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Darman vasitasinin istifadesi tizre talimat (xastaler tigin)

Meflosid™ 6rtiiklii tabletler
Meflosid™

Beynalxalq patentlegdirilmamis adi: Levofloxacin

Terkibi

Tesiredici madda: 1 tabletin terkibinde 500 mq levofloksasin (512,46 mq
levofloksasin hemihidrat seklinde) ve ya 750 mq levofloksasin (768,69 mq
levofloksasin hemihidrat seklinda) vardir

Koémakegi maddalar: mikrokristallik selltiloza (Avicel Ph102), krospovidon,
hidroksipropilmetilselliiloza, natrium stearilfumarat; Opadry 11-85F 18422 ag (polivinil
spirti, titan dioksid, polietilenglikol, talk).

Farmakoterapevtik qrupu

Antibakterial vasite, fliorxinolon.

ATC kodu: JOTMA12

Farmakoloji xiisusiyyatlari

Farmakodinamikasi

Levofloksasin fltiorxinolon grupuna aid peroral ve venadaxili istifade Ggln genis
spektrli antibakterial vasitedir.

Levofloksasin fliiorxinolon qrupundan antibakterial vasits olub, bakteriyalarin DNT-
DNT-giraza kompleksina (bakterial topoizomeraza Il) va topoizomeraza IV-a tesir
ederak bakterisid tesir gésterir.

Mikrobiologiya

Levofloksasin grammiisbat ve grammmanfi mikroorganizmlarin genis spektrina garsi
dayanighidir.

Levofloksasin inhibaedici konsentrasiyalara yaxin ve ya bir gadar artiq
konsentrasiyalarda adaten bakterisid tesir gosterir.

In vitro levofloksasine qarsi spontan mutasiyalar naticesinde yaranan rezistentlik gox
nadirdir. Ancaq, levofloksasin ve digar fliiorxinolonlar arasinda carpaz rezistentlik
mumkindar.

ister in vitro, istarsa da klinik tedqiqatlar zamani levofloksasin asagidaki patogenlere
tesir gostermisdir.

Aerob grammisbat mikroorqanizmlar: Enterococcus faecalis, Staphylococcus
aureus (metisilline hassas stammlar), Staphylococcus epidermidis (metisilline
hessas stammlar), Staphylococcus saprophyticus, Streptococcus pneumoniae (o
cumladan bir gox derman vasitalerine garsi dayanigli stammlar), Streptococcus
pyogenes;

Aerob grammeanfi: Enterobacter cloacae, Escherichia coli, Haemophilus influenzae,
Haemophilus parainfluenzae, Klebsiella pneumoniae, Legionella pneumophila,
Moraxella catarrhalis, Proteus mirabilis, Pseudomonas aeruginosa, Serratia
marcescens;

Digar mikroorqanizmlar: Chlamydia pneumoniae, Mycoplasma pneumoniae.
Asagidaki mikroorganizmlare qarsi levofloksasinin effektivliyi in vitro olaraq nimayis
etdirilmisdir, lakin klinik tedqgiqatlarda teyin olunmamisdir:

Aerob grammiusbat: Staphylococcus haemolyticus, Streptococcus (C/F grupu),
Streptococcus (G qrupu), Streptococcus agalactiae, Streptococcus milleri, Viridans
qrupundan streptokokklar;

Aerob grammenfi: Acinetobacter baumannii, Acinetobacter Iwoffii, Bordetella
pertussis, Citrobacter (diversus) koseri, Citrobacter freundii, Enterobacter
aerogenes, Enterobacter sakazaki, Klebsiella oxytoca, Morganella morganii,
Pantoea (Enterobacter) agglomerans, Proteus vulgaris, Providencia rettgeri,
Providencia stuartii, Pseudomonas flourescens;

Anaerob grammiisbat: Clostridium perfringens.

Farmakokinetikasi

Levofloksasin daxile gebulundan sonra tez va tamamile sorulur. Qan plazmasinda
maksimal konsentrasiyaya daxile gebulundan 1-2 saat sonra catir. Mitleq
biomanimsanilmasi texminan 99% teskil edir. Levofloksasinin farmakokinetikasi tak
va ya takrarlanan peroral ve ya venadaxili dozalar rejiminds xatti va texmin edila
bilendir. Sabit konsentrasiyalari giinde 500 mq va ya 750 mq dozalarda gabulundan
48 saat sonra slds olunur. Meflosid " 6rtiiklii tabletleri gida gsbulundan 1 saat svvel ve
ya 2 saat sonra gabul etmak tévsiya edilir, bels ki, 500 mg-liq dozada levofloksasinin
gida ile birge gabulu maksimal konsentrasiyaya catma muddatini 1 saat uzadir ve
plazmada maksimal konsentrasiya tabletlerin gabulundan sonra 14%, peroral
mahlulun gabulundan sonra 25% azalir. Levofloksasinin eyni dozalarda peroral v
venadaxili yeridilmasi zamani farmakokinetikasi oxsar ve miuqayise edile bilen
oldugundan bir derman formasindan digerine kegid almag mumkinddr.
Levofloksasin plazma va sidikda stereokimyavi olaraq sabitdir ve metabolik olaraq 6z
enantiomerine dénmr. Peroral gebulundan sonra yeridilen dozanin 87% 48 saat
orzinda sidikle dayisilmemis formada, dozanin 4% 72 saat erzinds nacisle xaric edilir.
Levofloksasin shamiyyatsiz derecede metabolizme ugrayir ve asasen sidikle
dayisilmemis sekilde xaric edilir. Peroral ve venadaxili yolla tek ve tekrarlanan
dozalarda yeridildikden sonra levofloksasinin yarimxaricolma muddati texminan 6-8
saatcivarindadir.

