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LEVOFLOX 5 mg/ml, solution for infusion

Levofloxacin

all oftis el carflly before you start aking this medicine because it contains imporiant informaion for you.
KEel o teaner ed to read it again.
ifyou s any frher Questions, ask your doctor, your nurse or your pharmacist.

his medicine s been prescribed foryou ony. Do Tot pass it on {0 others. 1t may harm them, even if their

illness are the same as your:
T3 yon ot any side elfcts,tlk o Jour doelor or plharnacis. This icldes any possible side effects not lstd i this eafle. S sectivn 4.

. Muk

sure you are using a sunscreen with a high sun protection factor.
Abvays wear a hat and clothes that cover your ams and legs

. Avm sunbathis

1f you take more LEVOFLOX 5 mg/ml solution for infusion (han you should

Yaur doctor or murse s unlikely t aiee you too much medicine. Your doctor and murse will_monitor your condition for
improvement. and check the medicin iven o you. Do not hesitit ( ask quesions 1 you are ot suré why you are

al

'hat is in this leaflet?
1. What is LEVOFLOX 5 mg/ml. solution for infusion and in which case is it used?
What you nced o knorw before you take LEVOFLOX 5 mg/ml, solution for infusion?
3 How  take LEVOFLOX 3 me/m, solution for infusion”"
3 oo ke s
ow to store LEVOFLOX 5 mg/ml, solution for infusion?
o Gomtent ofthe packasig and other information
WHAT I X 5 mg/ml, solution for infusion AND IN WHICH CASE IS I'T USED?
Biarmasathortpentic clace anubioiics belonging to quinolones, fuoroquinolones family- ATC cade: JOIMAL2
The name of your medicine is LI S me/ml solution for infusion
D O S gl Samtains . sotive. scbatince called Jevohonnein.Jt belongs o a sroup of medicines called
antibiotics. Levofioxacin is an antibiotic of "quinolone”. It acts by killing the bacteria that causes infections in your body
UEVOFLOX 5 mg/ml can be used to (reat infections of the
Lungs.in people with pneumonia
« Prostate, when you have an nfection that lasts.
Tn special Situations, LEV maml cin be used o reduce the chances of geting a lung disease called anthrax
grihe sk of gelin mmmﬂ epoelohe i that cause anthrax.
5 oW RFFORF ¥ 0] T&KF LEVOFLOX 5 mg/ml, soluf
Nuu lnkc L] FVOFI O\ < ml, solution for in|
+You are allergic to levoloxaca, ' other quinolone >m\|h|nu s
of the other components of this medicine (lted n section 6
Signs ofanallergic reacion nclude:  ash, problems swallowing o breathing, swelling of the ips, face, throat or tongue.
‘ou have ever had epilepli
*You have ever had a problem with ynur tendons, such as tendonitis, which was related to treatment with an antibiotic of the
Quinolone famnly: The tendon s the Sricture by which a muscle s into a bone
* You are a growing child or adolescent.
* You ar pregaant you might be pregaant o you think you may be pregant
+ You are breastfecding.
Do notuse this medice fany o he above apply o you. I you are ot sur, tlk 0 your doctor, nurse o nusse before taking
EVOFLOX 5 mg/ml solution for infusion
recautions
Before mkmg: is medicin
You'should nat tako antibioti of the fiuoroquinolone / quinolone famyly, including this medicine, if you have had a serious
Have had aserous side lfect inthe past while aking a quinolone or a fluoroquinolone. If this s the case.you must. inform your
