinn, cach ditng, chéng chi gjnh Gl s
= iﬁu.%ﬂ%;:ﬁ.&__aﬂqgns. Indications, admInistration, Each sachet 5 mi contains: ._
hurémg dyng. traindications and other Alumninum hydroxide.. ... 175
m o Bio quin: Dé nol knb rio, wénh 4nh Read the package insert inside, ?ngﬁuaa_szhaﬁakanm% 7
o sang. nhill 48 khdng qua 30°C. Storage: In a dry place, protect from Magnesium hydroxide...........200 mg
23 Tiou chudn chét vong: TCCS Tight, do net s1ore above 30°C, SIMETHICONE. . 25mg |
= B4d %2 thm tay tré om. Specification: In-house _
- 2 Boc kf huréng din sir dyng trurde ki Keap out of reach of children.
> % ding. Read the package insert carofully < WHO - GMIP
before use. & &
o - Apimed A pimed y .R.’ Box of 30 sachets x Sml
= .. 4
G P M““mﬂ...iziiuu uh.lmovi! EUTICAL JOINT STOCK COMPANY = . %
N A Eusemg W1, 2m edng ngnidp P Thann-\inn Thann, o8 |17 N1 Soeet Pru Thanh-Winh Thanh nduswisl chase, Von [
<L o Vints Trark, Pyt Wtvon Trach, inh Biing s, VMK Narn ﬂh:!n-!!.i RN R SRR e A Bt = e
[a) Qo " )
= M (o] ) i 7 Size: 115x65%95
o
< w m _. SPK / Visa No
%) f
o0 416 SX / Batch No:
=L O NSX/Mfg Date  :
% = O
o= = HD { Exp Date

Dai: 115 mm
Rdng: 65 mm
Cao: 95 mm
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MAU NHAN BANG KY THUOC ORALOX-P API
HOP ORALOX-P API, Hop 50 g6i x 5 ml H6n djch uéng

R6ng: 100 mm ]
Cao: 95 mm
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Dai: 110 mm
Réng: 60 mm

MAU NHAN PANG KY THUOC ORALOX-P API

AU NHAN ORALOX-P API, G6i 10 ml H8n djch uéng

................................................ ................................................. +

Hon djch udng

ORALOX:P

M&Ip&lwmlum

350 mg
(ﬁuﬂ d'lﬂn' lead' afum(nlrm hydroxide gel)
9 hyd 400 mg

f 50 mg

Chi dinh, cach dung, chdng chi
dinh va céc théng tin khéc:

Xin doc trong t& huéng dén st dung.
Bdo quidn: B noi kha rdo, tranh anh
séng, nhiét 46 khong qué 30°C.,

D8 xa tm tay tré em.

Poc ki hudng din sl dyung trrde
khi ding.

S6 16 8X:
HD

APimed

Co s sdn bt

CONG TY CO PHAN DUQC APIMED

Bnrdmg N1, cum oling nghidp Pha Thanh-Vinh Thanh, x8
Winh Thanh, buy@n Nhom Trach, linh Déng Nai, Vil Nam.

———— 60,00 mm —-—|
Thanh phdn: M&i gbi 10 mi chira:
Aluminum hydroxide. ............... 350 mg
(Dwéi dang Dried aluminum hydroxide gel)
Magnasium hydroxide............. 400 mg
SImethicone........c.vvvrmmermmmin 50 mg
Taduwgevira di.........ccoeviee. 10 ml
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0 o \ Hop 20 géix 10 mi
w T
: = i Composition: .
m m xﬂ_ﬁzoﬁsin—”ﬂﬂ Hén dich udng A pimed Ea e 0ol e Suspension A pimed
<o Mepmin e | 7 i
- SR - erreeeseenne B A o e ememr e
O x Tadmm s a0 ORALOXZPIARI e
O m Chi ainh, cach ding, chiing chi djnh \noalions, adriniairation,
va cAC thong tin khac: Xin doc rong Wi g 10 mi ehira: i otwr p Each sachet 10 mi contains:
oD tor turémyg ofin s dung. rpelieryl Finars the Inmia, Aluminum hydroxide. ...
== e | e e T
H o~ S80g, NPNGL Y KNANg qua IPT Runn.m.-rﬂ_glﬂ%ii..!?soan fight. o et store above 30°C. Magnesium hydroxide. ......... 400 mg
Tiow chuln chiit egng TCCS g Spwcification: (r-house SIMETRUEONE . somg
L o 04 xa thm tay tré em. Heep out of reach of children,
;m %n BPoc kj hwdmg diin s dyng trude Road the package insert carefully
khi ding. afone uss.
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Hén dich udng Hap30g6ix 10 ml

