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ViVaxin

Prescription Only Medicine

Composition:
ViVaxin 250 Tablets:

Each film coated tablet contains:
Levofloxacin hemihydrate 256 mg equivalent to Levofloxacin 250 mg

ViVaxin 500 Tablets:
Each film coated tablet contains:
Levofloxacin hemihydrate 512 mg equivalent to Levofloxacin 500 mg

ViVaxin 750 Caplets:
Each film coated caplet contains:
Levofloxacin hemihydrate 768 mg equivalent to Levofloxacin 750 mg

Therapeutic Activity:
Fluoroquinolone antibiotic.

Indications:

ViVaxin is used to treat bacterial infections caused by bacteria susceptible to levofloxacin such
as:

- Sinusitis

- Infections of the lower respiratory tract

- Urinary tract and kidney infections

- Skin and soft tissue infections.

When Should Not This Preparation Be Used:

ViVaxin is contraindicated in the following conditions:

1- Patients with hypersensitivity to levofloxacin or any other quinolones

2- Patients who suffer or have suffered in the past from epilepsy

3- Patients who suffered in the past from tendon disorders (e.g, tendinitis) that arose from treatment with
quinolone antibiotics

4- Children and adolescents

5- Pregnancy or planning to become pregnant

6- Breastfeeding.
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Do Not Take This Medicine Without Consulting Your Physician Before Starting
Treatment:
1- If you are 60 years of age or older

2- If you are taking corticosteroids

3- If you suffer from a deficiency of the G6PD enzyme

4- If you suffer, or have suffered in the past from impaired function of the kidney/urinary tract,
liver, nervous system, prophyria, brain damage, seizures, mental problems, heart problems,
diabetes or a disease which causes severe muscle weakness

5- If you are sensitive to any food or medicine.

Side Effects:

In addition to the desired effects of ViVaxin, some side effects may appear during the course
of treatment such as: Nausea, vomiting, diarrhea, sleeping problems, increased level of

liver enzymes in the blood, dizziness, headache, severe skin rash that can include blistering
or peeling of the skin around the lips, eyes, mouth, nose and genitals, loss of appetite,
yellowing of the skin and eyes, dark-colored urine, itching or tender stomach

In the event that you experience side effects not mentioned in this leaflet, or if there is a change
in your general health, consult your physician immediately.

How Will This Medicine Affect Your Daily L ife:

ViVaxin may impair alertness, cause dizziness, sleepiness and vision disturbances. Caution
should be exercised when driving a car, operating dangerous machinery and when engaged in
any activity which requires alertness.

Warnings And Precautions:

1- While using ViVaxin, urine tests may show false-positive results for opiates

2- While using ViVaxin, tests for diagnosing tuberculosis may show false negative results

3- ViVaxin may cause worsening of the symptoms of the myasthenia gravis disease, such as
worsening of muscle weakness or breathing problems

4- ViVaxin may cause you to become sunburned more easily, so avoid the sun, sunlamps & use a
sunscreen or wear protective clothing

5- In rare cases, ViVaxin can cause tendon pain and inflammation, especially in elderly patients or
in patients taking corticosteroids.

Drug Interactions:

If you are taking other medications concurrently or have just completed treatment with another
drug, inform your physician in order to prevent hazards or loss of efficacy arising from drug
interactions, this is especially important when using drugs belonging to the following groups:
Theophylline, non-steroidal anti-inflammatory medicines, probenecid, cyclosporine, vitamin K
antagonist (e.g.warfarin), anti-arrhythmics (eg: quinidine, hydroquinidine, disopyramide,
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sotalol, dofetilide, ibutilide and amiodarone), tricyclic antidepressants (eg: amitriptyline and
imipramine), macrolides, corticosteroids and cimetidine.

To Avoid Poisoning:

1. Keep the medicine out of the reach of children

2. If an excessive dose is taken or if a child swallowed the medication accidentally, seek help at
an emergency and take the remaining medicine with you

3. Do not induce vomiting without consulting the physician

4. Do not take your medication in the dark, always read the label and make sure you are taking
the right medication

5. Always notice the expiry date and never use the medicine after the mentioned date

6. Avoid exposure of the drug to excessive heat and humidity during storage

7. Use the drug only as prescribed. In the case any adverse effect not mentioned in this leaflet
develops, discontinue use and consult your physician.

