olasdls dlsl
) 55 il s 39 digma p3 LY § plisl
o505 pass &5 )1 gl dodSs o pay Oll!

(35800 pll § o5a i B3L5 +
sl pall OLS sus plassl -
OMasll § o3
A OVelas
el omonkedl S3b5 -
Sasbl Gl
Glisdl o
Gl Ol § Baas Clkal
Azl Glizr
& yaall doudd)
(e Vooe IS G ooty Ly o sl 03) B0
OMasll glsy -«
OMasll gids
oMl .
pll hies glisy
(8 o) ol i) plo S Gpaadll () g8
el s plasdl
St S il s Sl o diema Slis) dad @ Bl 1 Jadins) SSI Caillss Sl »
(o580l sl
Sl .
edl ol .
O3 § e fopb
(Al s opiesl] oLy § ) OB
el ulus ¥ § Sl -
dembs b Yo

(o) ko 3145 i Jadys) ol 3 Ol
(@550l &3 (e 02b) Gall Cimds o3lstl Ol asl
SIS ol G5z Olazs «
(585 055 s B3les) (zadl IES) pall Jatls eld g Sliasl «
el sl paes Ssin B3L)
bl i pas -
I § Uds)
Ly -
Olasll § o -
(Garye Veeee IS 0o Taols Lan e s 3) Taz 3.0
(Aol Sl S &3) Dyl gilially eliaedly el uodl pull O S sus § plasl
JLolall Llgdl
demab p B O -
Al s B35+
(il oo 2,8 =) deasill o 3Vl Jomidl o
UELH)
St s
(AW L3l) Lol pll LYo (s diums LY § oS (olisol «
G55 Qladl Jie L4l T (ploel 5T 5548) wa¥l dsh Lslodl 6V 055 8 Taz 8306 Y §
S| B s duaitlls 359I me b 9 ibl § Dgmo (B 5 Lolall 3T sV
e oIS o ills $3ils 5 )1 SUl sl ol Cind &SI i sl G ISlies s
Bashsdl deloe 2525 0o il aks 09siS sl OISl de gazma Go Lgr Dlaliae sl za
JEO

e gV 308) bsYl sl § 338 5l Ghos¥l Jlasdl § b piis OV os Y 63
SV Al Slaloo § o s Blod) B3ugn §553 W89 338 8 Ll « (hactlly 5 dysanll
(0Ll 5 Ol sl ¢ el Ll H1551) O9I9xS 5yolall aslslizy ol g2 41

Ml B G 851 G ) dled) S5 o Tz Soasdl 856 OY Ggu L] Uil
Ll ruluS shinuS s g¥all s3T Suos 31 Sl o 5 O8)sSIl &35 (30 dygesdl WlaLably
LU daleall &3 Jie el JSLie 5 ghio bl Y1 Jaks) damamd] J51s biall glis)

(&3 01add 3 demlss) da3 ) § datne
ol § popdsall Olsius 3343
ol § pssadlSUI Olygtune Bk
(YY) pl ,38) elpasdl pull S S slusl plisil o e gs8 *
i) 358 dmiW sl puaid) dnsY alodl dewlu B3L5

Lol H6T so4b o= EBYI

26 Aazos Ll BT 6Tl Joys Japall sl ] izl dusler SBT gl elels & gl 13]
e 55 EYI (bl Juolid] Jhasl) 3 jtlse dusladl SEY e §30YI e B4l i § 85)s
sl 1 dodany dalar] Slosla] 85b3 § gl dusle 6T

. ‘ ool (355 &b 0

JELY Jslizas sl o Ty olsl gy BlasY o

el gy iy Bosmlly Jay 1 e 33L) oMl el gy dms elol lis Yol ,hasd
4§ Y padl ] ol

gl dz Yo 5o WP Y 8) e dz § by

s I o digloo) duloW Ggie § aizin 63

&53Y e palsadll EAS Jso Juwall el AJ5L UL 5T G ) ols e dysol gl 3B Y
T Bl § el eda seluzy lglasta ass { I

651 Glaslass Bsgall lysine -1

o Gwsesld s

Bolo e pake €0+ Uoley Lo e e (03 US @5t el shinuS s oo Dlaill 8341

58 pue IS5 o GrelS sl so

18 6 A Y LSl L

501 Lads Osad s pspdsall Ssle fSus S a5kl 333 Sskbew s o 0 Al S5 @
MR B9 )9 pommesiihl Oy dSbeY dyg 8 Sibews

2T 363 (EIWY) gl auSTs €4+ Uszs Slos Sshasyls se oo il Y gy *
(EWY) gl

kel Olgiomog rsagld el Junall IS

35imas Biimme sk (g3 09 OIS Atun dilia ol B USCE § 5355 ke €1+ wsesld ool 31
UMXE" 30 )1 s

PV 5l (1310 s sim ol Cilan L 8) (2151 € Loy B & 1855 Grwsesls ool 31
(Pl BIV e 5o amly (alie by 5)

Brswl] 3o AU dmiall 3 )

XY ST § Bl ody) dmplye 5T Cuyel

dusled) SBY e 254

Uslong Ol 3 g3l 895 JLaSd dakick) ponla £+ ugosls ool 31 plaseial wis

LS Lgy sosbl plasiall OB 0555 agnysll ool Gosb o5 A5k 520 I S diruS 5n
i

oy V6V gn ata) g racSh (55591 le¥) o) olo] +

Lkl (ragasld ol B plaseiuls ol G5k 0s g3 U] 95 Dladl bkl 2 b plise JS
. elleosas g

Loy YV =V 50 55 ) gl 8l SLlo] @

plasialy o201 G2, g g3l ) 55 ) gells ] § ol cplakl oo 4 pline Jgo
pb1 T Ot § ALl rusesls pol BT

Lo 18] ol sy iy oty y=3 Oy I3 i 3l 893 JLaStls s O 01Sg duanY a9
c5u3 33 5] DiloY Poslss 439 Llé elalo] (A3 Y 4B (rusestd Jsks o ids § Lo
ol iS5k doglis oy uukl LSl g 035 Il

csasld I3l U8 b me Lo ¥ o] i) Logy o5l 30 8585 de ol 33l i ¥
(Ol plo) 9 Sl

o Opugesl o 815 e Jgl

) Suslukl b s o) dussy Tamls Lo B &ls I Bkl ds el e 58T sl Dl §
g Lo prudst) & il oda ol Bsudl ol difie ool 31 6l e umbras O Uslo 9l o
s Jalss U1 Jagall ol i)

g gld Jols v 13]

s p3ll § e B9 g ol § Wslis S ey ookl 31§ o A sl Sles Wl
o goie ds o Jolin VYWl psdl & (uls 00 3) dpolll elis g Jsl s o5l &SI ¢ 3]s
5 s L g

e @Bl sl dlanb s (Bl ZAS e 1Sk 0S5 413

gasld Jsls e g 13]

Lo 13] el il Lol elilo] GAd3 Y ais Ses S5 § elsull 1da Jols os Cuidss L 13]5
N 858 &l U3 0o B9 Ul e Bl § b S

e A1 ol b izl sl s ge Al e a3kl el OIS 15)

(NPC) &5151 Lodudls aial) ibgll 55 )

FATTANY 0V 1S

e &Il dedldly badal) bl 35 AL JLasyl oSiSe
HTVTVN-YYAVYY 168 )
FFAV-YYOT-YYOF-FFOE-YYFE-YYE- ol o5 )

npc.drug@sfda.gov.sa :3 s8Iyl Ll
www.sfda.gov.sa/npc 39 7SIY) @8sbl

elgd lda
) el sy 08 Slogletl) pylie S dsliss climo e 536 ) gutia 9 elgwl -
ol Olagdsss Jlomiad) Glsli f eliSs Bay cpball dios 23l -
L folinas Laaslsds &Yl § Olps Jawalls Gudall O] -
Al Erogl) § 83umbl el 358 Lk slElS e B3 Y -
sl Bl O3 dhogll ud 5,55 Y -
JLbY Jslize ge Tauss dygs¥ d31S Jados -
@ dmall ¢l 39 pulze
O dsbuall olos!

