REMOX

Film Coated Tablets - Capsules - Powder for Oral Suspension

REVAPHARMA

Composition:

Tablets: Each REMOX 1000 film coated tablet contains:

Amoxicillin (as trihydrate) 1000 mg

Capsules: Each REMOX capsule contains:

Amoxicillin (as trihydrate) 500 mg.

Powder for Oral Suspension:

Each 5 ml REMOX (125-250) oral suspension contains:

Amoxicillin (as trihydrate) 125-250 mg.

Pharmacological Properties and Mechanism of Action:

REMOX is similar to penicillin in its bactericidal action against
susceptible bacteria during the stage of active multiplication. It acts
through the inhibition of cell wall biosynthesis by that leads to the
death of the bacteria.

Pharmacokinetics:

Amoxicillin is stable in the acid gastric secretion and is rapidly absorbed
from the gastrointestinal tract after oral administration. Its bioavailabili-
ty after oral administration is approximately 70%. The time to peak plas-
ma concentration (Tmax) is approximately one hour. About 18% of total
plasma amoxicillin is bound to protein. Amoxicillin is partly excreted

in the urine as the inactive penicilloic acid in quantities equivalent to up
to 10 to 25% of the initial dose. Various studies have found the urinary
excretion to be 50-85% for amoxicillin over a 24-hour period.
Indications:

REMOX is indicated for the treatment of:

- Ear, nose and throat infections caused by susceptible bacterial
strains such as some types of streptococci, Streptococcus pneumoni-
ae, Staphylococcus aureus, Haemophilus influenzae.

- Genitourinary infections caused by susceptible strains of Escherich-
ia coli or enterococci.

- Skin and skin structure infections caused by susceptible strains of
Staphylococcus and Escherichia coli.

- Lower respiratory tract infections caused by susceptible strains of
Staphylococcus, Pneumococcus and Haemophilus influenzae.

- Helicobacter pylori infections and duodenal ulcers, in combination
with other drugs.

Contraindications:

Hypersensitivity to the active substance, to any of the penicillins or to
any of the excipients.

History of a severe immediate hypersensitivity reaction to another be-
ta-lactam agent (e.g., a cephalosporin, carbapenem or monobactam).
Warning & Precautions:

- Patients may develop diarrhea associated with Clostridium difficile
infection.

- Before initiating therapy with REMOX, careful inquiry should be
made concerning previous hypersensitivity reactions to beta-lactams.
- In patients with renal impairment, the dose should be adjusted
according to the degree of impairment.

- Prolonged use of an antibiotic may result in the overgrowth of
non-susceptible organisms (superinfection).

- In patients with reduced urine output, crystalluria has been observed
very rarely, predominantly with parenteral therapy.

- Prolongation of prothrombin time has been reported rarely in
patients receiving amoxicillin.

- When testing for the presence of glucose in the urine during treat-
ment with amoxicillin, glucose oxidase methods are recommended.
pregnancy & Lactation:

Pregnancy: Category B. REMOX should be used during pregnancy
only if clearly needed.

Lactation: Amoxicillin is excreted in breast milk in very small
amounts. Therefore, caution should be exercised when administered to
nursing woman.

Drug Interactions:

- Probenecid reduces the renal tubular secretion of amoxicillin and
thus increases serum levels of amoxicillin.

- Concomitant use of amoxicillin with oral anticoagulants such as
aspirin may prolong the prothrombin time.

- Coadministration with allopurinol increases the risk of skin rash.

- Amoxicillin may reduce the effectiveness of oral contraceptives.

- Penicillins may reduce the excretion of methotrexate causing a
potential increase in toxicity.

- Tetracyclines and other bacteriostatic drugs may interfere with the
bactericidal effects of amoxicillin.

Side Effects:

The most common adverse reactions are diarrhea, skin rash, vomiting,
and nausea. Very rare effects: Crystalluria, skin reactions (such as er-
ythema multiforme, Steven-Johnson syndrome), antibiotic associated
colitis and convulsions.

Driving & using machines:

No effects on the ability to drive or use machines were observed.
Dosage & Administration:

- Treatment should be continued for at least 48 - 72 hours after the
symptoms disappear.

- It is recommended that there be at least 10 days treatment for any
infection caused by Streptococcus pyogenes to prevent the occurrence
of acute rheumatic fever.