ORALOX PEARE

Mbi géi 10 ml chira:
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<z wmg
o \ Enn:u bnno.urnﬂg hydroxide £ ’
el y 400 mg o A
vm T Simethi 50mg o Va4
_— e N NN
m m “Thanh phimc M3 pix 10 mi chiva _._.- ﬂ-ﬂ—-. o - Compasition: Su . ™~
m o %«.:gr.lu.mn:ﬂ on dp uong »m.—-u.-—nm' Each sachet 10 mi contasins: e wnuﬂ—._ﬁ_ﬂ—._ j1z=h—-hm.sa>
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— L VT | . | ! ! Smethi
S8 | i wioaam ORALOX-PRARI e ORAROER PO
=200 1 hestng oin s agng. Mbi géi 10 ml chia: v_.-o-__ﬂ_i Sy Each sachet 10 ml contains:
o™ Ba&s quén: BA ol knd rao, trann anh Alumi o 8 i W, Aluminum hydroxide.........350 my
P pric a&&_apimgiai% ) o Ea%a_._za_.ia&&%& N
o Tiu chuln chitt eemg TCCS ;%ia_ﬁ hydroxide...... 400 mg H“.hn..hu“az&iu%in o mrmﬁ_ esium hydroxide....... 0gmg &
- O 4 xa thm tay tré em, § m ﬁ!&si?ﬁ?” : i m
X = ©9¢ kY arimg ¢dn sk dyng trede Keap out af reach of childran.
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|= MAU NHAN BANG KY THUOC ORALOX-P API
A y HQP ORALOX-P API, Hop 50 géi x 10 ml H8n dich udng

&

7

/

/

Méi ao__&wi chira:
Aluminum hydroxide... ...
?539&&&;%3

ke Kin dos trang W hrdmg alin alr dung

Bio quin: B4 noi khd e, trinh anh sang, nhijt &) khing
P E

Tubw chidn chit legmg TECS

B4 xa tim tay tre am.

Bioc ¥ himg diin sir dyng trees khi ding.

APRDE
Co ad nin xubt
CONG TY CO PHAN DUFQIC APIMED

Thanh, huydn Mhon Trach, tinh Bdng Mai, vidt Nam.

Bnrtmg N1, gaﬂau&auzdzarﬁsﬂxiiﬁi

Hap 50 géix 10 m

precautions: Read the package nserl inside,

Storage: In 8 dey place, protect fram ight, 8o not tare above
=y o

Specification; In-house

Hedp out of reach of children.

Read the package insert carefully before use.

u...lm__d—m

-.lin...!_uﬂ

JOINT ETOCK
z._git.?lsvsi_ﬂ......;-sggsz.?;
commine, Mhan Trech detict, Dong Nl province, Vistnam,

;-._._-la E B 100 il v Compasition: Each sachet 10 mi conins: Suspension .Mu)f m.m..mn

2E0mg
.. 350 g
gg@ti&%i ?uﬂt-».%%!
Magriasium hydrosids ... 800 mg Magnesium hydrosioe. .. bl i RN Y
i w | ORALOB-P APE
TA durgps wirn 90 Pl i 10 mE ST T ISP S |||, |
Chi djnk, eich qo..u.n.&.an__?._in..neai tin and cther mﬂ_-—a!.._nia!i.._n

Aluminum hydrowide. ..
(as Dried aluminum hydroxide .._..@
!-ﬂl-t_... _iaitsx.. ..... hoo :.n

WHO = CYI»
Box of 50 sachets x 10 ml

.
X >
8

_/
.....L.\ .,.\.