- Qcinfa

o) duslod] B¢

Losdy sy o IS e 829,80l 545 Y i3 sl THBT slol 138 Canmy 95,2539 US e

S iS5 gl o3 Aasdl) 8o FSY) desledl 6T 48 Ly

dasY 13

(Gsamdl 536 ol j3T) dobiia s dmy pu B Ol b Sy +

& 8o 5l LS1s Vg sl enll Ly & o yaol s dlaoMe sl ele il sz il ysmill o
el Sledle odn 0553 18) daall 5T xSall § Sl sl sl s Ssasd dekl calzd)
230 ol J30) Blol) gk wSUI i Sisas J] 603 5 Los 1S § sl lgdl g

) (385 Yo Grgao Clis ¢
k5 O 0Sig ol 8l JNlosls Osuise b dolia S § Le i gl b
3§ st a5ebs Lol W 5 & 515 g f Bagll 4 el o gAS g el e Dludl § ol £V
L W copieslls ol sLasWls CasVls slodls o) § Ll do 1),k O oS0s - haid)
336 aile 30 155aY ol e aus 1l 517 5 as ayail] slnd] pudlall 1in ey
(Bl Tolgh 0555 O Jazods Tz Sgasil

Wi e dygoan sy dledl Cod Olest g HLADY) guly Aite el gulr mab
(Bssme 52" Loledl S in )15) (Bol> donsa & y5t) gr3kel]

830 &l ,60) (SIADH) psyagall Gt galizily sl 513] § iy das Al dopladl «
(3

Ele J8T) (Pl S &i5ed) p I G Sdl Slisten § 3ol (Blisal) (o o)l OB +
(32 50

& 545 Bale aladl s gk el em @y o5 Sk 0555 8 Oladle) Dysedl ds Yl Clgzll -
(3 590 &ile J80) (Lolakl VT Uto (1T o (bl il

500 Blol) 833 dado g oy Tz 136 gt (olin pasd guusd Jub 35 Gsas
(Sl 536 il D) (o vass pall baid § plasily il § digmo) Taz Sgasl

() To g 0555 Of ooy «Brgamd] 530 ol J31) Glsall 6 ebl 55 docdiag s Sigi

(S320dl 3L le ) Oleits Sgam o

eatilly 559y el Vs @8 AL el s (Y1 i el Slazdl dad e SSlie Ssao
(Samdl 330 Gole 1) BLBY § aws 55

sl HISEY ] sanl Jie ¢ gDl eliy] J) Taz 356 OVl § 533 ) QST Sgas o
(Sl 330 sl 3 Oy SYslowe 5

5 dylows¥1 I8/ Olpsadl e i syl J] S @08 O Jazod) O Sigae o
(e Ssamdl 130 ole 3D (oY) SYslons

dilsrl) o) SlsLakly gl G sl ) blixs sifs p5 (s st s Jlgu] Sgio
Sgasdl 3306 OV & sk 03 (LIS GLasdl 0l Ol dads sl Cladl 23y
(Sl 136 il ) Bl Bougs Slislas J) Tuz

(13 550 dusle JBT) 1855 5l (5,30 dusle JBT) JEsY G phis ¢ g«

oy G gy ol desn GGl Gui § =S S 13] dolsg OMasll oV sl g 5l ams o
O 6Sg b 22 e L8 o Dozl S5V 0da 0555 43 515 Usdl O OIS sl 851
25" Goledl S i 515) (Clagyll el and Alo) S § USLie U] @952 Sl dug
EQELTEN

Alzle &b 890 ) glisd WbY Jodl § el 1315 sl sl oe A5

500 oY Lo 13] U3 J) BLoYls

oz Syasdl 336 ol 30 30 Cage Olazs

Jesls (11 Esaodl 106 ol 31) esall oo el die dols dol )] pamy smi ol gall G 41 o
o § g s

>@¢Qggﬁab)swaa;§mgaﬁsopﬁcg»y@umg

Jss el Bl Sl o LB sl () doyaS Jabatea § 830 pilas @3 JISEY

s el S § lahl el 58 (i 9l 530 disler ) uluS i e

) 55180 4 ¥l Bl Vg cpmsastd

il 13 Sgio Jlo § daz Ssamdl 556 OV G waddl asll ohsll sl (3l Bogf
el § b

5300 &l ) el & SSdl Sstns (plasdl 5T iy CaoYs 6 Sl B0 o Gl S 13]
Y gl y31) Sl § il EB (i S5umdl 3006 51 Egusdl

58 5l sl &S & oLzl Sigu oYy JSII G ISLie e Uiy (o) HLS &3 e S 13
0555 98) U3 ol el § 3ed ol ol sl Ol s s T cpeadll sl oI 5] (3Ll §
Ul § b izuld (Sgamdl 536 Gile 3T 509 (gslSUl il Sgus 3l gls Slodle 0da

g ond G « uluS slicaS sq Il olST g i g) 1 6,5 Y dusladl SBY ol sk

(20 )+ IS i Taols L o o 03) dsils
ol -
e -
sl .
ohdlssasll G 41+
T
glaall -
ol 3) A ©Lg33] o Gy g3l BoL5 *
3le JEL Jurw e (b yhaill 5] dygemdl Ololisel) dos ikl b oSl e dazlll g3as)l
(SLAZA) 1yl g 21 gl o)
Vadsikl ssrakl §53 $2M & (A &S blaine) A O o plisi]s Jume § Ol
e g sl e
(Gase Voo dS 5o Tazly Lanse el 23) AL p2
salzd bl -
(3asb) B Jouig)l ) Basll Oljasl
(laz E5a1 356 SV 3 Bt dulod OIES Erg) G5t dulo § ji5
(&5 Il 3) ool § SSlaa
(&5a)1 5laudll 9/ hiobisler Ller 3lagiead] 5) AU Ola 3| oo disme Olesi] § B0k
(O] coligd] GBS el ol LY (3 dismo LY s oliss)
Jlus)) -
Sl .
(boiadl 51515 dosully polucd =
sl .
) g ol
(Gl 548 labsne) AN Ol o § Ol
((LDH 525 gpme &S p233] § 83b) 1 dados) oSl By Ss) «
Dsbirl) plebll &Sy dugdl] paki
clagdl ol G S sus plisdl o
G5 psmdls oalls Galll VT Uie @WVls glogY) o
pl 55 dilas Ggamd &) o0 diuma oo LU § 8045 »
Sl
(Slezjsdl) slaed) pall L3> oo digmo LM § B0k +
sa -
(o5 5l s ] §) sl ysmid]
Sl .
Jolatl § ¢
olads -
dsy g daliio 5ok -
sl OVl s dadus puial) § digmo
(3l pl § Leslyll Slessl oo dime Slesi] § BoL5 -
V=Y /el
Juoitl 515 (o315 punbiall 355) 55l el o
Sl T3
ENSURAF S

Package leaflet: Information for the patient

Flomocin 400mg film-coated tablets

Moxifloxacin

Read all of this leaflet carefully before you start taking this medicine because it contains important information for you.

- Keep this leaflet. You may need to read it again. )
- If you have more questions, ask your doctor or pharmacist.

- This medicine has been prescribed for you only. Do not pass it on to others. |t may harm them, even if their signs of illness are the same as yours. If you get any side effects, talk to
your doctor or pharmacist. This includes any possible side effects not listed in this leaflet. See section 4.

What is in this leaflet:

1. What Flomocin is and what it is used for

2. What you need to know before you take Flomacin
3. How to take Flomocin

4. Possible side effects

5. How to store Flomacin

6. Contents of the pack and other information

1. What Flomocin is and what it is used for

Flomocin contains the active substance moxifloxacin, which belongs to @ group of
anft\b|0t|cs called fluoroquinolones. Flomocin works by killing bacteria that cause
infections.