Istifadasina gostarislor

Meflosid “6rtuklii tabletler boyiiklerde levofloksasine hessas mikroorganizmlerle
toredllm|§ asagidaki infeksiyalarda gosterisdir:

Kaskin haymorit
- Xronik bronxitin keskinlogsmasi
- Xestexanadankenar pnevmoniya

Sidikgixarici sistemin fesadlasmig infeksiyalari, o ctimleden pielonefrit

Xronik bakterial prostatit

Deriva yumsaq toxumalarin infeksiyalari.
eks gosterislar
Levofloksasina ve ya xinolon grupundan diger antibakterial vasitelers, hamginin
terkibina daxil olan kémakgi maddalere qars! yilksek hassasliq.
Epilepsiya.
Bvvaller fltiorxinolon qrupundan antibakterial vasitanin istifadasi ile alagali olan vater
zadealonmasi.
Usaglarda ve yeniyetmalardas istifada.
Hamilalik ve laktasiya dovrii.
Xiisusi gostariglar
P.aeruginosa ila téradilmis nozokomial infeksiyalarda diger antibiotikler ilo
kombinasiyasi taleb oluna biler.
Miialice miiddati ve ya muialiceden sonra agir davamli ve/ve ya ganli ishal misahide
olunursa, Clostridium difficile ilo slagali psevdomembranoz enterokolit ehtimali
nezerde saxlaniimalidir. Buna siibha yarandiqda Meflosid “értikli tabletlsrle miialica
darhal kasilmali ve yubanmadan miuvafiq destaklayici ve/ve ya spesifik mualicaya
baslaniimalidir. Bu klinik veziyyatds bagirsaq peristaltikasini stistlogdiran preparatlar
oks gésterigdir.
Fluorxinolon grupundan antibakterial vasitslerin istifadesi zamani nadir hallarda
tendinit, ayri-ayri hallarda — Axill vetarinin girllmasi mimkindir. Bu xosageslmaz
tezahir mualicanin baglangicindan 48 saat sonra yarana bilar va bilateral ola biler.
Tendinit ve vaterin qiriima riski yasli xastslards va kortikosteroidlari gebul edenlerde
(] i 0 0 i tabletlorin istifadesi zamani belo
xastaleri musahide etmak vacibdir. Tendinite siibhe yarandigda Meflosid ™ 6rtuklu
tablerlar ila mialice darhal kasilmali ve muvafiq mualicays (yani zedalenmis vaterin
immobilizasiyasi) baglaniimalidir.
Diger fliiorxinolonlar kimi Meflosid ™ értiiklu tabletler svvalki bas beyin zedslenmasiile
alagali gicolmalara meylli xastslerds, fenbufen ve ya ona oxsar geyri-steroid
iltihabaleyhina vasiteler ve ya teofillin kimi qicolmaya hazirigi azaldan derman
vasitaleriile birge ehtiyatla istifade edilmalidir.
Qlukoza-6-fosfatdehidrogenaza ¢atismazligi olan xestelorde ehtiyatla istifade
edilmalidir, bela ki, bu grup xastslerda xinolon grupu antibakterial vasitalarin istifadesi
zamani hemolitik reaksiyalar hagqinda mslumat verilmisdir.
Boyrek catismazligi zamani Meflosid™ értiklii tabletlerin dozasi kreatinin klirensi
nazara alinaraq tanzimlanir.
Levofloksasinin istifadesi zamani fotosensibilizasiya ¢ox nadir hallarda misahide
olunsa da, xestelers giiclii giines ve ya solyarium kimi siini ultrabandvsayi isiq
tovsiys edilmir.
Meflosid™ &rtiikli tabletlerle miialice zamani miisahide olunan bezi slave tesirler
diggatin camlasma bacarigini va reaksiya bacarigini pislasdire bilar, bu da, xisusan
da nagliyyat vasiteleri ve is¢i texnikanin idare olunmasi zamani miayyan risk togkil
eda biler.
Diger xinolonlarin istifadesi zamani oldugu kimi eyni zamanda peroral hipoglikemik
vasitaler (gliburid/glibenklamid) ve ya insulin istifade eden sekarli diabeti olan
xastalarda qanda glikoza saviyyasinin dayisiimasi, o cimladan simptomatik hiper-
va ya hipoglikemiya hagda malumat verilmisdir. Bu xastelerde ganda gliikoza
seviyyasi diqgatls izlenilmalidir. Meflosid™” ile miialice olunan xssteds hipoglikemik
reaksiya yarandiqda derhal mualice kasilmali ve muvafiq mualice apariimalidir.
Xinolonlarla, o cimledan de Ievofloksasinle miualice zamani ciddi va bazen da dlimle
naticalenan hiperh: ksiyalari va/ve ya ar sok haqginda malumat
verilmigdir. Belo reakswalar tez tez ilk doza yeridildikden sonra meydana gixir. Bazi
reaksiyalar tirek-damar kollapsi, hipotenziya/sok, qicolmalar, husun itirilmasi, deride
yanma hissi, angionevrotik 6dem, tengnafeslik, évre, gaginma ve diger ciddi deri
reaksiyalar il birge musahids oluna bilar. llk deri sepgisi ve ya digar hiperhassasliq
simptomlari meydana ¢ixdigda derhal levofloksasin ile mualice kesilmalidir. Ciddi
kaskin hiperhassasliq reaksiyalari zamani epinefrin, hamginin ok5|gen venadaxili
meahlullar, histamin sleyhina vasiteler, kortikosteroidler, pressor aminler ve diger
reanimasiya tedbirlerine, o ctimleden de tensffiis yollarinin kegiriciliyinin temin
olunmasina ehtiyac ola bilar.
Digar antibiotiklarle mualice zamani oldugu kimi levofloksasinin, xtisusen de
uzunmuiddatli istifadasi rezistent mikroorqanizmlerin artmasina sabab ola bilar. Buna
gobre do tekrar mualice zamani xestenin veziyysti nezare alinir. Mialice zamani
superinfeksiya meydana gixdigda muvafiq tedbirler goriilmalidir.
Levofloksasin QT intervalinin uzanma sindromuna ve ya Torsades de Pointes-a
sabab ola biler. QT intervalinin anadangalma uzanmasi ve ya Torsades de Pointes
diagnozu qoyuldugda yaxud ona siibha oldugda istifade olunmamalidir.
Dlgardarman vasitalariils qarsiliqh tasiri