Dosage And Directions For Use:

- Use ViVaxin only as directed by your physician

- The duration of treatment varies according to the course of the disease with a maximum duration
of treatment of 14 days

- ViVaxin should be swallowed without crushing and with sufficient amount of liquid at around
the same time every day

- ViVaxin may be taken during meals or between meals

- ViVaxin should be taken at least two hours before or two hours after taking didanosine, iron
salts, antacids and sucralfate, vitamin or mineral supplements that contain iron or zinc.

Missed Dose:

-Take the missed dose as soon as you remember, unless it is almost the time for your next dose,
skip the missed one and continue as your regular dose schedule

-Do not double the dose to make up the missed dose.

Storage:
Store at temperature between 15-30°C, protect from moisture & heat.

Presentation:

ViVaxin 250: A box of 7 film coated tablets
ViVaxin 500: A box of 7 film coated tablets
ViVaxin 750: A box of 5 film coated caplets.



- - P.O. Box 58, 81 Almadares Str.

- A gaWiasl Yo Cy S L Tel: +972-2-2742855
Beit Jala Pharmaceutical Co. +972-2-2776880/1

Beit Jala - Palestine cnlauld — Yl oo Fax: +972-2-2741072

Module 1: Administrative information and prescribing information
Vivaxin Tablets 1.3 Product information

B
Beit Jala Pharmaceutical Co.

81, Al-Madaress Str.

P.0.Box 58

Beit Jala -Palestine
http://www.beitjalapharma .com

1401305-1



- - P.O. Box 58, 81 Almadares Str.

- A gaWiasl Yo Cy S L Tel: +972-2-2742855
Beit Jala Pharmaceutical Co. +972-2-2776880/1
Beit Jala - Palestine dnla cld — YL Coo Fax: +972-2-2741072

Module 1: Administrative information and prescribing information
Vivaxin Tablets 1.3 Product information

hob 8dogy a3k

sad gt A ST

DYoo pnSlad ol

el Gl o ) 555

pxbe Yoo peluSdligrll e ol L pile Yo wlhils s ralSeliss]

- M\.@f\}f
e Al Rl o) (st
(,,J;L,ao.. ww}\.}w\ydswuv&bow u\).\;uwwu{jb}d

DVo . Sl fbj
e Al aldll o Al (st
oxhe Vo pallSlighd U1 e ol b gals VAN Shble s GnnlaSilish]

Aot dde )

(Usls g5yl Ao ] oty (Soe slias

qulp PEEI |

e e laSlisid P anlldl 3L s @) 2SOl (o) ALl ST pasiiy
5V gl ol -

el i b g -

SN Al L) (spas -

s ) ) g ) (o) —



- - P.O. Box 58, 81 Almadares Str.

- A gaWiasl Yo Cy S L Tel: +972-2-2742855
Beit Jala Pharmaceutical Co. +972-2-2776880/1
Beit Jala - Palestine dnla cld — YL Coo Fax: +972-2-2741072

Module 1: Administrative information and prescribing information
Vivaxin Tablets 1.3 Product information

:CM\ e Jlesiw! &8 3

I VU 3 ST sl ag

AN sl S S o T oT e leS3ligad  aled o D5l o)) G240 )

el 2 o 52U G I8 ol Ogle ) (20 -

Sy s 2ot o (5 3Lias 3l 2 o BV L) 1) 0530 & IS on o1 G il ) o) -
aal bl g JubY) —¢

Jemell Laosidl of Lokt —o

asls ) %

O sy B e §yLivisl 093 1ol i auseans Y

ST el i T em e8I

gt S5 Al pr ol gl ST13] Y

GOPD g3y1 3 jak e gl w13 ¥

(lalis dgles Bl dbpbsy (panll Sl S (Lol SLed)] JSU iy (3 s e oW (3 cuile o (ales cusTI3] g
Ao as G o 20 ol @S (I ST s S

EWE IR

@ ISl e il LR 2 oo el 878 IS 2l e jam Bad 5 ¢ peSTaS U ass l ae el gl ) o)
o) (il Jgm M 28 o e ek OF (K6 sl sl il Ol cphio cpalls ATl S| s gl sl

Sl & Rl o1 8 (STs sk J el 9 B ) awl alalall agsdl Ol bl sl 5 CasYieedl)

Ho b b pladl enall dlaoy 3 5wl 3] o 5000 0ds (3 5)55T 18 o5l il el e e T3]

Zz\gﬁ}gj‘ il ‘_A& ;\3.0\ (RY B &S
b ol die g gpas OUSTe fras ld) Wl o bl sl (gt 250 p5i5 g e Qles (Bl (3 Cand (eSS ey B
i ey blss




- - P.O. Box 58, 81 Almadares Str.