J 120 mm

_ 7

J

Kich thuwée:
Dai: 130 mm
Rong: 120 mm
Cao: 115 mm

130 mm

Slre: 1301206115

\

SOK / Visa No
5416 SX / Batch No:
NSX / Mfg Date

HD [ Exp Data
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AU NHAN DANG KY THUOC ORALOX-P API
HAN ORALOX-P API, Chai 250 ml Hén djch uéng

Kich thu’r.':’c
Dai: 160 mm
Réng: 58 mm

A
Thinh phin: M3i 5 ml chira Coi 5
.i:lmr aang. h;ad;mm'n mn it ] RN Hén djch usng A Vs Al ""E”‘mde’m A -3, 5% (wiv)
Edsmaslum hydroxide u mn ..... ?” A,0% (ki) (as Dried afuminum ﬂrﬂrwﬂe Eef}
Simelhicone..........ccvue R RTINS 0,8% (ki) Magnesium hydroxide... R L X
Tuong duvang: Simethicona .. ............ . v 0.5% (W)
Mummm hpdrmnde 1758 mgsSmi Cquwnmm
EEE | ORAROTHP AP '

?an:alnm.w i ] e m“'?"d . n p I M‘aynssfum hyﬂmrm = ;gg "mm
Chi djnh, uﬁdﬁi'hh&ﬁmqmul ede théng tin khie: i i SImehicons ., ..... ... sseereseens 25 MGASMY
X ot ore K s 080 85 o T AN Exciplenis 9.5 sml O
Binquin o kha ra, trdnh Anh séng, nhiét 8% khdng {Duol dang Drled atumin fronide gef) I fons, A and other o

n lim tré o, Magneslum hydroxide... A% (ki) :toclwo. rie; Read e package inserd inside, iy

hurémg adin sir dyng truee khi ding. Mmaluean-...ﬁ.r;.'...}.._,,.... | 0,45% {idvtt) m‘:':;‘- O 3
g dummg: place, d
k}wng mmgm 30 ngdy kb tir khi mé ndp chal Koep out of reach of children.
Read tha package Inssrt earefully befora usa.
SCI LG sX: Shake well befors Lsing,
Use within 30 days after first opening the bottle.
HD:
ool APIMED PHARMACEUTICAL JOINT STOCK COMPANY
§loun :J A PHAN qu A,N“!D Vi N1 Street, Phu Thanh:Vinh Thanh induatnal ciuster,
Burdmg N1, cum cdng nghiép hu_‘rhanh- Thanh, x3 Winh Thanh commune, Nhon Trach district, Dong Nai
Winh Thanh, huy@a Nhon Trach, linh Déng Nai, Viét Nam, province, Vietnam.
v
: =
160 mm
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'MAU NHAN BANG KY THUOC ORALOX-P API
) HOP ORALOX-P API, Hop 1 chai x 250 ml Hén dich uéng