kralfat, demir duzlari, multivitamin preparatlar

Dlger xinolonlarla muqaylsede ikivalentli kationlarla kompleksyaratma daha az olsa
da, Meflosid” 6rtuiklu tabletlarin demir duzlari, sukralfat, terkiblerinde metal kationlari
(demir kimi) va sink saxlayan multivitamin preparatlar, tarkiblerinde magnezium ve
aliminium saxlayan antasidlerle birge istifadasi levofloksasinin made-bagirsaq
traktindan sorulmasina maenfi tesir ede biler ve goézlenilenden daha asagi
konsentrasiyalarina sabab ola biler. Bu maddsleri saxlayan preparatlari Meflosid "
6rtuklt tabletlarinin gabulundan 2 saat evval va ya 2 saat sonra gabul etmak tovsiya
edil
Teofillin
Levofloksasinin teofillin ilo garsiligh tesiri hagda melumat verilmemisdir. Diger
xinolonlarin teofillinle birge istifadasi teofillinin plazma konsentrasiyasinin
azalmasina, yarimxaricolma muiddatinin uzanmasina va bu grup xastalarde alava
tesir riskinin artmasina sabab ola biler. Teofillinin levofloksasinle birgs istifadasi
zamani teofillinin seviyyasinae ciddi nazarat etmak ve dozanin muvafiq korreksiyasini
aparmagq vacibdir. Teofillinin dozasinin azalib-azalmamasindan asili olmayaraq
alava tasirler mumkindur, o cimladan da gicolmalar.
Varfarin
Aparilmis klinik tadgigatlar zamani levofloksasin va varfarin arasinda garsiliqgli tasir

qeyd olunmamisdir. Lakin bazarlamadan sonraki tadqiqatlar zamani levofloksasinle

birga istifadesi zamani varfarinin tesirinin gticlenmasi hagda malumat veriimisdir. Bu

zaman ganaxma ila yanas! protrombin muddstinin de uzanmasi misahide

olunmusdur. Levofloksasin ve varfarinin birge istifadesi zamani protrombin

middatinin, beynalxalg normallasdiriimis nisbat (BNN) ve diger mivafiq

koaqulyasiya testlerinin ciddi monitoringi vacibdir. Qanaxma ehtimali oldugundan

xasteler nazarataltinda olmalidirlar.

Siklosporin

Levofloksasinin siklosporinla birga istifadesi zamani C,,, va k, bir gader azalir, T, ve
.. gostaricileri ayri-ayriliqda istifadsleri ile migayisede daha asagidir. Lakin forq

kI| ik olarag ehamiyyatsiz oldugundan ister siklosporin, isterse da levofloksasinin

dozasinin korreksiyasina ehtiyac yoxdur.

Digoksin

Aparilmis tadgigatlar zamani levofloksasin ve digoksin arasinda qarsiligli tesirler

miisahide olunmamisdir. Bu sebabdan levofloksasinin digoksin ile birgs istifadesi

zamani ister levofloksasin, istarse de diqoksinin dozasinin korreksiyasina ehtiyac

yoxdur.

Probenesid ve simetidin

Aparilmig klinik tadgigatlar zamani levofloksasinin probenesid va simetidin ilo

istifadasi zamani levofloksasinin teklikda istifadasi ile miigayisada sorulmanin siirat

va miqdari deyismadikde AUC va T,, géstaricilerinin 27-38% ve 30% artmasi, CL/F

va CL gostaricilarinin 21-35% azalmasi musahide olunmusdur. Bu géstericilar

statistik shamiyyat kasb etsa da probenesid va simetidinle birgas istifadesi zamani

levofloksasinin dozasinin korreksiyasi iigtin kifayet deyil.

Qslev

QSI8V-lerin xinolonlarla, o cimladan da levofloksasinle birga istifadesi zamani MSS

stimulyasiyasi va qicolmariski arta biler.

Diabet aleyhine vasitaler

Xinolonlarin diabet aleyhina vasitalerle birge istifadesi zamani ganda gliikoza

saviyyssinin dayisiimasi, o climleden de hiperglikemiya ve hipoglikemiya hallari

mimkundr, buna gére de sekarli diabet sleyhina vasitaler va levofloksasin istifade

edan xastalara qanda gliikozanin saviyyasina ciddi nezarat etmak tévsiys edilir.