- A gaWiasl Yo Cy S L Tel: +972-2-2742855
Beit Jala Pharmaceutical Co. +972-2-2776880/1
Beit Jala - Palestine dnla cld — YL Coo Fax: +972-2-2741072

Module 1: Administrative information and prescribing information
Vivaxin Tablets 1.3 Product information

oYy Ol dod)

s Y) Sl ogm 3 Bbls Bl S5 gl L Jsdl Gamd ¢ eeSTaS Jlemtal o8] )

Joll sl ) gl pamh 3 b Tl I 4l ) ¢ (eSS i) o181 -

ol ST of oSlaal s (3l s (myasthenia gravis) plel 5l STl o 25 -7

B3ly Do (51 ol i) &9 €4>'=1-1) Areat) eglial) ¢ pad) i W (il gt Aoe ST ollag W8 pnSTad — ¢

Ll g oSS Olalin U oM o el LS o s e VL BsYL e o AT 0 eSS ey 8 (330 oY (3 -0

gl o e
o aeld alsyl blld Cmd G el el AT slady 2 e Tt o) of 3 s (3 AT Bels pisend uST13)

AU Slegomall axt Bgol pdsaed Lodie Rols g a2 Y] oMLl o s )
il wlas Okl blas (b 1) K omlu ohslan (g IS le cdain g ciadyg e OledY) wlslias (nllidsd
3 u“\.S\J.A.U’«'.:.aTJ;») aald) iy u\.&fj\ olalize c(()j)bﬁ/j 9 Agﬂ\??ﬁf ch}’\.:.:.:éjJ <J}5\3}M cbelyy g c;ﬁ%}%)-a\-gﬁ Lu.gu\-“»g)fi Jf»ﬂ)

e 3 Mgt SsS (N S (el

o) iz

JULY sl Jolize oo Tamy elg) Jais| )

gl o 22kl a8 3T e g lsball o ) 5,50e amgdl Slide Wtk 5 b e slgll Jib ol 13) of 5015 ae ol 13) LY
el 8Lzl 095 gl Sl Jold Y LY

Sl Csogll slall sl ) asThd laghed 31y 23Nl (3 Sslys Jolis ¥ ¢

DS elem Il 2 das slpal) B Yy el Do B8 55 e Lotls 15T Lo

o 878 I ol aysb g Sylell clgal) i ot

o slely =Ml plasaal e LBy il ol (383l pd Bl ool (o s A (3 Lk Bhogl) e clolll Jols LY

spldsui ! Ologhas 9 &19) A )

Lt b oladed o S pusna] -

SRRV P P NEI IR SV SF D P M-SV RS e O e -
e JS B 4wl 39l @ Pl 0 23S 2aS g (el 093 (ST 6 Sl gt —




- - P.O. Box 58, 81 Almadares Str.

- A gaWiasl Yo Cy S L Tel: +972-2-2742855
Beit Jala Pharmaceutical Co. +972-2-2776880/1
Beit Jala - Palestine dnla cld — YL Coo Fax: +972-2-2741072

Module 1: Administrative information and prescribing information
Vivaxin Tablets 1.3 Product information

Sl o ol plabal) Slamg IV STl ol S -
colid ¢ SWS 5 Ao gedl ohslas cbdd) Ol (gl Jols da ol 1S el B e STl gl ot -
CEl ol ) e s g aslidl ol

tie A Olwd Jb- &
@alaeV) ole b Joir s LoSTy el ae 11 3510 ) as A de g ) 13 Sy ¢ ST W Gl 2 ) Jols —
) ds A agad de Al dislag W5 Y -

:‘;.g}";‘:]\

S 5 b o Lo O 10 b Bl s o sls) i

18 !
i o3V e s 2l Yo psle
i 31V e g 2l 10+ pesled
i o o o il e tve L cpSTad

»
]Ldafg| delial Wla Cay 42 43

AN (J) J«)LLU @L.;
oA . »
"M s =Yl S

http://www .beitjalapharma.com

1401305-1


http://www.beitjalapharma.com/