Da: 62 mm
Réng: 62 mm
Cao: 156 mm
Hon dich ung
ORALOX:=P
At rzdluwl 5 mil dm
urminuem 4o
Magnesium hydroxide
T
Aluminum Rydroxide.
Magneshum hpdroxide,
Simathlicone.....
3
Suspension Hén dich ug E
ch Uon
A pimed 9 A pimed
F g " Vs
ORALOX=P ORALOX-P
Comp Each 6mi Thiinh phdin: M3 5 mi enira:
Aluminum hydroxida 3,5% (wiv) Aluminam nydrosida 3,5% (kIR s i
(&3 Dyied aluminum hydroxide gel) Hbn djch uéng (D g Defad alyrminum b pdironice gal) uspension
Magnesium hydroxida ____ 4,0% (wiv) M aprvis ium Fydiozide............ A, 0% (ki)
Simethicona. ..., 0.6% (wiv) SIMBIhICOne. ........covemssemnnnn 0. 5% (KU
Egisivatent, BRHLBK"F Twong deong: nnhllﬂx'p
Aluminum hydroxids 175 mg/Smi Adumingm hydronide............ 175 mg/Bm!
Magnesium hydroxida 200 mg/Bm/ ML S i chira A . Each 5 ml contalna:
SITSHICONS. ..o 25 gt inum b 3.5% (/1) ;?Pm‘””m J"’"""‘m"“"“'zﬂ e w”"" | kit |
Exciplents qs .. . ... _&ml M dpng Dried al b gel) g (23 Dried aluminum hydroxide gel) 8.
Indications, adninillnlllnn. Magnesium hydrexide.............. 4,0% (kli) Tadmevradd ... Bml Magnesium hydroxide..._....4,0% (w/v)
contraindications and other SIMOthICONE. ... s vccerrsirssrsrsnreed 0,5% (ki) Chl djrih, cieh ding, chéng chi gjnh va Simethi 0,5% (w/v) 3
precautions: duomg: cic théng tin khic: Xin doc Iong 15 Equivalent: 5
s v, = argansrars e e A
Storage: In a dry place, prolsct from Bdo quan: B noi knd rdo, trénh 4nh srmnenﬂr-l':ms .25 mg/Smi
light, da not store sbove 30°C. =dng, nikigt &3 khdng qua 30°G.
Specification: In-house Titu chudn chdt eong: TCCS
Keep out of reach of children. Hip 1 chal 250 ml B4 xa thm tay trd sm. Bax of 1 bottle of 250 ml
Read the package Insert carefully Boc ki hudmg dlin 8 dung trede khi
before use. ding,
Shake well befora using. Lic kj -
:?Iumﬁ‘wdawmﬂm opaning Chi sir dyng trong ving 30 ngay kb tir
khi mér ndp chal thn adu,
A pimed
f‘\&qm A uimid
Marnstachired bry.
APIMED PHARMACEUTICAL JOINT $TOCK Cashabn ik
COMPANY CONG TY ©0 PHAN DUQC APIMED
N1 Streel, Phu Thanh-Vinh Thank incustrial Duémg N1, eyn cong nghifip Phis Thanh-Viah
ehister, Vinh Thanh commune, Nhon Trach distict, Thanh, 8 Viah Thar, huyla Nhon Trach, tiah
Dong N province, Vieinam WHOETG VIR Dhng Mai Vbt Narm WHO = GIVIP -
v
Y ‘ R
62 mm 62 mm S E2G20156 SOH I Visa No
5415 5K/ Balch No
NSX [ Mfg Date
HD ! Exp Date
GHI CHU N, /
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Trang 2/ 5
Huedng dan sir dung thuoc
ORALOX-P API
1. TENTHUOC: ORALOX-P API
2, CACDAUHIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
“Poc ki hwéng dén sir dung truée khi ding”
“Dé xa tAm tay tré em”
“Liic k¥ trwéc khi ding”
3. THANH PHAN CONG THUC THUOC
Liéu lwgng cho mdi
Thanh phan dwgc chit:
250 ml 10 ml Sml
Aluminum hydroxide
3,5% (kl/tt 350 175
(Duci dang Dried aluminium hydroxide gel) i) ne e
Magnesium hydroxide 4,0% (kl/tt) 400 mg 200 mg
Simethicone 0,5% (kl/tt) 50 mg 25 mg

4. DANG BAO CHE

n

CHI PINH:

nhu: Khoé tiéu, o néng, day hoi.
6. CACHDUNG, LIEU DUNG
6.1 Cach dung:

6.2 Liéu dung:

uong.