doctor as soon as possil
‘Talk 1o your doctor, Fharmﬂcls[ or nurse before taking LEVOFLOX 5 mg/ml solution for infusion if:
+ Youaic 60 yeass of age or old
re akiig corticostaroids, sometimes called steroids (see section « Other medicines and LEVOFLOX 5 mgfml, solution for infusion »),
\u]ulmn ﬁ)r infasion »
e had a (ransplant
 You have ever had ai epileptic seizure (convalsions)
+ You have brain damage duc to stroke or other brain injury
* You have kidney prodloms
 You have what 5, called "glucose.6-phosphate dehydrogenase deficiency”. You are more likely to have serious blood
problems when receiving this medicine.
* You have or have ever had mental health p
« Vou havc cver had heart poblems: you e to be carctul with this mediction ifyou are born with or have fanily history of
oed O nterval (gbscrved on ECG, clecttcal rcording of the hear). £ you have an clectolyte imbalance in the to
Ecspcclallv Jow levels of potassium, o magncsium n the lood). 1 you have  very slow hearbeat calld bradyoardia). ifyou
D akenet et (o o, S yoe e b by ot hene?shat oo, o, Ey0u At s ot B o
gre eldery o you re fking other medicines which may cause cerain ECG abnommalites (see section « Other ‘medicines and
LEVOFLOX 5 mg/ml. solution for infusion»).
o e disbety
> You have over hiad liver problems
+ You have myasthenia gravis.
+ You have been diagnosed with an enlarged or "swollen" large blood vessel (ortic aneurysm or peripheral aneurysm of a large vessel),
: Youhave ever had a previous episode ofaortc dissection (a tear n the gortic wal
* You have o fumily histry of aoriic ancurysm or arti disection ar olher ik fuctors of predisposing conditions (for example,
connective tissue disorders such as Marfan syndrome or vascular Ehlers-Danlos syndrome, or vascular systems such as
Lkayashus ateris, gt ell ateritsfor Hortou's discase) oot discoat, hsh blood presii or Eata. athotesclotosi)
+ You have ever developed a severe rash, severe skin peeling, blisters and / o sores i the mouth after taking levofloxacin
Serious skin reactions
« Serious skan reactions, including Stevens-Johason svadrome (S1S). toxic epidermal necrolysis (NET) and drug reaction
with cosinophilia and systemic sympto have been reported with the use of levofloxacin.
VS8 and NKT may initially appear on the bust as eddich targot-shaped §pots o circular patches ofien with blisters in their center
Ulcers of the motith, throat. nase, genitals and eyes (red and swollen eyes) may also.occts. Theso severe rashes arc often procedod
by feverand for ke symptois. Rashes can progess o gencralize pecling of the skin and lfe-threaiening compications,
or lead to deat
+ DRESS syndrome initially presents as flu-like symptoms and a rash on the face, then a generalized rash with elevated body
crature, increased levels of liver enzymes scen in blood tests, an increasc in a certain type of white blood ccll (cosinophilia)
and enlarged lymph nodes.
11 youdevelop wSevere rash orany of the skin symptoms lsted above, stop aking levofloxacin and contact your doctor
or seck medical advice immediate]
It]:vou e 1ol sure whetherany of” “ihe above applies to you, ask your doctor, murse or pharmacist before receiving