- In some infections, therapy may be required for several weeks.
Dosing Recommendations for Adult and children Patients > 3 Months
of Age:

500 mg every 8 45 mg/kg/day in
Lower Mild - hours divided doses every 12
Respirato- | Moderate - | (Usual maximum | hours or 40 mg/kg/day
ry Tract Severe | dose 1000 mg every | in divided doses every
12 hours) 8 hours

Infection | Severity * | Usual Adult Dose U;:_l:; B(;S;,lf::; t::*lfl-
25 mg/kg/day in
Mild - 500 mg every 12 |divided doses every 12
Ear/Nose/ hours or 250 mg | hours or 20 mg/kg/day
Moderate A
Throat every 8 hours in divided doses every
Skin/Skin 8 hours
Structure 500 mg every 8 45 mg/kg/day in
Genitouri- hours divided doses every 12
nary Tract | Severe (Usual maximum | hours or 40 mg/kg/day
dose 1000 mg every | in divided doses every
12 hours) 8 hours

*Dosing for infections caused by bacteria that are intermediate in their
susceptibility to amoxicillin should follow the recommendations for
severe infections

** The children’s dose is intended for individuals weighing less than
40 kg. Children weighing 40 kg or more give the dose according to
the adult dosage recommendations.

Dosing in Neonates and Infants Aged < 12 Weeks (< 3 Months):

Due to incompletely developed renal function affecting elimination
of amoxicillin in this age group, the recommended upper dose of
REMOX is 30 mg/kg/day divided into two doses.

Dosing for H. pylori Infection:

Triple therapy: 1 gr REMOX, 500 mg clarithromycin, and 30 mg
lansoprazole, all given twice daily (every 12 hours) for 14 days.
Dual therapy: 1 gr REMOX and 30 mg lansoprazole, each given three
times daily (every 8 hours) for 14 days.

Overdose:

Symptoms: Problems of overdosage with amoxicillin are unlikely

to occur. Gastrointestinal symptoms (such as nausea, vomiting and
diarrhoea) and disturbances of the fluid and electrolyte balances may
be evident. Amoxicillin Crystalluria, in some cases leading to renal
failure, has been observed. Convulsions may occur in patients with
impaired renal function or in those receiving high doses.

Treatment: Gastrointestinal symptoms may be treated symptomatical-
ly, with attention to the water/electrolyte balance. Amoxicillin can be
removed from the circulation by hemodialysis.

Storage:

Keep out of reach of children. Store below 25° C.

The suspension after preparation is stored in a refrigerator (2-8)° C.
Discard the remaining amount of suspension 14 days after preparation.
Packaging:Tablets: Each REMOX 1000 carton box contains 28 film
coated tablets in 4 Alu\Alu strips or 14 film coated tablets in two Alu\
Alu strips.

Capsules: Each REMOX cross contains 200 capsules in 20 blister strips
or 500 capsules in 50 blister strips.

Powder for oral suspension: Each REMOX (125-250) carton box
contains amber glass bottle of 60 ml.

The
Do not

L/
£0d/ z€100d

iption without consuling your doctor.
S OUT OF REACH of CHILDREN
Ministersd Union of Arab Pharmacists