As P ” re
% Doi voi quy cich goi 10 ml

Thude diing dudng ubng. Lic déu goi/ chai trude ding,

Hon dich ubng. Chét long, mau tring dén tring nga, dong nhét, huong thom, vi ngot

Thanh phan ta duge: Polysorbate 80, hypromellose 2910, sodium clorid, sucralose, sorbitol 70%,
methylparaben, propylparaben, orange flavor AAL-4123, nude tinh khict.

Hén dich uéng ORALOX-P API dugc chi dinh dé lam giam céc triéu chimg do ting acid da day

»  D6i véi quy cdch chai 250 ml: sir dung cbe dong ¢é bao gdm trong mdi chai dé dong thé tich thude

Nguoi I6n (bao gém ngudi cao tuéi): 5 - 10 ml/ 1an x 4 1dn mdi ngay, udng sau bixa an 20 phat - |
gidr, budi téi trude khi di ngd, khi ¢6 triéu chimg hodc theo chi din ciia bac s§.
Tré em tir 12 dén 18 tuéi: 5 - 10 ml/ 14n x 4 1an mdi ngay, udng sau bira in 20 phit - | gid, budi
toi trude khi di ngu, khi ¢6 tridu chimg hodc theo chi din cua bac sy.
Tré em tir 5 dén 12 tuéi: S ml/ 1an x 3 dén 4 1in mdi ngay, ubng sau bira an 20 phit - 1 gio, budi
t6i trude khi di ngu, khi ¢é triéu chimg hojc theo chi dan cua bac sy.
Tré em tir 2 dén 5 tuéi: Udng tdi da 5 ml/lan x 3 1an mdi ngay, udng sau biva dn 20 phit - 1 gio,
budi téi trude khi di ngu, khi c6 triéu chimg hodc theo chi din ctia bac sy.

Ngwoi lén (bao gom ngudi cao tudi: 1 goif 1an x 4 1an mdi ngay, udng sau bira an 20 phut - 1 gid,
A K . . . - . e .o - =  4® 0 I3 P
buoi toi trude khi di ngu, khi ¢ tri¢u chirng hoac theo chi dan ctia bac sy.
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Tré em tir 12 dén 18 tudi: 1 gbi/ 1an x 4 1n mdi ngay, udng sau bira dn 20 phit - 1 gid, budi téi
trude khi di ng, khi co triéu chimg hoic theo chi din cia bac s¥.

Doi v6i quy cich g6i 5 ml

Nguai lon (bao gom nguoi cao tuoiy: Udng | -2 goif lan x 4 lan mdi ngay, udng sau bira an 20
phit - 1 gidy, budi t6i trude khi di nga, khi cé trigu chung hogic theo chi dan ctia bac s§.

Tré em tir 12 dén 18 tuéi: Ubng 1 - 2 goi/ lan x 4 lan mdi ngay, udng sau bira an 20 phut - 1 gid,
budi tbi trude khi di nga, khi ¢é triéu chitng hoge theo chi dan ctia béac s§.

Tre em tir 5 t?é:r 12 i Ubng t6i da 1 goif 1dn x 3 dén 4 1in mdi ngay, udng sau bira an 20 phit -
1 gi®, budi tdi trude khi di ngu, khi cd triéu ching hodic theo chi dan clia béc sy.

Ngtmg dimg thude va tham khao y kién bac sy, néu trigu chimg khong duoc cai thién sau 7 ngay
dﬂnglhuéc

Néu quén ubng mit li¢u thum:, ngudi bénh uUllb ngay khi nhé. Tuy nhién, néu gan thoi gian udng
lidu tiép theo thi bo qua lidu da quén. Khang udng gap dai lidu dé bu lidu da queén.

Tham khdo y kién bac st trude khi dimg thudc.