n for infu

such as moxifloxacin, ciprofloxacin or ofloxacin, or to any

king this med ine
‘Talk to your doctor, pharmacist or nurse while taking fluoroquinolone if:
ou feel sudden and intense pain in the abdomen. chest or back, go immediately to a hospital emergency department
Pain and swelling in the jorns as well a6 nflammation of ruptu7c of fendons can occut i are cases. T riok 1s greater if
youare elderly (over 003 have had an organ transplant, have kidney problems or are taking coricosterids. Inflammation
ruptured tendons can occur as early as the first 48 hours of treatrent and up to several months after stopping treatment
s s radieine ¢ the o sign of pain or inflammation of a tendon (for example in the ankle.wrist.clbow. shoulder or
knce), top taking this medicine, contact your doctor and put the affeced b at rest Avoid unnecessary effort as s conld
incredse the risk of a ruptured tendon.
In rare cases, symploms of nerve damage (neuropathy) such as pain. burming, ingling. numbness and /o muscle
weakitess may oceur, expeciall i he fect and legs or hands and arms. In'this casestop taking this medicine and inform
sour doctor immecdiately in order (o prevent a progression 0 a potentially ieversible condition
crious side effects, long-lasting, disabling and potentially irreversible
Ihe fuorogquinolone intibacterial medicines | quinolone, ncluding this medicin. have been associted with very sare but
serious side cffects, some of which may be persistent (lasting months or years), disabling or potentially irreversible. These
include pain n the lsndum muscles gnd Joihis of the Upper 4ad lower 1, Lhrm.nv walking, abnormal sensations such
as ingling, ickling, mumbrcss o o busning sensaton (paracsthcsia). scasary disturbances including impaired sight. taste,
el i earing: depression; schmory muatmet, sovere fatigue and severe sleep disorders
If you expericnce any of these side effects after taking this medicine, contact your doctor immediately before continuing
tratment Youwill dide i yourdoctor 0 continue your eaten,also consdering he us of an anibiotc from anther iy
l')lh and LEVOFLOX 5 mg/ml solution fo
Tell yor ohigrmiiel pharmacist if you arc taking o have recontly taken or might take. any other medicines, This s because
LEVOFLOX 5 mg/ml solution fof infusion can affect the mode_of action of other medicings. Likewise, certain medicines can
influence the effet ol LEVOFLOX 5 mgml soluton for nfusion
In particular, tell your doctor if you are taking any nnhe munwmg med ‘ines as they may increase your risk of
¢ effects when taken with LEVOFLOX 5 ms/ml solution Tor infis
S eritastennits o mommes Salled serords - wsad o iofatmation: Yon éee more Ll to develop infmmation and f oc
rupture of your tendons
Varfarin - used to thin the blood. You may be at greater risk of bleeding. Your doctor will have regular blood tests to
check how well your blood is clotin;
: Theophyllne -uscd for espiratory problenns You are more likely to have epilepic seizures (convulsions)if you take
it with LEVOFLOX 5 mg/ml wlumm Inrmimum
N etroudal i nforamatony SALDs) - used or pain and influnntion, such as aspiin ibuprofen, fnbufen.
etoprofen, indomethacin. You s Ll likely fo have a seizure (convulsions) if taken with LEVOFLOX 5 mg/ml
selution or infusion
« Ciclosporin - used after organ transplants. You may be more likely to have side effects from ciclospori
+ Medicmes known lobe abie to modfy the heart thythom. This,inclades medicines used for sbnormal heart rhythms
has quinidine, sotalol, dofetilide, ibutilide and amiodaronc), for
pychiatrc disorders (antipsychotcs

depression (tric ¢ ang
and for baumaf mmcuom (antibiotics ofthc " macroide” family, such as
+ Probenecid - your doctor may recommend a lower dose if you have kidne
s o o hoens i e Y doetor ‘may give you a lower dme\f\'«m?m\'e kulne) problems.
Tl your doctor i any o the above applicsto you.
Crine tests for o

In people aking | PRELox s mg/ml solution for infusion, urine tests may_give "falsc positiv

results when strong pain

relievers called "opiates” arc detected. 1f your doctor has prescribed a urific test, tell him or her thatyou arc taking
=VOFLOX \g/ml solution for infusion.
Tuberculos

tes
This medicine may give "false negative” results in certain lab_tests to look for the bacteria that cause tuberculosis,
LE’ V()l‘l OX 5 mg olution for infusion with food and drink
Not applicable.
Pregnancy and breastfeeding
Do not take this medicine i
* Youaze preanant,vou might be presnant or you think ou may be pregnant
i You are breiifellng or You are planmin (o breasfeed
Driving and using m:

You may have side’ eﬂccts afer iaking his medicine. including fecling lightheaded. drowsy, dizzy or changes in vision
Some of these sde effcts may alect ourabily fo doncentrate and your feaction speed. I this happens, do not

e o doany work ha requics a Righ level O atiention
LEVOTLOX'S mg/ml solution for infusion contains sedium,
This medicinal product contains 181 mg of sodium per 230 mg dose and 363 me of sodium per 500 mg dose. To be taken
inlg accountin paients controlling iherrdietary sodium inicke

m l'or infusion?

How is LEVOFLOX § mg/ml soluti
+LEVOFLOX § mg/ml solition for infusion is ‘medicine for hospital use.

T willbe giver to S by 4 dogtor or murse as an injection. The injettion will be made into one of your veins and wil be given
overapeaa ol (thusis called an mtravenous mfusion)

+ Tor 250 mg of sollion for infusion.the duration of (he infision should be at least 30 minutes.
« or 300 me of LEVOFLOX soluton for infusion.the durationof the infuson should e tIeast 60 minit
+ Your heart rate and blood pressure should” be closely moniored. This is because unu~u)-11|v fast heartbeat and
a transient drop in blood pressure are possible side effects which have been observed durin sion of a_comparable
antibiotic. If your blood pressure drops significantly while you are receiving the infusion. 1t e Stopped el
Tow much LEVOFLOX 5 mg/ml solution for infusion is administere
Ifyou are no st wiy you re bing iven LEVOFT OX s mml sluion for infusion o f you have quostons about
g much S mg/ml solution for infusion is being given 1o you, talk to your docior, nurse or pharmacist
oo vl decide how much X S meml selution for ifusion you should receive