Flomocin is used in patients aged 18 years and above for treating the following bacterial
infections when caused by bacteria against which moxifloxacin is active. Flomocin should
on\ty bekuaed to treat these infections when usual antibiotics cannot be used or have
not worked:

Infection of the sinuses, sudden worsening of long term inflammation of the airways or
infection of the lungs (pneumonia) acquired outside the hospital (except severe cases).

Mild to moderate infections of the female upper genital tract (Pelvwc inflammatory
disease), including infections of the fallopian tubes and infections of the uterus mucous
membrane.

Flomocin tablets are not sufficient on their own for treating this kind of infection.
Therefore, another antibiotic in addition to Flomocin tablets should be prescribed by your
doctor for the treatment of infections of the female upper genital tract (see section 2.
What you need to know before you take Flomocin, Warnings and precautions, Talk to your
doctor before taking Flomocin).

If the following bacterial infections have shown improvement during initial treatment with
moxifloxacin solution for infusion, Flomocin tablets may also be prescribed by your doctor
to complete the course of therapy: Infection of the lungs (pneumonia) acquired outside
the hospital, infections of the skin and soft tissue.

Flomocin tablets should not be used to initiate therapy for any type of infections of the
skin and soft tissue or in severe infections of the lungs.

2. What you need to know before you take Flomocin
Contact your doctor if you are not sure if you belong to a patient group described below.

Do not take Flomocin

If you are allergic to the active substance moxifloxacin, any other quinolone antibiotics

or any of the other ingredients of this medicine (listed in section 6.).

- Ifyou are pregnant or are breast-feeding.

- Ifyou are under 18 years of age. ) )

- If you have prewqusli/ had problems with your tendons related to treatment with
quinolone antibiotics (see section Warnings and Precautions and section 4. Possible
side effects).

- Ifyou were born with or have ) :

- aﬁy hcond)mon with abnormal heart rhythm (seen on ECG, electrical recording of
the heart

- a salt imbalance in the blood (especially low levels of potassium or magnesium
in the blood)

- avery slow heart rhythm (called ‘bradycardia’)

- aweak heart (heart failure)

- a history of abnormal heart rhythms or )

- if you are taking other medicines that result in abnormal ECG changes (see section
Other medicines and Flomocin). This is because moxifloxacin can cause changes
on the ECG, that is a prolongation of the QT-interval, i.e., delayed conduction of
electrical signals. ) : ) )

- If you have a severe liver disease or increased liver enzymes (transaminases) higher
than 5 times the upper normal limit.

Warnings and precautions

Before taking this medicine

You should not take fluoroquinolone/quinolone antibacterial medicines, including
moxifloxacin, if you have experienced any serious adverse reaction in the past when
taking a quinolone or fluoroquinolone. In this situation, you should inform your doctor
5 500N as possible.

Talk to your doctor before taking Flomocin o )

moxifloxacin can change your heart's ECG, especially if you are female, or if you are

elderly. If you are currently taking any medicine that decreases your blood potassium
levels, consult your doctor before taking moxifloxacin (see also sections Do not take

Flomocin and Other medicines and Flomocin).

If you have ever developed a severe skin rash or skin peeling, blistering and/or mouth

sores after taking moxifloxacin. i )

If P/ou suffer from epilepsy or a condition which makes you likely o have convulsions

talk to %our doctor before taking moxifloxacin.

If you have or have ever had any mental health problems, consult your doctor before

taking moxifloxacin. ) :

If you suffer from myasthenia gravis (abnormal muscle fatigue leading to weakness

and in serious cases paralysis), taking moxifloxacin may worsen the symptoms of your

disease. If you think you are affected consult your doctor immediately.

If you have been diagnosed with an enlargement or “bulge” of a large blood vessel

(aortic aneurysm or large vessel peripheral aneurysm).

- Ifyou have experienced a previous eEisode of aortic dissection (a tear in the aorta wall).

- If you have been diagnosed with leaking heart valves (heart valve regurgitation).

- If YOU have a family history of aortic aneurysm or aortic dissection or congenital heart
valve disease, or other risk factors or pre |5Posmg conditions (e.g. connective tissue
disorders such as Marfan Sf/ndrome or Ehlers-Danlos syndrome, Turer syndrome,
Sjdgren’s syndrome [an inflammatory autoimmune disease], or vascular disorders
such as Takayasu arteritis, giant cell arteritis, Behcet's disease, high blood pressure,
or known atherosclerosis, rheumatoid arthritis [a disease of the joints] or endocarditis
[an infection of the heart]). ) )

- Ifyou are diabetic because you may experience a risk of change in blood sugar levels

with moxifloxacin.

If ervou or any member of your family have glucose-6-phosphate dehydrogenase

deficiency (a rare hereditary disease), tell your doctor, who will advise whether

moxifloxacin is suitable for you. )

If you have a complicated infection of the female upper genital tract (e.g. associated

with an abscess of the fallopian tubes and ovaries or of the pelvis), for which your

doctor considers an intravenous treatment necessary, treatment with moxifloxacin
tablets is not appropriate.

For the treatment of mild to moderate infections of the female upper genital tract

your doctor should prescribe another antibiotic in addition to Flomocin. If there is

no improvement in symptoms after 3 days of treatment, please consult your doctor.

When taking Flomocin ) )
If you experience palpitations or ittegular heart beat during the period of treatment,
you should inform your doctor immediately. He/she may wish to perform an ECG to
measure your heart rhythm.
The risk of heart problems may increase with increase of the dose. Therefore, the
recommended dosage should be followed.
There is a rare chance that you may experience a severe, sudden allergic reaction (an
anaphylactic rgactlgn/shock{ even with the first dose. Symptoms include t\%htness in
the chest, feeling dizzy, feellgﬁ sick or faint, or dizziness when standing up. If so, stop
taking Flomocin and seek medical advice immediately.
moxifloxacin may cause a rapid and severe inflammation of the liver which could
lead to Iife—threatenm% liver failure (including fatal cases, see section 4. Possible side
effects). If you suddenly feel unwell and/or are being sick and also have yellowing of the
whites of the eyes, dark urine, itching of the skin, a tendency to bleed or liver induced
disease of the brain (symptoms of a reduced liver function or a rapid and severe
inflammation of the liver) please contact your doctor before taking any more tablets.

Serious skin reactions

Serious skin  reactions including Stevens-Johnson syndrome, toxic epidermal

necrolysis, and acute generalised exanthematous pustulosis (AGEP) have been

reforted with the use of moxifloxacin. ) )

- SJSITEN can appear initially as reddish target-like sgots or circular patches often with
central blisters on the trunk. Also, ulcers of mouth, throat, nose, genitals and eyes (red
and swollen eyes) can occur. These serious skin rashes are often preceded by fever and/
or flu-fike symptoms. The rashes mz;y progress to widespread peeling of the skin and
life-threatening complications or be fatal. ) )

- AGEP appears at the initiation of treatment as a red, scaly widespread rash with bumps
under the skin and blisters accompanied by fever. The most common location: mainly

localized on the skin folds, trunk, and upper extremities. _

If you develop a serious rash or another of these skin symptoms, stop taking

moxifloxacin and contact {ouvr doctor or seek medical attention immediately.

Quinolone antibiotics, including moxifloxacin, may cause convulsions. If this happens,

stop taking Flomocin and contact your doctor immediately.

Prolonged, disabling and potentially irreversible serious side effects.

Fluoroquinolone/quinolone antibacterial medicines, mcludm{g moxifloxacin, have been

associated with very rare but serious side effects, some of them bem% long lasting

(continuing months or years), disabling or potentially imeversible. This includes

tendon, muscle and joint pain of the upper and lower limbs, difficulty in walking,

abnormal sensations such as pins and needles, tingling, tickling, numbness or burning

(paraesthesia), sensory disorders including impairment of vision, taste and smell, an

hearing, depression, memory impairment, severe fatigue, and severe sleep disorders.