Khéng c6 yéu cau dic biét vé xir Iy thuoc sau khi sit dung.

CHONG CHI PINH

Nguoi bénh bj man cam véi duge chét hogc véi bit ky thanh phﬁn ta duoc nao cia thube.

Ngudi bénh bj suy nhuge niing hodc bi suy thin, giam phospho mau.

CANH BAO VA THAN TRONG KHI DUNG THUOC.

Nhém hydroxyd ¢6 thé gay ra tao bon va ding qué heu mudi magnesi ¢6 thé gdy giam nhu dong
rudt; dung thude vai liéu cao c6 thé gy ra hoic lam trim trong thém tinh trang tic nghén rugt va
liét rugt & nhitng b¢nh nhan cé nguy co cao nhu ngudi bi suy thin hodc nguoi cao tudi.

Nhém hydroxyd hép thu kém qua dudng tigu hoa, do dé rat hiém khi xay ra tic dyung toan thén &
bénh nhén cé chic ning than binh thudong. Tuy nhién, khi ding thube liéu cao hoac dung thai gian
dai, hodc ding liéu binh thuong ¢ bénh nhén co ché dd an it phospho, ¢6 thé dan dén tinh trang
thteu phosphat (do tao ra lién ket nhém-phosphat) kém theo tinh trang tang tai hip thu vao xuong
va dao thai calci niéu gy ra nguy co lodng xuong. Néu diing thude dai ngay hoac dung thude cho
bénh nhéan cé nguy co thiéu hut phosphat, bénh nhéan phai dugc béc si diéu tri tu vén thich hop.

O bénh nhan suy thin, ndng do trong huyet tuong cia nhdm va magnesi déu tdng. O nhitng bénh
nhan nay, viéc dung lau dal mudi nhom va mudi magnesi voi li¢u cao ¢6 thé din dén tinh trang mat
tri nhg, thiéu mau hdng cau nho.

Nhém hydroxyd khong duge khuyén cdo ding ¢ nhitng bénh nhan bj ri loan chuyén héa porphyrin
phai trai qua qua trinh thAm phan méau.Nén tranh sir dung kéo dai thude khang acid trén bénh nhan
suy than.

Tré em: O tré nho, ding magnesi hydroxyd c6 thé gy ting magnesi mau, dic biét & tré em ¢6 céc
biéu hién suy thidn hodc mat nudc.

Canh bdo ta duge:

Thude nay c6 chia sorbitol, nhimng bénh nhén bi r6i loan khong dung nap fructose do di truyén
khong nén sir dung thude nay.

Thude nay ¢6 chira dudi 1 mmol natri (23 mg) trong mdi liéu 5 ml, vé co ban duge xem nhu khéng
chira natri.

Methylparaben, propylparaben: c6 thé gy ra cac phan (g dj tng (c6 thé xay ra cham),

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai: Khong c6 dir liu vé sur an toan ciia thude trén phu nit ¢6 thai, chi nén ding thude
néu lgi ich vuot trdi so voi nguy co.

Phu nir cho con bi: Vi sy hﬁp thu con han ché & ngudi me nén phdi hop nhdm hydroxyd, magnesi
hydroxyd va simethicon cé thé xem xét str dung duoc trong thoi ky cho con ba.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chura ¢6 bang chimg ctia thude vé anh huéng 1én kha nang 1ai xe, van hanh may moc.
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TUONG TAC, TUONG KY CUA THUOC
Twong Tac
Khéng nén ding ORALOX-P API ddng thoi véi cdc thube khéc vi c6 thé gy can trd sy hap thu

céc thude nay néu ding chung trong vong 1 gio.