~ The dose wildepend on the type of infection you have and where the infection 1 in your bo

c duration of your treatmentwill depend o the severity of your infection
\dull\ and elder]
Pocumonia; 5 once or twice a day
Prostate infections © 500 mg once daily.
Adults and the elderly with Kidney problems
Your doctor may need o give you Iower dose
Children and adolescents
Ihis mcdmmc bt st b piven to childsen and adolescents.
skin from sunlight
Avoid direct sunlight while you are receiving this medicine and for 2
skin wi uch more sensitive to the Sun and may give you a burning.
{Fyou do ot take the Tollowing precautions

‘ml, solut]

after stopping the medicine. This s because your
stinging or Severe blistering sensation

One Ecessive dose of Levofloxacin 5 mg/nl solution for infusion may cause the following effects: seizures (Cqplsions.
anfid. dizzaes,cecreased couselznes s an hear problems - causing irregular heartbeat as well as fecling
umwel
If you &u rget m take LEVOFLOX 5 mg/ml solution for infusion
Yourdocior or nurse wil bave imsiuctions on when to give you (is medicine It is unlkely tht he medicine will not be
given 0 you as prescribed, However, 1 < s not been given, ell your doctoror e
fi'vou stop taking LEVOFLOX § mg/ml solution for nfus
Your doctor or murs il contine 0 give youl EVOFLOX S mg/ml solution for infusion evern if you feel better. I stopped
bacleria may become resistant to the medicine. Alffer a few days of treatment with the
solution or infusion, your doctor may decide to g you the tablet form of this medicine to complett your ttcatment cycle
1 you have any furthér questions about the use of this medicine, ask your doctor, nurse or pharmacist for more information
4. POSSIBLE SIDE EFFECTS?
ke all medicines, s medicine can cuse sde efects, although not everybody gets them
dhese efects are nommally mild or moderate and ofien go away within o
Stop LEVOFLOX § mg/ml solution for infusion and fell a doctor or nurse immediately if you notice the
following side effects:
Vm rare (may aflect up to 1 in 10 000 people)
e having an allergic reaction. The signs may include: a rash, problems swallowing or breathing, swelling of the lips.
hcc |hrm( or tongue.
Stop LEVOFLOX 5 mg/ml solution for infusion and tell a_doctor or nurse immediately if you notice any of
Tollowing serious side o fects o may nced urgent medicaltreatment:
Rare (may affect up to 1 in 1 000 p
e Wiy conthirPulon possibly with stomach cramps and high temperatur. T an be a sign of a severe
intestinal problem
+Pain and inflammation in your tendons or ligaments, which can lead to rupture. The Achilles tendon is most often affected.
+ Seizures (convulsions).
« Non-tca vieualor audiiory impressions (halucinations, paranoia),change in your opnion and thoughts (psychotic eactions)
with a risk of suicidal thoughts and acting
kel of deptosston, mstinl roblems reslessness, sbnormal dreams or nighimares.
+ Generalized rash, elevated bod temperatute, increased levels of liver enzymes. abnormal blood tests (cosinophilia), enlarged
Iymph nodes and involvement of other_organis in the body (drug reaction with cosinophilia and systemic symptoms, also
called DRESS o syndrome drug hyperseasiiviy). See o section
f ndm?% associated with impaired water cxerction and low sodium levels (syndrome of inappropriate sccretion of antidiuretic
ofmone
lood sugar level (hypoglycacania) or low blood sugar leve leading to coma (hypoglycaemic coma). This i important
for people with din
Very rare (may M up to 1in 10 000 people)
+ Buming, ungling, pain or numbness. They can be signs of what is called "neuropathy.
Unknown ({l ‘equency cannot be estimated from (he a\m]ahle lata)
+Setious rashes, nchiding Stevers.Johnson syndrome and toxic epidermel necrolysis. They can appear on the bust as reddish
target shaped spos or circulr paiches ofien with blisers in their center, pecling of the skin.ulcers of the mouth,troat, nose.
soritals At eybs, and may be preceded by fover and fhTike symptoms. Sce alsq section 2
* Loss of appetie, yellown 2 O tho skin and cyes, dark uring, Hehing or sensiivo stomach (sbdomen). These may be signs
ot ver problems including Tver falre which can be [t
your vision becomes reduced or if you have any other visual disturbance while taking LEVOFLOX 5 mg/ml solution
for mibsion, consult an ophhwimologist immediately
Vory rate cases of persistent (lastng several ‘monihs or years) or permanent side cffects, such as inflammation of the endons,
rupitired tendons, joint pain, pain in the limbs, difficulty in walking, abnormal sensations of tingling, tingling, tickling, buming’
jemsaion, numbriess or pamn (neuropathy), d “depression, [ iguc. lecping disorder, (rouble i memory. as well 5 rouble
s ing and_smell, have been associate, e administration of antibiotics of the quinolone and
Horoquinolone family. sometimes independently of pre-cxisting Rk facons
Tell your doctor if any of the following side efects gets worse or lasts more than a few day:
ommon (may aflect up (o 1 in 10 people)
+ Sleep disorder:
Hen che | eeling dizzy.
Fecling sick (nausea, vomiting) and diarrhea
 Increased level of cctain liver enzymes in your blood.
- Readmn\ at \he infusion site.
ummation of a vem.
Unmmmnn ‘may affect up to 1in 100 people]
he number of other baceria o fungl nfections wil fungl clled Candids, which may need reaiment
O imctoF b bl nels Sec s cmals o s Bl omt. (kg S
« Eeeling o s (majety), feling confused, Teelng nervous, eeling drowsy. haking, feskng dizzy (verigo)
* Shortness of breath
anges inth tste of food. loss of appetie. indigestion (dyspepiapen i he stoaac s, fclin bloated (g) o conspation
. hchmg severe iching orhives,excessive sweating (hyperhidios
e e,
 Blood tests may glvc unusual results because of liver problems (increased bnlnmbm) or kidney problems (increased ercatininc).