Reva Pharma for Pharmaceutical Industries - 101 - Syria

KEEPT
‘Council of Arab H




e Aandia 0 5/3S/ ke £0 Glelu A Kidaon PEEN sl
Ofie ) G saill 4o all) b sia - Sl

Gle o sy/gS/ale 0 5 | OSale) e aatiall [ 2z P
Glelu A Sale (ReluY 32280 - el

A_Lu,.xdlm\.u;]\ulthﬁﬂuwtuhuy‘mm‘;tmulg_\;.\*

30301 CIUEY) Aallaa (8 dagial g_.um,mumuﬂh.ms,m olas

Jualayy Fa g uc*ljjldmu;ﬂlq\)s)deulemﬁ**

Jbﬁ\«\.‘:)auhm}ﬂm)«:)ﬂ\sl:u‘)ﬁ\}\éi~ o8

\)Lu (‘)@_m‘v>)?}.\u\\Y>)Au{..4).‘\}uiyjﬂ‘_¢uhm¢c‘);.“

Myﬂ(\cljk\‘;c}yw&lsd&uéﬂlww}),h?m

Yoot oS san) 0 b ol el Ao ) G g peal) A0l 02 A

O e danda o 5/aS ke

A gl 4 i) (5 g0 de ja

C_‘A“' GMLﬁ)‘).U‘)J\SéAO" guus}a.ut\ L?’)"‘S‘C)"d‘

?y\iaéa.‘(é\.cl.u\‘ JS)LLAwaJAL@_\AJSELIM‘d)J‘)J)MUY

2305 Laghe IS (caxg e 3l osmad fa Wo cuSsmny & ) 1 52 3all 230l

?y\iama.‘(u_\\.chu/\ds)\_u}aulf

@Jﬂ\h‘)ﬁ

Jlii die de jall Jaji JSLie hasd o Jaisall e (et EY

;Lél\}u\_wdl Jia) (anngd) Sleall Ul el jelai a8 Q.\SLM“S)AY\

Syl of Jam g1 5520 5 il gl (3155 B i ylanial 5 (5

u\;.uﬂﬂ\&_l.\m& d}EM&\&_l\ﬂ;nuauéd.\yuM}AY\
Osiliy ol gl 3 gl IS a5 i (e (5 silag () (oamsall b

«\_Jl.r_ul.:)a

(gl Slgall (el sl dpm jal) dadladl) (aadad Sy 1z dall

55300 (o ol 0 AN 3) ¢Sy 30 3 /oLl 31 58 ) oLV pe

}S}\M\¢\)&|d.|)kucm}aﬂ\

Il g i

Raa Y0 (e Jil 5l s A Jasa) J&Y\ﬁm\d}mwlmm

Aseda (A Y)a\)dl‘_g)u;ﬂlmcu\m
a)wwey\ﬁmuu\ww\m\ub\

sdiadl)

b grnae YA s siad Vo v e (S g5 A 58 S5 e JS il gl
Oanm abiilly ke i gaa V¢ 5 ATu\A LD Al € Gann ALl Ale
Alu\Alu cadas y5

Lol Yo e ApusS Yoo o (g gim 0Ssa )y 5508 IS 1d sl
eyl 3 00 e Al on Sl iy

(Yor-1Y0) 0Ssa) A si S 550 JS 16 pad (3laa ypianil (§ msa
o A ddle dpla e o g siad

p00132/ R03

(PRI RTRT PR Y S-TyY

u\)}lau}h.hajj ‘J)J\Cu\@uahm\wu)abuuml\kraﬂ\@_
usa.“; C)ud\ c.q\_d\r_} c|.\; aJJb G YN @
Ol (om pall (B3 500 Vs (B e s o) ey J g e LY 5 -
ol € e L sl ) iy
52 Oallanasa saY1 o all ol U5l 3 5 S Slall 2 gy sl die -
NSl Sl a3 55k aladiuly
gLyl Jaadl
i Laib Jaall ol (€ oy ) pladind Cany B leal) Caial  Jasl)
) ) 35l

oy AL (s Al o€y il Cula 8 pllissn€ o) 8 gl Y
cm).oﬂ 4.1&:;\ Qe JA;.“ ‘__‘A}i
2d) gal) DA
8305 Ml 5 Cpllacsnn€ S (5 SIS s 81 31V o dpnsiar s ) s -
?.‘J\ @ M}AYI &_ll_a).mm
JAAM}ASX\ jl;ﬂ\ u\.\l..antauﬂhuu‘ﬁy)du‘a\)ﬂ\ e\my\ ijy;ﬁ_
e 5ol g3 A} (M )
gall malally Aol shad (e J s 0 sl ae el S gl 2y 50
A sadl) Jasd) laile 3ad (ga GallssnsS ga¥) Jlay 38 -
o8 Aaiae 53 ) Can Lae Sy i saal) 1 k) (g Galesiall Jlay 58 -
Agad)
Il e ail all A IS (5 A & a1 g GalSand il Jalay o6 -
Al sl € Y
duilad) c patay
oLl 5;“55!5 55&;.“ @.L\.‘\} «Jlgusy! & Ls:y.u ‘)AS‘}“ ailal) A_l\)uu\
el Jia) Lala Sl oJ sl o sl 0K a3 als ol Lils
u__\aLAAX\ u)ﬂ}ﬂ\ t.__ﬂ.g_d] c(u}uu}.a us_..\.m M)/\JA ‘d&dy‘ 3222k
a5 g gad) laliaall alasiay
Y alading g 3LAY
YY) e sl e s jal) e el il o g Jaadly Al
sdarinay) g A o)
oal eV ) s 5 amAela VY - €A e 6 Y badd gzl et o) cang -
s Y JYI e ol ) v sadd 23le @l ()6 o Gl (e -
Al Ay 550 el g el Aaiall Cilpsal) L