If you" experience any of these side effects after taking Flomocin, contact your

doctor immediately prior to continuing treatment. You and your doctor will decide on

continuing the treatment considering also an antibiotic from another class. )

- You may rarely experience symptoms of nerve damage (neurogath;) such as pain,
burning, tingling, numbness andfor weakness especially in the feet and legs or
hands and arms. If this happens, stop taking moxifloxacin and inform your doctor
immediately in order to prevent the development of potentially irreversible condition.

- You may experience mental health problems even when taking quinolone antibiotics,
including moxifloxacin, for the first time. In very rare cases depression or mental health
problems have led to suicidal thoughts and self-injurious behaviour such as suicide
attempts (see section 4. Possible side effects). If you develop such reactions, stop
taking moxifloxacin and inform (our doctor immediately.
You may develop diarthoea whilst or after taking antibiotics including moxifloxacin. If
this becomes severe or persistent or you notice that your stool contains blood or mucus
you should stop taking moxifloxacin |mmed|ate|{ and consult your doctor. You should
not take medicines that stop or slow down bowel movement.
- Pain and swelling in the joints and inflammation or rupture of tendons may occur
rarely (see sections Do not take moxifloxacin and 4. Possible side effects). Your risk is
increased if you are elderly (above 60 years of age), have received an organ transplant,
have kidney problems or if you are ‘also taking corticosteroids. Inflammation and
ruptures of tendons may occur within the first 48 hours of treatment and even up
to several months after sto#)ping of moxifloxacin therapy. At the first sign of pain or
inflammation of a tendon (for example in your ankle, wrist, elbow, shoulder or knee),
stop taking moxifloxacin, contact your doctor and rest the painful area. Avoid any
unnecessary exercise as this might increase the risk of a tendon rupture.

If you feel sudden, severe pain in your abdomen, chest or back, which can be
symptoms of zortic aneurysm and dissection, go immediately to an gmergen% 100m.
our risk may be increased if you are being treated with systemic corticosteroids.
If you start experiencing a rapid onset of shortness of breath, especially when you lie
down flat in your bed, or you notice swelling of your ankles, feet or abdomen, or a new
onset of heart palpitations (sensation of rapid or irregular heartbeat), you should inform

a doctor immediately. ) )

If you are elderly and have kidney problems make sure that you drink plenty whilst

taking moxifloxacin. If you get dehydrated this may increase the risk of kidney failure.

If your eyesight becomes impaired or if your eyes seem to be otherwise affected,

consult an eye specialist immediately (see sections Driving and using machines and

4. Possible side effects). )

- Fluoroguinolone antibiotics may cause an increase of your blood suFar levels above
normal levels (hyperglycemia), or lowering of your blood sugar levels below normal
levels (hypoglycaemia), potentially leading to loss of consciousness (hypoglycaemic
coma) in severe cases (see section 4. Possible side effects). If you suffer from diabetes,
your blood sugar should be carefully monitored.

- Quinolone antibiotics may make your skin become more sensitive to sunlight or UV
light. You should avoid prolonged exposure to sunlight or strong sunlight and should
not use a sunbed or any other UV lamp while taking moxifloxacin.

- The efficacy of moxifloxacin in the treatment of severe burns, infections of deep tissue
and diabetic foot infections with osteomyelitis (infections of the bone marrow) has
not been established.

Children and adolescents

Do not give this medicine to children and adolescents under the age of 18 because
efficacy and safety have not been established for this age group (see section Do not
take Flomocin).

Other medicines and Flomocin ! )

Tell your doctor or pharmacist about any other medicines that you are taking, took recently

or might take. For Flomocin, be aware of the following:

- If you are taking Flomocin and other medicines that affect your heart there is an

increased risk for altering your heart rhythm. Therefore, do not take maxifloxacin

together with the following medicines: ) ) o

- medicines that belong to the group of anti-anhythmics (eg. quinidine,
hydroquinidine, disopyramide, amiodarone, sotalol, dofefilide, ibutilide)

- antipsychotics (e.g. phenothiazines, pimozide, sertindole, haloperidol, sultopride)

- tricyclic antidepressants

- some antimicrobials (e.g. saquinavir, sparfloxacin, intravenous erythromycin,
pentamidine, antimalarials particularly halofantrine)

- some antihistamines (e.g. terfenadine, astemizole, mizolastine) .

- other medicines (e.g. cisapride, intravenous vincamine, bepridil and diphemanil).

You must tell your doctor if you are taking other medicines that can lower your blood

potassium levels (e.g. some diuretics, some laxatives and enemas [high doses] or

corticosteroids [anti- Inflammatory drugs], amphotericin B) or cause a slow heart rate

because these can also increase the risk of serious heart rhythm disturbances while

taking moxifloxacin, S

Any medicine containing magnesium or aluminium (such as antacids for indigestion),

iron, zinc or didanosine or any medicine containing sucralfate (to treat stomach

disorders) can reduce the action of Flomocin tablets. Take your Flomocin tablet 6

hours before or after taking the other medicine.

- Taking any medicine containing charcoal at the same time as Flomocin tablets reduces
%he taﬁnon of moxifloxacin. It is recommended that these medicines are not used
ogether.

- If you are currently taking drugs to thin your blood (oral anti-coagulants such as
warfarin), it may be necessary for your doctor to monitor your blood clotting time.

Flomocin with food and drink
Flomocin can be taken with or without food (including dairy products).

Pregnancy, breast-feeding and fertility )

Do not take moxifloxacin i you are pregnant or breast-feeding. )

If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a
baby, ask your doctor or pharmecist for advice before taking this medicine.
Animal studies do not indicate that your fertility will be impaired by taking this medicine.
Driving and using machines ) i )

Moxifloxacin may make you feel dizzy or light-headed, you may experience a sudden,
transient loss of vision, or you may faint for a short period. If you are affected do not drive
or operate machinery.

Flomocin contains hydrogenated castor oil which can cause stomach ache and diarrhea.

This medicine contains less than 1 millimol sodium (23 milligramm) per film-coated
tablet, that is to say essentially “sodium-free”.

3. How to take Flomocin

Always take this medicine exactly as your doctor or pharmacist has told you. Check with
your doctor or pharmacist if you are not sure.

The recommended dose for adults is one 400mg film-coated tablet once daily.

Flomocin tablets are for oral use. Swallow the tablet whole (to mask the bitter taste) and
with plenty of liquid. You can take Flomocin with or without food. Try to take the tablet at
approximately the same time each day.

The same dose can be taken by elderly patients, patients with a low bodyweight or in
patients with kidney problems.

The time you will take moxifloxacin for depends on your infection. Unless your doctor tells
you otherwise, your treatment will be as follows:

90002-£137¢L1€04d




- for sudden worsening of chronic bronchitis (acute exacerbation of chronic obstructive
?ulmonary disease including bronchitis) 5 - 10 days
or infection of the lungs (pneumonia) except for pneumonia which starts during a stay
in hospital 10 days ) ) »

- foracute mfect\on of the sinuses (acute bacterial sinusitis) 7 days

- Mild to moderate infections of the female ugper genital tract (pelvic inflammatory
disease), including infection of the fallopian tubes and infection of the uterus mucous
membrane 14 days.

When Flomocin film-coated tablets are used to complete a course of therapy started with
moxifloxacin solution for infusion, the recommended durations of use are:
- Infection of the lungs (pneumoma) acquired outside the hospital 7 - 14 days
Most dpat\ents with pneumonia were Switched to oral treatment with Flomocin film-
coated tablets within 4 days.
- Infections of the skin and soft tissue 7 - 21 days
Most patients with infections of the skin and soﬁ tissue were switched to oral treatment
with Flomocin film-coated tablets within 6 days.