s Genenl wealme

Rare (may affect up to 1 in 1000 people)
* Tendency o brusing and bleeding due fo 1 ecrease inthe number of blood pltelets (rombocytopenia)

+ Deerease in the number of white blood cells (ncutropenia)
: Doaggerated immun fesponse (ypersenpiviy
- Lingling sensation i th hands and fect (paracsiicia)
lems (inging in the ears) or vision (blurred vision)
-Unusuif; fast heart beat (tachycardia) or low blood pressure (hypotension)
scle weakness This s mportan n people with myastheni gravis (s rare disse ofthe nervous system)

. l(_hnng:‘s i how the Kidneys work und occasonal Kidney i ure which iy be due {0 an allrgi eaction o he Kidney clld interstial neprics,

ever

 Clearly demarcated erythematous plaques, with or without blistering, which develop within hours of administration of levofloxacin
and which heal with residual post-inflammatory hyperpigmentation. This syndrome usually reappears in the same place on the skin
or mucous membranes upon subsequent exposire {o levofloxacin.

Memory impairment.

N uency cannot be estimated from the available data)
+ Decreased red blood cells () i a make sk pale ot Yellow a el of dunage o red lood el dectase
in e mumber of all ypes o bload clls (paneyiopenia
(~Feu:r1~nre o e e ) s, This oy bt el f a o in s marberof white blood! oll
(agranulo

Frculatory amést (anaphylactic type shock)

* Increased Hlood sugar level (hyporglycaemia). This is important for people with diabetes

Change in smell. 16ss of smell or tastc (parostnia, anosmia, ageusia
+ Probléms moving and walking (dyskinesia, extra-pyramidal disorders).

+ Temporary loss of consciousriess (syncope
: Temporary lossof viston nflammaton ofthe eye.