Céc thude khang acid chira nhém c¢6 thé ngin chin sy hip thu cia cac thude, dc biét 14 thude doi
khang H2, atenolol, nhém bisphosphonate, cefdinir, cefpodoxime, chloroquine, chlorpromazine,
ciprofloxacin, cycline, dasatinib monohydrate, dexamethasone, diflunisal, digoxin, eltrombopag
olamine, elvitegravir, ethambutol, fluoroquinolones, glucocorticoids ,hydroxychloroquine,
indomethacin, mudi sat, isoniazid, ketoconazol, levothyroxin, lincosamid, metoprolol, nilotinib,
thudc an thin kinh phenothiazine, penicillamine, propranolol, raltegravir kali, rifampicin,
rilpivirine, riociguat, rosuvastatin, natri fluorid, didu tri khang virus két hop tenofovir alafenamide
fumarate/emtricitabine /bictegravir natri, tetracycline va vitamin.

Khong ding ddng thoi vdi cac thude e ché integrase (dolutegravir, raltegravir, bictegravir).

Nén udng cach xa it nhat la 2 gir trude hodc sau 2 giér cac thude trén (voi fluoroquinolone 14 céch
4 gid) s@ gilip trdnh céc tic dung ngoai y clia tuong téc thudc.

Levothyroxin c6 thé lién két voi simethicon, do d6 lam chdm hofic gidam quéa trinh hép thu
levothyroxin.

Polystyren sulfonat: Can thin trong khi ding thube déng thoi véi polystyren sulfonat vi ¢6 nguy
co: Lam giam hiéu qua gan két cia resin voi kali. Gy ra chuyén hoéa kiém & bénh nhén suy than
(da dugre bao céo khi ding dong thoi vai nhdm hydroxyd va magnesi hydroxyd). Géy ra tinh trang
tac rudt (da dugce bao cao khi dung dong thoi vai nhém hydroxyd).

Quinidin: Diing dong thoi voi quinidin ¢ thé lam ting ndng do quinidin trong huyét thanh va dén
dén qué liéu quinidin,

Tetracyclin: Do c6 chira nh6m, khéng nén ding ddng thoi vai khang sinh 6 chira tetracyclin hodc
bat ky mudi tetracyclin nao.

Citrat: Ding ddng thoi nhém hydroxyd va citrat ¢6 thé 1am ting ndng d6 nhém, dic biét & bénh
nhén suy thén.

Tinh trang kiém hoéa nude t'iéu thtr cép sau khi ding magnesi hydroxyd cé thé lam thay dbi kha
nang bai tiét ctia mdt s& thude, vi du tang bai tiét salicylat.

Twong ky thube:

Do khong ¢6 cac nghién ciru vé tinh tuong ky ca thude, khong tron 13n thude ndy véi cac thude
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Tém tat cac phan img ¢6 hai dugc phan nhom theo tan suat: Rt thuomg gap (> 1/10), thudng gip
(> 1/100 dén <1/10), it gap (= 1/1.000 den <1/100), hiem gép (> 1/10.000 dén <1/1.000), rat hiém
gép (<1/10.000), khong ro tan suat (khong thé ude tinh tir dit liéu 6 san).

R6i loan hé mién dich:

Khéng ré tén sudt: Phan tmg qua mén, nhu ngira, ndi may day, phi mach va phan tng phan vé.
Réi loan tiéu hoa:

Tac dung phu trén dudng tiéu hoa 1a it gap.

It gap: Tiéu chay hodic tao bén. (Xin xem muc Canh bdo va than trong)

Khong ré tan sudt: Dau bung.

Chén thwong, ngd djc va cic bién chirng do thi thuft:

Khéng ré tan sudt: Tang ndng do nhom trong mau (lién quan dén thanh phin Nhom).

Roi loan chuyén héa va dinh dudng
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Rt hiém gap: Tang ndng do magnesi trong mau, bao gbm cac triéu chimg xay ra sau khi ding
magnesi hydroxyd kéo dai & nhiing bénh nhan suy than,

Khong rd tén sudt: Tang ndng d¢ nhdém trong mau.