Itis |m£0rtant that you complete the course of treatment even if you begin to feel better
after a few days. If you stop taking Flomocin too Soon your infection ma% not be completely
cured and the infection may return or your condition may get worse. The bacteria causing
your infection may become resistant to moxifloxacin.

The recommended dose and duration of treatment should not be exceeded (see section 2.
What you need to know before you take Flomocin, Wamings and precautions).

If you take more Flomocin than you should

If you take more than the prescribed one tablet a day, 1%et medical help immediately. Try
to take any remamln%tab\ets the packaging or this leaflet with you to show the doctor or
pharmacist what you have taken.

If you forget to take Flomocin

I you forget to take your tablet you should take it as soon asdyou remember on the same day.
If you do not remember on the same da¥ take your normal dose (one tablet) on the next day.
Do not take a double dose to make up for a forgotten dose.

If you are unsure about what to do ask your doctor or pharmacist.

If you stop taking Flomocin
If you stop taking this medicine too soon your infection may not be completely cured. Talk to
your doctor if you wish to stop taking your tablets before the end of the course of treatment.

If you have any further questions about this medicine, ask your doctor or pharmacist.

4. Possible Side Effects

Like all medicines, this medicine can cause side effects, although not everybodﬁz gets them.

|Tfhe mos% serious side effects observed during treatment with mofloxacin are listed below:
you notice

- “an abnormal fast heart rhythm (rare side effect)

- that you suddenly start feeling unwell or notice yellowing of the whites of the eyes,
dark urine, itching of the skin, a tendency to bleed or disturbances of thought or
wakefulness (these can be signs and symptoms of fulminant inflammation of the liver
ggtenhally leading to life-threating liver failure (very rare side effect, fatal cases have

en observed))

- serious skin rashes |nc|ud|niStevenstJohnson syndrome and toxic epidermal necrolysis.
These can appear as reddish target-like macules or circular patches often with central
blisters on the trunk, skin peeling, ulcers of the mouth, throat, nose, %mta\s and eyes
and can be preceded by fever and flu-like symptoms (very rare side effects, potentially
life threatening) ) ) ) )

- a red, scaly widespread rash with bumps under the skin and blisters accompanied
b?/ fever at the initiation of treatment (acute generalised exanthematous pustulosis)
(reguency of this side effect is 'not known’) !

- syndrome associated with impaired water excretion and low levels of sodium (SIADH)
(very rare side effect)

- loss of consciousness due to severe decrease in blood sugar levels (hypoglycaemic coma)
(very rare side effect)

- inflammation of blood vessels (signs could be red spots on your skin, usually on your
lower legs or effects like 40mt paln% (very rare side effect)

- a severe, sudden generalised allergic reaction incl. very rarely a life-threatening shock
(eg d|ﬁ|cu|ty|n breathing, drop o blood pressure, fast pulse) (rare side effect)

- swelling incl. swelling of f ea|rway rare side effect, potentially life-threatening)

- convulsions (rare side effect) ) o

- troubles associated with the nervous system such as pain, burning, tingling, numbness
andlor weakness in extremities (rare side effect) o

- depression (in very rare cases Ieadm§ to self-harm, such as suicidal ideationstthoughts,
or suicide attempts) (rare side effect;

- msamty(potent\ally leading to self-harm, such as suicidal ideationsthoughts, or suicide
attempts) (very rare side effect)

- severe diarrhoea containing blood andior mucus (antibiotic associated colitis incl.
pseudomembranous C0_|Itls§, which in very rare circumstances, may develop into
complications that are life-threatening (rare side effects)

- pain and swelling of the tendons (tendonitis) (rare side effect) or a tendon rupture (very
rare side effect) ) ) ‘ )

- muscle weakness, tenderness or pain and particularly, if at the same time, you feel
unwell, have a h\gh temperature or have dark urine. They may be caused by an ‘abnormal
muscle breakdown which can be lfe threatening and lead to kidney S)roblems (a
condition called rhabdomylosis) (fre e3uency of this side effect is ‘not known') stop taking
Flomocin and tell your doctor immediately as you may need urgent medical advice.

In addition, if you notice
- transient loss of vision (very rare side effect),

- discomfort or pain to the eyes, especially due to light exposure (very rare to rare side
effect) contact an eye specialist immediately.

If you have experienced life-threatening irregular heart beat (Torsade de Pointes) or stopping
of heart beat while taking moxifloxacin (very rare side effects), tell your treating doctor
immediately that you have taken Flomocin and do not restart the treatment,

Aworsening of the srmptoms of myasthenia Fravis has been observed in very rare cases. If
this happens, consult your doctor immediately.

If you suffer from diabetes and you notice that your blood sugar is increased or decreased
(rare or very rare side effect), inform your doctor immediately.

If you are elderly with existing kidney problems and you notice decrease in urine outﬁut
swelling in ﬁour legs, ankles or feet, fatigue, nausea, drowsiness, shortness of breath or
confusion (these can be signs and symptoms of kldney failure, a rare side effect), consult
your doctor immediately.

Other side effects which have been observed during treatment with moxifloxacin are listed
below by how likely they are:

Common (may affect up to 1 in 10 people)

- nausea

- diarrhoea

- dizziness

- stomach and abdominal ache

- vomiting

- headache o )

- increase of a special liver enzyme in the blood (transaminases)

- ibnfecct\%ns caused by resistant bacteria or fungi e.g. oral and vaginal infections caused
andida

cllange of the heart rhythm (ECG) in patients with low blood potassium level

Unconh'nmon (may affect up to 1 in 100 people)

rasl

- stomach upset (indigestionheartburn)

- changes in taste (in very rare cases loss of taste)

- sleep problems (predominantly sleeplessness)

- increase of a special liver enzyme in the blood (gamma-glutamyl-transferase and/or
alkaline phosphatase) )

- low number of special white blood cells (leukocytes, neutrophils)

- constipation

- itchin . o

- sensation of dizziness (spinning or falling over)

- Sleepiness

- wind

- change of the heart rhythm (ECG)

- impaired liver function (incl. increase of a special liver enzyme in the blood (LDH))

- decreased appetite and food intake

- low white blood cells count

- aches and pains such s back, chest, pelvic and extremities pains

- increase of special blood cells necessary for blood clotting

- sweating . o

- increased specialised white blood cells (eosinophils)

- anxe
- feeling unwell (predominantly weakness or tiredness)

- shaking

- joint pain

- palpitations

- Imegular and fast heart beat

- difficulty in breathing incl. asthmatic conditions

- increase of a special digestive enzyme in the blood (amylase)

- restlessness/ agitation
- tingling sensation (pins and needles) and/or numbness
- skin hives
- widening of blood vessels
- confusion and disorientation )
- decrease of special blood cells necessary for blood clotting
- visual disturbances incl. double and blurred vision
- decreased blood cloﬁlng
- increased blood lipids (fats)
- lowred blood cell count
- muscle pain
- allergic reaction
- increase of bilirubin in the blood
- inflammation of the stomach
- dehydration »
- severe heart rhythm abnormalities
- dry skin
- angina pectoris
Rare (may affect up to 1 in 1,000 people)
- muscle twitching
- muscle cramp
- hallucination
- high blood pressure
- swelling (of the hands, feet, ankles, lips, mouth, throat)
- lowblood pressure L _
- kidney ms)a\rment (incl. increase in special kidney laboratory test results like urea and
creatinine
- inflammation of the liver
- inflammation of the mouth
- ringing/noise in the ears
- Jaundice (yellowing of the whites of the eyes or skin)
- impairment of skin sensation
- abnormal dreams
- disturbed concentration
- difficulty in swallowing
- changes in smell (incl. loss of smell)
- balance disorder and poor co-ordination (due to dizziness)
- partial or total loss of memory
- hearing impairment including deafness (usually reversible)
- increased blood uric acid
- emotional instability
- impaired speech
- fainting
- muscle weakness

Very rare (maﬁaﬁect upto L in 10,000 people)
adrop in the number of red and white blood cells and platelets (pancytopenia)
- inflammation of ﬁ)mts
- abnormal heart hythms
- increase of skin sensitivity
- afeeling of self-detachment (not being yourself)
- increased blood clotting
- muscle rigidity ) )
- significant decrease of special white blood cells (agranulocytosis)

Very rare cases of long lasting (up to months or years) or permanent adverse drug reactions,
such as tendon inflammations, tendon rupture, joint pain, pain in the limbs, d\fﬂcu\ty
in walking, abnormal sensations such as pins and needles, tingling, t|ckl|ng, burning,
numbness or pain (neuropathy), depression, fatigue, sleep d|sorders memory impairment,
as well as impairment of hearing, vision, and taste and smell have been associated with
administration of quinolone and fluoroqumolone antibiotics, in some cases irrespective of
pre-existing risk factors.