« impairment or loss of her
* Abormally st heartbeat, evere imegular heartbeat including cardinc arrest, altered heart rhyth (called *prolonged QT intervl",
n on the ECG. which is 2 record of the clectrical activity of the heart)
ifliculty breathing or wheezing (bronchospasm)
ulmonary allergic reactions.
ancreatifis.

ofhe liver (repaii)
Increased sensitivity of your skin o the sun dnd altrvigltlght (photosensitivity)
Inflammation of the vessels rhat carry blood in your body as a result of an allergic reaction (vasculitis)
inflammation of the tissues inside the mouth (\Inmnl\lhz
fuscle breakdown and muscle destruction (thabdomyolysis)
e swelling of the joints (arthriti
ain, c:pcudlly in the hack Jheat and extretnites.
cks hyria in people who already have p ia (a very rare metabolic disease).
. l'crsmcm hca ache vut or without blum:d vision (mll mtxauamal ‘hypertension)
Reporting Side Effect
Iiyou get any side o vl o oz ol o pharmacist. This also applies to any side effects that are not mentioned in_this
leaflet You can also report side effects directly via the effects that are not mentioned in this leaflet. You can also report side effects
directly via the national reporting system.
Hy (clgonm%)sxdc cffects: you can hclg(pm\ ide more information on the safctv of this medicine.
RE LEV S mg/ml solution for infusion?
S ot tempotrs belo S0 C s Keep iy from g
Keep this mediine outofthe sight and each of ¢
Do ot use this medicine after the expiry date which is stated (m Ahc pack and the vial after EXP. The expiration date refers to the last day of that month.
After uptnmﬁ‘the vial (perforated rubber slopptr) the solution must be used 1mmedlslelf (within 3 hours) o avoid any bacterial contammnation.
Do not use this medicine 1f’10u notice that the solution is not clear, greenish-yellow and / or contains particles.
Do not ihrow away any medicine via wastewater or household wasté. Ask your nurse or pharmacist (0 throw away any medicines
you no Jonger use. These measures will help protect the environment.
6. CONTENT OF THE PACKAG] J ND RINrOmMTION
What does LEVOFLOX 5 mg/ml, Solution for nfuston son
The active substance is: levoffoxaci
1 ml of solution for infusion contains 5 mg of levofloxacin as levofloxacin hcmnhﬁ ate,
Each 100 ml vial of solution for | f\|~\«xn contains 500 mg of levofloxacin as levolloxacin hemihydrate.
The other components:
ydmchlon: acid or sodlum hydm)ude Concentrated hydrochloric acid, Sodium chloride, Water for m]ccuon
What does LEV m X 5 mg/ml, solution for infu e and content of the outer packagin;
Do e o for mtusmn o clear, greenishvellow solution. without particles. [0 presentca in a glass bottle.
Box of 1 bottle and box of 12 bott
uto; n holder and manufacturer:

Mé dS
oad of Tunis - KM 7 - BP 206 8000 Nabeul - Tunisia
lcl +216 72235 006/ Fax : +216 72 235016

Sup scription c:

FTOX mg/ml, bm ufﬂl Do 9333581
LEVOFLOX imf, f 12 bottles 973338211
This leaflet was Tast revlewed* 03/ 202

THIS IS A MEDICINE

- medicine s product bt ot ke the ol
- A medicine is a product hat aflects  nd s consumption without complgncet0 he resription exposes you 0 dnger
- Srict lollcwvourdnctorspmscnpnanund directio low the adrice of your phanmacist.
- Your doctor and pharma !.\ﬂ.\cmcdlcm: s indications aud contraadic

e e e
D5 0ot take it agaa. do 13t erease the doses without cousulie vour doctor

Keep medicines out of the reach of children

Pt ot conin Sl formtion st you e, €ou vy questions o dots bou anying. ok yous dctor o it o o fotion
ADVICE / HEALTH EDUCATIOY
FHAT T0 KNOW ABOUT ANTIBIOTICS?

Autibioties are efective in fighting infections cavsed by bacteia. They are not effctive against infections eaused by viruses.

o you docto has chosen toprsoib this anbioi because s i fo Yo and your urent lness

survive or
Resistance grows fhrough overuse or nsppropriate use of nfibioics.
‘You risk promoting the appearance of resistant " ¥ dicaton inctive, i you do not follow

« the dose o
 the moments of teking.

« and the duration of trestment.

Comsequenly, topreserve the eectiveness of this m
b en your doctor tels

i Fotow your presc
o antibiotc Withouta doctor's prescription even f you think you are fghting a disease that appears o be similar.

er give your anti ther person, it may notbe suable for ther lnes

€ your treatment is fnished. return o your pharmiacit all o a correct and approp

this medication.
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