Hamilalik va laktasiya dovriinda istifadasi

Hamilslik

Kifayet geder tedgigatlar mévcud olmadigindan hamile qadinlarda istifade

edilmamalidir.

Laktasiya

Adekvat ve yaxsi nazarst olunan tadgigatlar mévcud olmadigindan laktasiya

dovriinda istifads edilmamalidir.

Nagliyyat vasitalerini ve diger potensial tehliikeli mexanizmleri idarsetma

qabiliyyatina tesiri

Levofloksasin ile mialice zamani miisahida olunan bazi slava tasirler diggati toplama

bacarigini ve reaksiya bacarigini pislesdire biler, bu da, xtsusen de nagliyyat

vasiteleri va is¢i texnikanin idars edilmasi kimi veziyyetlerde miieyyaen risk teskil ede

biler.

istifads gaydasi ve dozasi

Meflosid “6rtiiklii tabletler giinde 1 ve ya 2 dsfe gebul edilir. Doza infeksiyanin

néviindan, agirigindan ve ehtimal olunan patogenin hassasligindan asili olaraq

korreksiya olunur.

Mualice muddati xestaliyin gediginden asilidir. Meflosid™ értukl tabletler daxile

ceynamadan, kifayst gadar maye ile gabul edilir. Dozanin korreksiyasina ehtiyac

olduqda tabletlarin béliinmasina yol verilir. Tabletlar ida gebulundan 1 saat avval ve

ya 2 saat sonra gebul edils biler. Meflosid” &rtuklii tabletlerin sorulmasinin

azalmasinin garsisini almagq UGgtin tabletler demir duzlari, antasid ve ya sukralfatin

gebulundan 2 saat avval ve ya 2 saat sonra gebul edilmalidirler.

Normal boyrek funksiyasi olan xastelerde dozalanma rejimi (kreatinin klirens

>50 ml/daq)

Gostarilglar Dozalanma rejimi Miialicanin miiddati

Kaskin haymorit glinda 1 dafe 500-750 mq 10-14 giin

Xronik bronxitin keskinlagmasi gtinda 1 dafe 250-750 mq 7-10 giin

Xestoxanadankanar pnevmoniya giinda 1 ve ya 2 defe 500-750 mq 7-14 giin
Sidikgixarici sistemin fasadlagmi i "

§i 1, 0 ciimladan ple\gne Tit ginds 1 dofo 250 mq 7-10gin
Xroniki bakterial prostatit giinda 1 dafe 500-750 mq 28 giin
. . ; giinds 1 dafe 250 mq ve ya glinde "

Dari ve yumsaq toxumalarin infeksiyalari 1va ya 2 dafe 500-750 mq 7-14 giin

Olavae tesirlari
Olava tasirlerin rastgalma tezliyi:gox tex-tez (21/10); tez-tez (21/100-dan <1/10-dak);
bazan (21/1000-den <1/100-dak); nadir hallarda (>1/10000-den <1/1000-dak); gox
nadir hallarda (<1/10000); rast gelma tezliyi malum deyil (slde olan géstericilera gore
tayin edile bilmir).
Infeksiyalar va invaziyalar
Bazan: gébalak infeksiyalari (ve digar rezistent mikroorqanizmlerin proliferasiyasi).
Qan ve limfatik sistema
Bazan: leykopeniya, eozinofiliya;
Nadir hallarda: neytropeniya, trombositopeniya;
Cox nadir hallarda: agranulositoz;
Rast galma tezliyi melum deyil: pansitopeniya, hemolitik anemiya.
immun sistema
Cox nadir hallarda: anafilaktik sok.
Anafilaktik ve anafilaktoid reaksiyalar bazan ilk doza yeridildikden sonra yarana biler.
Rast galma tezliyi melum deyil: hiperhassasliq reaksiyalari.

miibadilasine ve gi
Bazan: anoreksiya;
Cox nadir hallarda: hipoglikemiya, xtisusan da sakarli diabeti olanlarda.
Psixi pozulmalar
Bazan: yuxusuzlug, asabilik;
Nadir hallarda: psixotik pozulmalar, depressiya, sturun dolasighgr,
hayacanliliq;

Cox nadir hallarda: suisidal davranigh psixotik reaksiyalar, intihar fikirler ve ya
harakatler daxil olmagla, hallisinasiyalar.

Sinir sistemina

Bazan: basgicallanma, yuxusuzlug, yuxululug;

Nadir hallarda: paresteziyalar, tremor, gicolmalar;

Cox nadir hallarda: sensor ve sensomotor periferik neyropatiyalar, dadbilma ve
iybilmanin pozulmasi.

Gormaya

Cox nadir hallarda: gérmanin pozulmasi.

Esitme orqanina va labirint sistemina

Bazan: baggicalleanma;

Cox nadir hallarda: esitma pozulmalari;

Rast gelma tezliyi melum deyil: qulagda kay.

Urak-damar sistemina

Nadir hallarda: taxikardiya, hipotenziya;

Rast galma tezliyi malum deyil: EKQ-da QT intervalinin uzanmasi.

Tenaffiis, dos qafasi orqanlari va divararasi orqanlara

Nadir hallarda: bronxospazm, tangnafaslil
Cox nadir hallarda: allergik pnevmonit.
Mada-bagirsaq sistemina

Tez-tez: diareya, Urakbulanma;

Bazan: qusma, garinda agri, dispepsiya, meteorizm, gabizlik;

Nadir hallarda: qanli diareya, bu da enterokolit, o ciimlaedan de psevdomembranoz
kolitin simptomu ola bilar.