Cases of an enlargement and weakening of the aortic wall or tear in the aortic wall
(aneurysms and dissections), which may rupture and may be fatal, and of leaking heart
valves have been reported In patients receiving fluoroquinolones (see also section 2,
Warnings and precautions).

Furthermore, there have been very rare cases of the following side effects reported following

treatment with_other quinolone antibiotics, which might possibly also occur during

treatment with Flomocin: ) } o

- Raised pressure in the skull (symptoms include headache, visual problems including
blurred vision, “blind” spots, double vision, loss of vision)

- Increased blood sodium levels

- Increased blood calcium levels ) .

- Aspecial type of reduced red blood cell count (haemolytic anaemia)

- Increased sensitivity of the skin to sunlight or UV light.

Reporting of side effects

If you 1L§et any side effects, talk to your doctor or pharmacist. This includes any possible
side effects ot listed in this leaflet. You can also report side effects directly (see details
bhelow) dBy reporting side effects, you can help provide more information on the safety of
this medicine.

5. How to store Flomocin
Keep this medicine out of the sight and reach of children.

Do not use this medicine after the exgiry date stated on the blister and carton. The expiry
date refers to the last day of the month.

Do not store above 30°C.
Store in the original package in order to protect from moisture.

Do not throw away any medicines via wastewater or household waste. Ask %our pharmacist
how to throw away medicines you no longer use. These measures will help protect the
environment.

6. Contents of the pack and other information

What Flomocin contains )
The active substance is moxifloxacin. Each film-coated tablet contains the equivalent of
400mg of moxifloxacin in the hydrochloride form.

The other ingredients are:
- Tablet core: microcrystalline cellulose, croscarmellose sodium, povidone, corn starch,
colloidal anhydrous silica, magnesium stearate and hydro%enate castor il o
(FEI?} 1c)oatmg hypromellose, macrogol 400, iron oxide (E172) and titanium dioxide

What Flomocin looks like and contents of the pack )

Flomocin 400 mg is supplied as pink, oblong, unscored and engraved with code “MXF"
film-coated tablets.

Flomocin tablets are packaged in blister-packs of 5 tablets (5's blister x 1) or 7 tablets
(7's blister x 1).

Marketing Authorisation Holder and manufacturer:
Laboratorios Cinfa S.A.

Olaz-Chipi, 10 - Poligono Industrial Areta

31620 Huarte-Pamplona, (Navarra) - Spain

This leaflet was last revised in October 2020.

To Report any side effect(s):
The National Pharmacovigilance & Drug Safety Centre (NPC)
Fax. +966-11-205-7662
- Call NPC at +966-11-2038222, Exts: 2317-2356-2353-2354-2334-2340.
- Toll free phone: 8002490000
- E-mail: npc.dru?@sfda.gov.sa
- Website: www.sfda.gov.sa/npc

This is a Medicament

- Medicament is a product which affects your health and its consumption
contrary to instructions is dangerous for %ou

- Follow strictly the doctor’s prescription, the method of use and the instructions

of the pharmacist who sold the medicament.

Thg dokctor and the pharmacist are the experts in medicines, their benefits

and risks.

Do not by yourself interrupt the period of treatment prescribed for you.

Do not repeat the same prescription without consulting your doctor.

Keep all medicaments out of reach of children.

Council of Arab Health Ministers
Union of Arab Pharmacists
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s yall Ciloglse sl 8 il

dalo ol Bl pdo €20 pwgogls
(prluS glieuS g0

oy Ologlae e g9i05 Y tol gl Nin Ul § sudl 8 sy L9l 8 iadl oo T8

(.51 850 el 3 ) glios b b5l 0dgy Bakzel @
Jusall ol ol JLuls 51 dl gl el 9IS 13 @

g =i W dglie dud b 0aol ] SO O 5 i a2 0l Blod] J] S 693 48 3] 10 adas3 M s el e slgll i Caoh @
(& gl S1230) 8 al) 03 § dyra pb dlaions disle JBT T @S dadag Jupall ol o)l aals dsle S0T gl elde 0 b 18] @

15 ] ok O gime

Aol 5153 o Leg (o5l 5o o -3
Grosaold JslS U8 b jme o be Y
Orspsld plaseial dy by ds el
lazob) desladl B -

Grsesld (2355 dAS

&1 Olaslreg ddsll Olgiome -

L6 m &

U1 695 98 uluS iS5 A3 § Le 55U 51 O5)5S sy5lal de gozma o dyseonll Slslakl

635 283 (ploel sl ysa2) dlyob 858 424 W33 bt 555 8 i3 1 8500 Al BT Lrgue

il dyslall 1S Clamls Jolibls 65Ul o3 s Jado gz de oS dels dle] ]

D)) i Jte dpws Oblasl OB gy Jasidls 35901 Jio ruds 8 9= ikl § Dgmo

59 Sty sy (s BSIUI Gimd (US| anly 0213 G5 Lulors

ALeS5 U5 il e elodas il (Ggesld Jsls ams deslodl ol £ o e Ll s 131

(S5 e gama e gse slaa el § 15U me M)l ALeSS M3w>)w el

sl slfs duaislls 3515 ClatVls B Jie (eas Jiisl) lashl il ol o
U5l o5 LB 5 g Ao § gyl 0] (Sldl omeadll § dols
s g 08 G Y s o) i)l e s il 5 GruluS iS50

Le O35Sl A5 gazes (30 dyge SlsLiae Joks U & i ki ] s oo ¥ 35 03+
Ul ki) dyonal] SIS o LISV gl ylil) 306 O3 G J5Y1 80l usosls el &
Aol B o) ) oY) O Yslona e uil) D330 S v dlovs IS3T
sl e el pinalg nwsesld U5l (e B853 dUgS Usd 55 Dgu Al § (Aesnb)

ol 03 el 1305 L5l ke 5T Grusasld Jis g Ololas Jsls bl Jlguly Glad 8+
Bl A ety s ol o s g5t 4255 sl O Gl o 8 ats Comil o
Glas] e das G £35Y sl ) oy Y el 8 iulg 55l o Gsasld Js oo
) ) Ll o eleed) 3

3 pu9osld Uiy ud LIl) St 28 L T 591 354 T latls Lolill § posis ¢+
Lple T+ 50 ST Gl 3 TS S 1] o § 85l w55 (Ehasiok] dlend] HBY1 €
3§ 35 5 Dladl Gy 98 1 Olays s 55 Jskiss S 13] 5T I § ISLin eolinsY g5
Jsls e a8gil usy 5al Bus ] L 08 Buby gl sy oo del €A OpaE G HGSY)
@ 5SU @l JoSU G o) 6591 & Ol 5l 41850 sl ssab wis Gl sliguS s
B o] e oo o oy Ll S slacuS 5o Jslis e 355 (&S )1 5T assUl
B3 BloYl bl Chelay 48 s Of Cuo s o 6 Ol 8 ¢l aizs 550