bl aad 23l i (5 ol VLA iany -
el a5l ¥ < JLYT pdll) o jell i il e el

"o ww en nl:.:.?.n.mx !ﬁ"l' : sadd) oLy
‘A;u&;"fjés/@“” el )Y JSgleon N
Ny AdSve | L. [ csyow
ol Bl e /g Slels sl /Gl /
Clelu A K aile a T
gcw?y/ﬁs/é‘io clels A K aleons -}m.m;
5 sl Ao jall) . /52N
ol Aada fy/é/ch P EUTORPRAERTN Bl REFUSTL
Glelu A JScile ja (elaY (Shatall

16x24

QS 5

[y (5348 Glaa sl (3 gansa - J g - ALl Auile il saiina

senS il

écd)mexaﬂbw’~~~u£}m)4)awds &_IIL&A.‘
e Ve (w5 RS o) Gl ol

(e S S sy A S IS 1 d gl

ao e (S g 0S8 o) Callis ol

(g sed (lan pumail §aane

ole (5 583 (5 5 Bl (Y2121 Y0) (S gy Ja 0 S
&YO.-\YD(&J‘)M&}JS&&D) M}A\

J.ul.d\ 4\.\3\34.\4\34.“ aibadl)

s 135 o5 sl spaall al sk 3 (5 AY) Callaill LS s (S o 5 43
Lol PR (e Jeny Cun aiill aldiy) s e DA Aibeal) U i)
(au\);“g_\}aé]d.\ywm.«y)ﬂ\d;“‘)\.\ﬂgyﬂ| Llaay)
u\\,ﬂ!d.ﬂ‘pl\

w@w“\m\eu)nmﬂkfa&\hu)n g_uL:u.xﬂ.uuuS}AY\
slac Y any al (g saall ) gill aly ?ﬂlw)hucd}umw.qju@\
P 3858553 () Jpaasll @ 53N 8 ) L@ 7y e s il
‘;A};}d\uiﬂ:\ugu&yy‘w/\/\é\};h} ah\j‘\.c\.ué“,;

IS e sl (8 s IS Callan 5aY) 5t (5 s La 33U
AN A all e /Y0 () s Joled ey Jladll yie Sl aes
//\OA;“°~u.ucj\).u&}ﬂ\C\)}:Y\J\.\Mu\:ﬁﬁuum\)du.\;)
Aela Ve jlae Lo el 05

scbibdaiay)

1Sl S sy iy

Jie dulia 4 6 ya OV e Aalill 3 paiall g cadll) s AV bl -
A5 dainall s siiall ol oAl ey 58 1 el (ipsiall £ g3l ians
A Y e Alis OV e Al Ll J o) Slead) el -
Ao gl il Kl A ol 8l

403 sl Gl oSl e Al Y (e Aaalll alad) A g aladl cililedl) -
A ol all Ay HaY

oSl e Als SV e Al o) sl lead) culiledl) -
Al dreaiual) 5 4 60 5l il oSl g dua gl

(A sl o A JLnally el e Y A B Al 5l g el ) -
ul.\hau‘}\u\.ihm

S AV Galliid) S e e Y sl il Bl olad Ayl L 53
el sull e Y
‘J.m)5)5311?L.SYLu.\S\uhs)dummmjﬁmmhﬁa}a)wcu)h
(eL\SLn hsall j\ e.u.ul_\)lsl\ Jl il g llad)

sclaliiay) g el gdadt)

'BM\:\:\SLA}] L;‘BA:JAT\;LAA}\JLQ_NYQG..'A)A}\@LQE_

el Gl 3y ladind o) o) Gang (s say )y aladiuly 3 o2y J8 -
LAUSY Ll olas ALl Apuliall a2
.:\ﬂ;‘\hﬁg&&);}]dﬁﬂ%qé}lsnj)ﬁaﬂ\@f&_

fall il saida B ) & pal) Glabiaall J ghaall aladin] (g5 8 -
(el gliil) Aubuall e