Hepatobiliar sistema

Tez-tez: qaraciyer fermentleri (ALT, AST, gelevi fosfataza, QQT) seviyyssinin
artmasi;

Nadir hallarda: qan plazmasinda bilirubin saviyyasinin artmasi;

Cox nadir hallarda: hepatit;

Rast galma tezliyi melum deyil: sariliq ve qaraciyer funksiyasinin agir pozulmasi,
keskin garaciyar gatismazligi daxil olmagla.

Dari va dorialti piy toxumasina

Bazan: sepgi, qaginma;

Nadir hallarda: 6vrs;

Cox nadir hallarda: angionevrotik 6dem, fotosensibilizasiya reaksiyalari;

Rast galme tezliyi malum deyil: toksik epidermal nekroliz, Stivens-Conson sindromu,
multiform ekssudativ eritema, hiperhidroz.

Dari ve selikli gisalar terafinden reaksiyalar artiq ilk dozanin gebulundan sonra
yarana bilar.

Siimiik-azale sistemina, birlagdirici toxumaya

Nadir hallarda: veterlerin zedslenmasi, o ciimladen tendinit (masalen, Axilles
vatarinin), artralgiya, mialgiya;

Cox nadir hallarda: vatarin qirilmasi mualice baslandigdan 48 saat arzinde yarana
biler va ikiterafli ola biler, azale zaifliyi (miasteniyali xastalar Ggtin xiisusi shamiyyat
kasb eda biler);

Rast galma tezliyi malum deyil: rabdomioliz.

Béyrek ve sidikgixarigi yollari

Bazen: qan plazmasinda kreatinin saviyyasinin artmasi.

Cox nadir hallarda: keskin boyrekgatlgmazllgl (masalen, interstisial nefritile slagali).
Umumiy vayerlir
Bazean: asteniya;

Cox nadir hallarda: hararatin yiksalmasi;

Rast galma tezliyi melum deyil: agri (bel, sina ve atraflarda olan agrilari daxil olmagqla)
Fluorxinolonlarinistifadasiile alagali diger arzuolunmayan tezahtirler:

-ekstrapiramid elamatler ve azale koordinasiyasinin diger pozulmalari;
-hiperhassasliq vaskuliti;

-porfiriyali xastalerda porfiriya hamlaleri.

Arzuolunmaz effektlor bas verdikde hakima mdiracist edin.

Doza haddinin agilmasi

Meflosid™ &rtiiklu tabletlorin keskin doza haddinin asilmasi zamani gézlenilen
simptomlar maerkazi sinir sistemi terafinden husun dolasiqligi, basgicallanma, husun
pozulmasi ve epitutmalar seklinde ve mada-bagirsaq sistemi terafinden
trakbulanma ve madanin selikli gisasinin eroziyasi saklinds éztint biiruzs verir.
Levofloksasinin supra-terapevtik dozalari ila kegirilon klinik-farmakoloji tedqiqatlar
zamani QT intervalinin uzanmasi geyd olunmusdur.

Doza haddinin asilmasi zamani xaste ciddi nazarat altinda olmalidir ve simptomatik
mualice apariimalidir. Doza haddinin kaskin asilmasi zamani madanin yuyulmasi
haqqinda diigtinmak olar. Madanin selikli gisasinin gorunmasi t¢iin antasidlarin
istifadasi miimkiind(ir. Levofloksasin hemodializ, peritoneal dializ ve daimi ambulator
peritoneal dializ vasitesile xaric edilmir. Xtisusi antidotu yoxdur.

Buraxilig formasi

Meflosid~ 500 mq &rtiiklu tabletler. 7 tablet, blisterds. 1 blister iglik veraga ile birlikde
karton qutuya gablasdirilir.

Meflosid” 750 mq ortiiklii tabletler. 7 tablet, blisterds. 1 blister iglik veraga ilo birlikde
karton qutuya qablasdirilir.

Saxlanma garaiti

25 °C-den yiiksak olmayan temperaturda, 6z qutusunda, quru ve usaglarin ali
catmayan yerds saxlaniimalidir.

Yararlihqmiiddati

3il.

Yararlilig middati bitdikden sonra istifade etmak olmaz.

Aptekdan buraxilma sarti

Resept asasinda buraxilir.

Istehsalgi

Drogsan llaglari San. ve Tic. A.S.

06760 Gubuk/Ankara/Turkiya

oyanighq,

y

MNAsfarma

VIHCTPYKUMS N0 MEAMLIMHCKOMY NPUMEHEHMIo Npenapara (4ns nauueHTos)

Medpnouna™ TabneTku, NOKPbITbIE NNEHOYHO 060NOYKOM
Meflocid™

HenaTeH : Levofloxacin

Cocras

Kaxxpas TabneTka, nokpblTasi neHo4YHO 060M0YKOi, COAEPKUT:

AkmusHoe eewecmeso: nesodnokcaunH 500 mr (B dopme nesodrokcaunHa
remurugpata 512,46 mr) unu nesocbnokcauuH 750 mr (B dhopme nesodriokcaLmHa
remurngpara 768,69 mr)

BcriomozameribHble eelyecmsa: MUKpokpucTannuyeckas Lennionosa (Avicel PH 102),
KPOCTOBUAOH, IAPOKCANPONMAMETUNLENNIONO3a, HaTpus cTeapundymapar; Opadry |1-
85F18422 Genblit (MOMMBUHUMOBBLIA CAMPT, TUTaHa AMOKCWA, MOMUITUNEHININKOMb,
Tanbk).