G gV sz el oo 055 0l 5 sUls a1 5T Huall hdl § sl (LL 8lod s I3] o
13] 85l 3155 98 Akl s lshll 8 5 J] 158 el (o ys¥l G Al gls 5 daganl]
O 75535550 gl S

1 oS0 § Ky ol sl pdl o clilzadl wis dols (pudid] 308 oo G5 Sl 3]

B3] e (pliatto x5l g B Uint (ol V) B G123 By 51 <l 5] el
s e ol

st <81 Slsudl o oS &S e o) I § O30 a5 sl § TS S 18] -
-M o9y Bl blis s 85 Bl guluS iS50

Ssin J) VI & Sl deus § me ”13.59)513 ogamo 5 dygund] Il s 25+
dlpdl & Sl & § sl s 8 ST (el S glisy) Lokl Syt oo el
2 ) 635 I el S paki) Eolall Slstadl o Bl sstn
o i 8 S 13] (Al Zeslodl B el 3) Buyasl] SVl § (Sl
iy p 1 Sl s 48150 35 O o o5 S
=,.4:4.«1...,,5u4,...t..mu & e 33 09958 o sazma 0 dysendl Clslal) o
9 uaid] eg) Jagh ) (il aizs OF dlle Gy ummuditd] $59 dms VI o] puadd
Lol 35b dnd¥ ploan ol of Lounad Ty o pasiies OF iy Vs 88 ol el dil
il linaS 50 Jslis el
digesll dnaid) Slladls Bupail) 50l g3le @ el slauS 5o deld amy samis b+
(plas) glss Ollgd) pllasll A5 Qladll 584 &Sl padll Slilels

Oshal bl JUbY
2 b ObMs Alela oY g Tole VA Isly b ouill il Alg JEbS elsl lis a3 Y
(pusagld Jstiss ¥ el ,231) & yosl 2801 ) usy Lod s

rsaslly \5}3" Ggo¥
Ll 38 511530 Lytlslos of lylsliss dysol ol s ase dalss g1 Jupall of el 2T
i Lo bl Aoy oy Grasests slony 3l o
plass) i) Byl 8 ks Jlin ) Jlo 136 o) 55T L90ls Gpusestd Jsis S 13] -
I £50Y go GruluS slienS 50 Jokis Y Wis il O o
OMES 9)4e9 30k o) il Ol o Ol sl Blslis degaze ] axts U &Y o
(ks 5ls Mkt 533 J5fisms 09)35sals dealypgumrds
(3 y0kess Jsi\aggsjms g Wlisans Glpildsid dis) Oladll Slslas o
Ol LMW GlSY Glslas o
02 VI Gralos oV S 98 fews p8losSLu Jio) pwl;d‘s S Skl Olslas pas o
(o256 lls dols LySall BoLall &gVl opamlindls 33,591 I35 e dlsls
(owYg3ens Ioypesiols 5200 5 i) drwlusdll Olslan gamy o
(Ulogndg daa s 8399 ne dlsls oz S xelSiss gl J2e) 55 sl o
pll 3 psalindl Olistus yaniss ils go 5T dysol Jslits S 13) el 2l Of camy +
o [ ) e 2] a1 il ST s Ul 35411 239 ams )
a5 gl oo 6,51 93] 51" el 5 sels [ BoLall &y9aW] lags yiwsSes 5]
Ol pllanl Oblasl bl ge a5 ol Lol 55 553 sda oY I8 Ol b Jame
GelaS slieaS g0 Jlis ol S ISty il
51 (p2g)l s Laasd) Logandl Clolaa Uie) posas¥l ol poruiil) o 500 dygol o1+
(Basbl O sl dlek) G Sgu s st oo @l ol paigiladl ol eyl o wasdl
U8 Gpegeslé ool Bl oo ey dolsll e pl) Ui pesesld ool 31 sl e B O oS
Olel Cans sl amy o 5T elgs ol Usls
Aelb (n Sy Grugasld ol 31 o Bl § G o2 e 55t els gldss o) -
s C3g)1 & Tee EPRURSTS P“"‘“‘ pas (50929 pwgasld
Ui dygadl] halotl) Olslas) pul dusasd o] ik dy9o] Jlodl S35l G Jolis S 13]
el 555 o3 A1 e el 39 7801 0 50 9B (02389

Sl g plaball zo pwgosld Jsli
(WY Oloszie el § L) sy ol plsall ge (pusesld Jsls oSe

dgaslly glo s Josd)

B .gu)ypiwl cfmp@m.,msuxsy, ot ¥

b s bzl Jasdl 5055 5l ol 55555 Ly &bl gt 5l g Lo ML oo 5l Sl S 13
elsall 13 Joks 8 ame nleles s3I Jusal ol

gl 1 Jsls ol Lygasdl s 85U @l sezs Sl e Casel Gl S s ¥

NN PR

sadl S b =5 B3 (o ade sl 513 blas 95 el 6 GeluS sliuS 5o sk O]
Ol B30y 05 Y 55 b &y 13] 808 858 clodW (o 55 3 5] Cd3e3 Gzlin JSda
WSS Jis of

gy Bkl oV sy 01 5 U1 k] 9,801 L3 o osos S5t

oo JIs" &l gl ilia o B USU (oo YY) popdsall (n on o ) 0 31 e eIl 13 g5
Messdgall

Grgagld plusil &g de 2l -
b szl 2y ol Jasall sl elb U Ladas Gl &2l sl s sl e Lls go ol
o3 50 Wil 55 b 15 dme Jalss @) Jacall of
Losy wh £ doly calie 03 o ol by gosbl de 2l
2o (Dled)) 5L 341 BIALI 53lix)) WalS oo A mliy) . 0all UM (e cpeososts ol 31 Jslis o2y
& op A Jsliss O Uslor aiss s plabill o Gwsestd Jsks LSl .Jilgull (o 8 dueS Jsls
s S o Lo s C39)
Jsks I § S¥tn Osilmy Ul (5 b1 5f Laisuikl G353 @93 w2 b T ) SUSJ 5Sg
Ly s 2l
e 35w 13 BY el iy b Lo elolo] s (e GuluSslisSse Il 858 B3
b LS
3 L oosbl g3y SlausYl (o b sl ?;sLaJ\) ekl ddlsg)l Cmidl Ol G lakl @u..u
ALY 10 o (&gl ) Ol el
3 LBY 8T Ty @1 g1 LYl e Losd (5551 OV o ) dilo] Do G+
LI Gadaad)
AUV bl 6 S Gsmdl Clal) EEY Gsnd) slodl GtV Al § -
WS & L (s Dl ) SW bl i) gzl @ Alawsahl J] disisdl SLYI
Losa 1€ po ) Ghlal slasll Glgdlls Glls Slg wlgal)

Aol 55195 o log Gugasld 38 Lo -V
Bl G sl Ollal) dssame ] ot I praleS sliaS s Bl (s (nusasld s
02l k] ST e oLl US> (e Grasosld oy 05l st sl Laele

S ) &Sl 2l oY il S S Lole VA Ol Gudl) o b e Cresesld pasaad
Pl ety GrelaS slheaS 5o Balo Lo ass 1 Sl s s GYlass
Gguod) Slalall plustul L305e] pis Ul § dusll Sblo 0 el baid usasld
gl pas Jlo ol B3kl

of dslsg)l camid) G bl ashll Ll 2 il Hsaudll Bl § sf &aY Q] el
(B3l 3o slitaly) hdnd) g LSl (655 OtV 51 o]

A5 & L (G5! Cledl 5o0) SUW ol Julial) Slazdl § Aawsil) J] digisd] LY
ol bl il Sligalls Gl Olsd Sl

el G (65 509 Y (a5 1 r¥ke) ooy A3 G s ool 31 01
W sball alith lazdl SLlgall ) Grasasld pol 31 U] BLoYL 15T s Sle Lios
U b il (Ol oy Slblim W el Jols S a8 e ez Lo Y ol i)
) (Gwgagld Jgs