Giam ndng d6 phosphat trong mau, khi dimg ldu dai hoc khi ding lidu cao hodc tham chi ding
liéu binh thuéng & bénh nhan cd ché do an it phospho ¢6 thé lam tang tai hap thu vao xuong va dao
thai calci qua duong tiéu, ting nguy co lodng xuong (xem phan Canh bdo va thn trong khi dimg
thuée).

Huwéng dan cach xir tri ADR: Cac ADR nhe cé thé ty khoi. Cén theo dai céc tac dung khdng mong
mudn va diéu trj triéu ching. Phai ngimg thudc va bao cho béc si hodc dén bénh vién ngay lap tic
khi ¢6 biéu hién tac dyng khéng mong mudn nang,

Bio cdo cic phan &ng 6 hai: Hay bio ngay cho bac si hodc dugc si nhitng phén tmg cé hai khi
sir dung thude, ké ca cac tac dung chua duge liét ké, hoac bao cao cac phan (rng c6 hai cia thude
vé Trung tdm Théng tin thude va Theo déi phan img c6 hai cta thude (xem chi tiét huéng din tai:
http://canhgiacduoc.org. vi/CanhGiacDuoc/ADROnline.aspx)

QUA LIEU VA CACH XU TRIi

Qué lidu: Céc triéu chimg nghiém trong khong xay ra khi st dung thudc qué liéu, Mot s6 triéu
chimg dé duge bao céo bao gdm tiéu chay, dau byng, nén, Licu Ién thude c6 thé giy ra hoiic lam
tram trong thém chirng tic rudt & nhitng bénh nhan ¢6 nguy co cao.

Cach xu tri: Nhdm va magnesi duge dao thai qua dudng nude tiéu. Diéu trj qua lidu cdp tinh bao
gom tiém tinh mach calc1 gluconat, bi ruré'c lol tiéu. Trong trudng hop suy gidm chirc nang than,
tham tach méau va tham tach phic mac la can thiét.

PAC TINH DUQC LUC HQC

Nhém duge 1y: Thude khéng acid va chéng ddy hoi.

Mi ATC: A02AF02

ORALOX-P API la mot hon hop cin bing cia hai thanh phan khang acid va mot chat chdng d:ly
hoi/ chéng tao bot simethicon. Hai thanh phan khéng acid la magnem hydroxid la thanh phan tac
dong nhanh va nhém hydroxid 1a thanh phén tic dong chim. Sy ph0| hgp nay tao ra su tan cong
nhanh va tang téng hop thoi gian dém. Nhém hydroxid 14 mot chat lam san se va co thé giy tdo

bon. Piéu nay dugce cin bing boi hiéu qua cia magnesi hydroxid ciing nhu cac mudi magnesi khac
¢6 thé gay tiéu chay.

PAC TINH DUQC PONG HQC

Thudc tac dong tai chd trong da day bing cach trung hoa acid da day.
QUY CACH PONG GOI

Hop 20 goi; 30 goi; 50 goi x S ml; Hop 20 goi; 30 géi; 50 goi x 10 ml.
Hgp 1 chai PET x 250 ml, cbe dong.

. DPIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

Diéu kién bio quan: Dé noi khé réo, tranh nh sang, nhiét do khéng qua 30 d6 C.

Han dung: 24 thang ké tir ngay san xuét.

Han dimg sau mo ndp chai: Chi sir dung trong vong 30 ngay ké tir khi mo nﬁp chai lan dau.
Tiéu chuén chét lwgng: TCCS.

. TEN PIA CHI CUA CO SO SAN XUAT THUOC

Céng ty C6 phan Duwge APIMED
Dia chi try s&: 263/9 Ly Thuong Kiét, Phudng 15, Quan 11, Thanh phd Hb Chi Minh, Viét Nam.

Pia chi nha may: Puong N1, cum cong nghiép Phi Thanh - Vinh Thanh, xa Vinh Thanh, huyén
Nhon Trach, tinh Pong Nai, Viét Nam.
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