®dapmakoTepaneBTUYeCKan rpynna

AHTUGaKTEpHarnbHOE CPeCTBO, (HTOPXMHOMOH.

Koa ATX:JO1MA12

®apmakoniornyeckue CBONCTBa

®apmakoduHamuka

TNeBochriokcaumH — aHTUGaKTepuanbHoe CPeACTBO LIMPOKOTO CeKTpa M3 rpynmbl
(hTOPXMHOMOHOB 17151 EPOPabHOTO U BHYTPUBEHHOTO MPUMEHEHMS!.

Byay4u aHTMBaKTepuarnbHbIM CPEICTBOM U3 rpynibl hTOPXMHONOHOB, NEBOMNOKCALIMH
npencteyeT Ha komnnekc [IHK-AHK-rupasa v Tononsomepasy V.

Mukpo6uonoaus

LjuknocriopuH

TMpu npumeHeHmn neBocbnoxcaumHa B MpUCYTCTBUN ummocnopmua C,., ¥ K, HECKOMBKO
CHWXaloTCsI, nokasatenn T, u t,, no cp: 0 C p 6Gonee
HU3KUE, HO pasnuymsa KIMHUYECKN He3HaYUTENbHbI. nOGTDMy HeT HeOﬁXO/:lVIMOCTI/I B
KOPPEKLIM 103kl HW LIMKIOCNOpUHA, HU NeBodriokcaLmHa.

HAueokcur

B npoBepeHHbIX UccneaoBaHWsX He HabnioAanocb B3aUMOAEWCTBUS MeXAy
1NeBocoKCaLMHOM 1 INFOKCHOM. 10 3TOM NPUYNHE NPY OHOBPEMEHHOM NMPUMEHEHUN
HeT HeOGXOAMMOCTM B KOPPEKLIMM A03bI HU NIEBONIOKCALIMHA, HU INTOKCHHA.
lNpobeHeyud u yumemuduH

B npoBefieHHbIX KNMHNYECKUX WCCNEAOBaHUsX MpUMeHeHne nesocdrokcaumHa ¢
NpoGEeHeUNaoM M UMMETUANHOM MO CPaBHEHMIO C OTAEMNbHLIM NPUMEHEHNEM
nesociokcaLyHa Npyu OTCYTCTBIM M3MEHEHUSI B CKOPOCTU U KOMMYECTBE BCACHIBAHMS
Habnioganock noeblweHne nokasatenen AUC un T,, Ha 27-38% u 30%, CHmkeHue
nokasareneit CL/F n CL Ha 21-35%. XOTA 3T1 N3MEHEHNA 1 ABNAIOTCA CTaTUCTUHECKN
3HAYMMBIMU, HO HEAOCTATOuHbI, Y4TOGbI MPOBOAUTE KOPPEKLMIO /103bI IeBOIOKCaLIMHA
NPV O/JHOBPEMEHHOM NPUMEHEHIY C NPOBEHELIMAOM Y LIUMETUINHOM.

HIMBC

Mpn oaHoBpemeHHOM npumeHeHun HMBC c xuHOMoHamu, B TOM 4ucne ¢
1NeBooKCaLMHOM, MOXET NOBLICUTLCS pUCK CTUMYnsiLmm LIHC 1 cynopor.
lpomusoduabemuyeckue cpedcmea

TMpy 0AHOBPEMEHHOM NPUMEHEHIN XUHONOHOB C NPOTUBOAMAGETUYECKIMM CPEACTBAMM
BO3MOXHbI U3MEHEHUS1 B YPOBHSIX MIOKO3bl B KDOBM, B TOM YUCIIE TUNEPIIMKEMUS 1
FUNOTNNKEMUSI, MOJTOMY PEKOMEHAYETCs TuaTenbHoe HaGnioAeHue 3a ypoBHeM
[MII0KO3bl B KPOBM y GOMbHbIX, MOMYYaoWNX OAHOBPEMEHHO MPOTUBOAMAGETUYECKUE
cpe/:(cnaa M NeBOIOKCALIMH.

J1eBOMNOKCALMH YCTONYMB B OTHOLLEHUM LIMPOKOTO CMEKTpa rpamoTpuL; [
rPamMNONOXUTENbHBIX MUKDOOPraHM3MOB. JTeBOOKCALIMH B KOHLEHTPALMSX, Brinakmx
MMM HECKONbKO MPEBBILAIOLIX MHTMGMPYIOLIME KOHLIEHTPALMK, OBbIYHO OKa3biBaeT
BakTepuunaHoe AencTBue.

In Vitro pe3ncTEHTHOCTb K NeBOIIOKCALIMHY, BO3HUKAIOLLAs B PE3yrbTate COHTaHHbIX
MyTauui, hOPMUPYETCS OYeHb PEaKOo, HO MeXay NeBoIOKCALUMHOM W ApYruMu
hTOPXMHOMOHaMV HaBrtojanack NepekpecTHasi PE3UCTEHTHOCTb.