Uslows I35 0 591 3l U AN & Sl OLIYI Ao § e 545 La 3]

rsnsld ol 3T Chog: el ooy 48 el Byb e Al gy G LS slanS s
8l blgdls Ghitukl g s dunaShl (555 ) Cleal) o)1 Dol 1Skl 3595 JleSzuy
55 )l doiVly

& 51855 ) donas¥5 B ) OLlgdl (5 g99 8l dle s pgesl ool B plusizal iy ¥
5 § Bkl Sy SY

Gwgesld Jsls U8 aidjme iz Lo -
0BT 83 Joll (g b1 &8 ] a3 &b TaSTia (55 § 18] eligebay o

. Guegesld Jols Y
e gazme oo dyse Ololas 6l ol "uluS sliuS sa" Dladl) 35 0les dwbuas las S 13] #
(1 e § Bz akl) 5 Y elsll SUsSe i 81 5l 5lsiSUl
glols Jasdl OV 3+
Lle VA oo 8T CS 13] =
0995l s gazma oo dyse Ololig gl Aot BV 3 ASiie ol Bl Cule 03 CuS 13)
(hosod] &l B € gy ... Ol gdoll 5 Slblio Yl eud L))
Yo sa Gl ol o Toglse S 13
Labsa Sl JM e 545) D) 0 31l e LT G sl il O pllasil pas o
A Lo oS
(Pl 8 pssiih) 5l pslind] Olistus (ol dolsg) pull § g3l 03l S o
(M ey e 3l Lo sl) B B Ol b Jma plisl
(il 5 508) i) Cass o
A Bl b Ul pue Do (5250 o o) S 13 0
b 51a30) ) d S Iabatne  dumasbs b Ol 5 i 851 Dol Jss S 13 5l
,&unﬁuéw O S gl glicuS 5o OV T 5 i (Gwgasld 9 65U dsgal
gToymle@ymlxyh@)la,«:}l-ﬂ&!gl il & S i § dmub
308U SHY o 55 T il oy
Blad duss st Jamg (atoludl 1) 48U Ole 33| 30 ol wSIl @ Tols Lo ye Gl S 13]
RECEMA RV

Ol pdodt] 3 Slblasyl
slodl o Jols (L&

ol glacuS g0 I3 § e O suSIN OIS 905l A sazma 3 Dygumd] OloLiabl U5l poe
i § 0958l sl OslsiS ayslall Wsls wis b s dusle ol el B U3 ol 43 S 13]

Ogogld Jol U8 uh...b i

LS ST ELY W dols diays sy (ol il do S Jalaseo OlaS S se 535 08 o

U8 el il pall § posubisd) Olgtwa LB J) $55 &
(30989 659 & 30Y 5 o588 Il ¥z paedl] J) LT J131) (ol sl 50 Jslis

Sl 5 gl g aledly Olo 5 asle 85 51 s Galer rilay L85 61 § Cunol W8 SIS 13] @
OpeleS sl sn Jsbs s 0ally

Ul U3 b izl «Olovday dnlo] U] ¢35 ol gz Al ol sl g pall Gls S 13) «
) oS slicuS 5o

Jsls b el 20 s 9l Al duno O (o1 sl Cuile ol s S 13)
S slicuS 5o

SVl § s s slis] 08 s reb 1 s ind) Sl Jasdl 5ol 'Lg_sm .

iz S 13 sl U1 o b ol e (35 el gldenS 50 S5l Sy 4

. b il =)l st dos Lo 1

hs¥ Ol 3u8) Bl dganl e sl § gLl T einds o) 0L elillo panis o3 13] -
(3801 48 Jall die oY 0ug ol

s Ol Sz § B34 0m Tl Sl 18]

(A o 105 ) Bl Slolos § s 25252 Sheaginss (5 13] +

B 3l b O sz 358 5T GbasYl O saan diloW Sl o) dla O 13|
oLl LY OUIRSE) pa dilod &L 5T 55U hsdl alss sl ¢ AR Ll ploo
delubl (ol ol] 0895 do o ¢35 do o cusbils-jula] due sl doie sl O o doPho Ui
31 53 0l Oledl c5uliSB il 20l Ol Ut dysol due sVl Sl sl 25101
Jolall Ol sl ol 20 o dolod s @l ok £ ) oy 020 EBNos
(2 § Cledl] Bleidl Gl T [Jolihl b ] Gwisilesl

uﬁﬂ@,@logw@,:ssgsbp@\,maﬂépl&,@qm;-515! .
oS slinS 3o pluisctl

oo b 2T (536 G 20 529) Jsill Lol elalile c\pT»lsluT gbs oS 1) .
ol el Lolis S sl 0 OIS Lo 13] elonatiw

& ke B5e Slled) Mo SUW golall Julish) Slal G &S p Ll ilss S 13

9ll Gasdl Gk o aede 83905 b 5 Cami(pedl § 5 cndudtls ueﬂs u‘sé
S sl 56 )l Dol 0 § guath Yo

O ey SO ksl unlish Slamd! § dlawgil] J) Liskil) SLDYI ke 3l Losds
3o pbl ¥ sy )oY e G T b 1315 . Ggasld ] 88L5] 5T g Tola s iy
oo 3zl (el

. . Osesld Jols s
e ) 838 el § i) Sy 0 planl puts o i § GlkS 5o Cuile 13] +
) L) 2y 450 s ol ] § el ] 3 035 558l s b § izl
Bl Ol o Jusme
o lly pl3UYI ey s s ) 8315 me ol § Yo Eogu Bghas olo3 U3+
85kl
G (] db o dsof b 5 ) dizling bole duwlusd o w5 43 il yob Jlam) Jling »
STl ¥ sl Sl ysm il sl ysm il saall 3 lad 2l £l aanis JsYl ds 2l e
298 e s il (gosld Uk (5 B IS 51 OIS 138 .53l oL 15l
Jid o8 Shug 98 Lo sag ASU) § @ s 3l QL LloY ] preluSslieuS oo @352 93 ¢
©5m 13] (@and) delod) S0 i) okl Y U3 § L) Bl sy G5
I Jsdl fsss el ol & 5lskol Lot Samg e il 515 ol Lo e il 8l
o8 Azl gl 5l jel ol Blo¥ sl L3l ) Uses Aadl § 8o s oS osU1
U8 el JLas¥) 2 (401§ Slog g e Ol o wSU) sl plassl Bl ) asU)
23V e Wikl Jsls
St dule OMelis -
¢ ol B k] Uonily « Ogudsz Sideiu daPlia U3 § Lg 8t drale SULES oo YN 3
eSS s plascial wis (AGEP) 83l doasll dmiball sty
gl e Dl § 02l sk O oSl add) 8 ) UMl 5 Ogmig2 bt Lo Blao o
ok 01 5Sg hal] § s seb leolay D 5 & 515 gy sl Syl 4i sl oo gAS
e WL (sl 5 diniin O38) el bl slasWs asVlg 3lodls ol § Ll &30
sk Of (Sg 159ls¥ (ol el duts ol el 517 5 aor gl slod) el i e
Bl Boage Olislaes ple ISty Al 535 ] ledl eiball
sts el St Ol s o JLABY) moly- siize yao] Guler bS] ey aie AGEP Ll o
Ayshall 35 oy aled] S e ol Uit 35 15 50 S SISH) ool drgmane
Jsks ge B ¢ aled) (ol 23 0dn e ol 5l s gl puiley Casol 130
sl e Al lisl) (bl 5T sy Ll gl slinS 50
§ Ol BLoY ] @95 8 rosasts S § Le OlsiSUl ssama o sl Clolall
sl s b ptuls Grsesld JolS s B8 S Sgao Al
415 O35 989 aoll s bt dusly ol gl -