Kak in vitro, Tak v B KTMHUYECKMX UCCIIEA0BaHNSX NIEBO(IOKCALMH OKa3biBaeT AeNCTBIUE
Ha HKECTElyIoLLIME NaTOreHbI:

AspobHble rpamMnonoxuTenbHble MuUkpoopraHusmbl: Enterococcus faecalis,
Staphylococcus aureus (METULMNNUH-YYBCTBUTENbHbIE WTaMMbl), Staphylococcus
epidermidis (METULMNNNH-YYBCTBUTENbHbIE WTaMMbI), Staphylococcus saprophyticus,
Streptococcus pneumoniae (B TOM YuCre YCTONYMBBLIE KO MHOMMM NeKapCTBEHHbLIM
cpencTeam), Streptococcus pyogenes;

BO Bpems

EepeMeHHOCMb
B cBS3M C OTCYTCTBMEM [OCTATOMHbIX MCCEQOBaHUI HE CreayeT MpUMEHsTh y
6epeMEHHbIX KEHLLUH.
Jlakmayus
B cBA3K C OTCYTCTBMEM aAeKBaTHbIX M XOPOLIO KOHTPONMPYEeMbIX WCCRefoBaHni He
cresyeT NPUMEHATL Y KOPMALLMX KEHLMH.

Ha by T

WM B Nepuoa nakrauum

HbLIMU CPEACTBaMM 1 APYTUMU

B CBS3M C TeM 4TO HeKoTopble NoGoYHbIE ahdekTel, Habroaaemble NpU NPUMEHEHUM
nesochrokcaumHa, MOryT yXyalwaTe CMNOCOGHOCTb K KOHLEHTPaLMM BHUMAHWS 1
PeaKUMOHHYIO CMOCOBHOCTL, 3TO MOXET MPefCTaBNsTh COGOM ONpeeneHHbIi pucK,
0COBEHHO MpN TakiX COCTOSIHUSX, KaK YNpaBneHUe TPaHCMOPTHBIMU CPeaCTBaMM 1
paboyeit TeXHUKON.

Cnoco6 npo3sbl

A3poBHble rpaMoTpuLaTenbHbIE: Enterobacter cloacae E coli, F
influenzae, Haemophilus par ae, Klebsiell liae, Legionella
pneumophila, Moraxella catarrhalis, Proteus mirabilis, Pseudomonas aeruginosa,
Serratia marcescens;
[pyrve mukpoopraHuamel: Chlamydia pneumoniae, Mycoplasma pneumoniae.
OhheKTUBHOCTL NEBOIOKCALMHA B OTHOLIEHIM HUKECTIEAYIOLLIX MUKPOOPraHN3MOB
Gbina NpPoIEMOHCTPUPOBAHA N Vitro, HO B KIUHUYECKNX WCCNENOBaHUAX HE
yCTaHOBreHa:
AapoBHble rpammonoxuTensHele: Staphylococcus haemolytrcus Streptococcus (rpynna
CIF), Streptococcus (rpynna G), Stre ceus  milleri;
CTPenTOKOKKU rpynnbl Viridans;
A3pobHble rpamoTpula Acii Acinetobacter Iwoffii,
Bordetella pertussis, Citrobacter (dlversus) koseri, C/trobacter freundii, Enterobacter
aerogenes, Enterobacter sakazaki, Klebsiella oxytoca, Morganella morganii, Pantoea
(Enterobacter) agglomerans, Proteus vulgaris, Providencia rettgeri, Providencia stuartii,
Pseudomonas flourescens;
AHaapo6Hble rpamnonoxutensHble: Clostridium perfringens.
apmakoKuHemuka
JleBochriokcaLMH nocrie npuema BHYTPb GLICTPO M MOMHOCTbIO Beackiaetcs. Mocne
npurema BHyTpb MakcuMarnbHasi KOHLEHTpaLWs B nnasme kpoBM A0CTUraeTcst Yepes 1-2
yaca. ABcontoTHas G1MOAOCTYNHOCTL COCTaBnsieT NpuMepHo 99%. dapmakokuHeTuka
NPy OAHOKPATHOM WM MOBTOPHOM MEPOPAnbHOM WM BHYTPUBEHHOM peXuUMe
[1031POBaHMSA NHeNHa 1 Npefickasyema. CTaburbHOe COCTOsIHME 0CTUraeTCs Yepes 48
yacoB nocrie exeaHesHoro npuema 500 mr unmn 750 mr. Mpuem 500 mr nesocbriokcaumHa
OQHOBPEMEHHO C MpUMeMOoM MUKW YANUHAET Bpemsa AOCTUXKEeHWUs MakcumanbHomn
KOHUEeHTpaumn npumepHo Ha 1 4Yac, U MakcumarnbHasi KOHUEeHTpauus B Nnasme Kposu
YMeHbLUAETCA Nocne npuema TabneTok Ha 14%, nocrne npuema nepopasbHoro pacTeopa
- Ha 25%. MoaToMy pekoMeHyeTcs NpuHMMaTh TabneTku 3a 1 yac 4o unm Yepes 2 yaca
nocne npuema Ny, Mpn NepopasnbHoM 1 BHYTPUBEHHOM BBEAEHNM NeBodoKcaLmHa
B O7MHaKOBbIX 103aX (hapMakKOKMHETHKa CXOXa 1 CONOCTaBUMa, MO3TOMY MepopanbHbIi
V BHYTPUBEHHbIV NyTU BEAEHWS MOTYT BbITh B3aUMO3aMEHsIEMbI.
J1eBOMNOKCaLMH CTEPEOXMMUYECKM CTaBuneH B Nna3me 1 Moye, MeTabonuiecku He
npeBspaLllaeTcs B CBOi 3HaHTUOMep. MMocne npuema BHYTPb 87% OT MPUHATON A03bl
BbIBOAUTCS C MOYOW B HEM3MEHEHHOM BUAE B TeveHue 48 4acos, 4% OT NPUHATON A03bI
BbIBOAMUTCS B Te4eHue 72 YacoB ¢ dekanusmu. JleBochniokcaumH metabonuanpyeTcs B
OYEHb HE3HAYMTENbHOM KONMYECTBE M B OCHOBHOM BBIBOAMUTCS C MOYOW B
HeuaMeHeHHOM Buze. Mpu nepopansHoM 1 BHyTpMBEHHOM BBE/IEHUN B OIHOKPATHOM 1
NOBTOPHOW 103aX NEPUOA NOfTy 0BT 6-8 uacos.
IMoka3aHusi K NPUMEHEHUIo
Mednouna™ tabneTku, NOKPbITbIE NNEHOYHON 06OMOYKON, NOKa3aHbl NPy CeayoLLKX,
BbI3BAHHbIX UYBCTBUTENbHBIMM K NIEBOCIOKCALIMHY MUKPOOPraHU3MaM1 MH(EKUMSX Y
B3pacnkic:

OcCTpbIii ranMopuT

OB0oCTpeHne XpoHUHEeCKoro 6poHxuTa

BreGonbHN4YHas NHEBMOHMS

OCNOXHEHHbIE UHAEKLIN MOYEBLIBOASLLEN CUCTEMbI, BKIIOYAs N1enoHedpuT

XpoHuyeckuii 6akTepuanbHbIi npocTaTuT

WHeKLMM KOXN 1 MATKUX TKaHei.
I'Ipmwaonoka:saumn
W3BecTHasa nosblleHHas YYBCTBUTENbHOCTL K HeEOwHOKCaLlVIHy wnu apyrum
aHTlAﬁaKTepVIaJ'IbeIM CpeacTBamM U3 rpynnbel XMHOMOHOB, @ Takke K BCnomoratenbHbIM
BelecTBaM, BXOAALLMM B COCTaB npenapara.
Onunencus.
[MopaxeHune CyXOXMnuil B aHaMHe3e, CBA3aHHOE C NPUMEHEHNEM aHTUGaKTepUanbHOro
CPe/iCTBa U3 rpynibl hTOPXMHOMOHOB.
[leTcknii N NOAPOCTKOBBIN BO3PACT.
BepeMeHHOCTb 1 nakTaums.

Oco6ble ykazaHus

[Mpy Ho30KOMMANbHbIX MHAEKUMSAX, BbI3BAHHBIX P.aeruginosa, BO3MOXHO, NoTpebyeTcst
KOMBMHALWSA C APYrvMY aHTUGMOTMKaMM.

Ecnu B nepvos neyeHus Unu nocre Hero Habmioaaetcs Tskenas ynopHas umnu
KpoBaBasi Auapesi, CrneAyeT MOMHWTbL O BO3MOXHOCTM NCEBAOMEMBPaHO3HOro
9HTepokonuTa, cesizaHHoro ¢ Clostridium difficile. Tpu nopgospeHUn Ha aTO neyeHve
npenapatom Mednouma™ cneyeT HeMeANeHHo MpekpaTUTh U, He 3aepXuBas,
HavyaTb COOTBETCTBYIOLIEE NOAAEpXUBaloLIee WK cneundindeckoe nevenue. Mpu

Mednouma™ Tabnetku npumeHsitoT 1 unm 2 pasa B AeHb. [Jo3a KoppekTupyetcs B
3aBMCUMOCTY OT XapaKTepa, TSKECTU MHAEKLIMN 1 YyBCTBUTENBHOCTM NPeonaraemMoro
narorexa.

POACIKUTENBHOCTL NEYEHNS 3aBUCUT OT TeUYEHIs 3aGoNeBaHNs.

Medrnouma™ TabneTkn nNpUHUMAalOT BHYTPb, HE pa3eBblBasi, 3anuBasi AOCTATOYHbIM
KOMNYECTBOM KNAKOCTH. Mp1 HEOBXOAUMOCTH B KOPPEKLINM A03bI AOMYCKAETCS AeMneHe
Tabnetok. TabneTkn MOXHO NpuHMMAaTL 3a 1 Yac o unm Yepes 2 Yaca nocne npuema
nuwy. [insi Toro 4Tobbl NPEAOTBPATUTE CHINKEHWE BCachiBaHusi, Tabnetku credyet
npuHAMaTL 3a 2 Yaca [0 UMW MOCME fpuema Conet Xeresa, aHTauuaoB WUim
cykpanbara.

PexuM [031poBaHMs Y NaUMEHTOB C HOPMAamnbHOI yHKUMEN Mnoyek (KNUpeHc
KpeaTuHuHa >50 Mn/MuH)

CyTouHas fo3a
Mokasanue (8 or
TAXECTH UHeKLun) HOCTb NedeHis

OcTpblii raiimopuT 500-750 mr 1 pa3 B AeHb 10-14 pHeit
OBocTpeHme XpoHU4eckoro BpoHxm1Ta 250-750 mr 1 pa3 B ieHb 7-10 aHen
BHeBonbHMYHas NHEBMOHUS 500-750 Mr 1 unu 2 pasa B AeHb 7-14 nHen
OcnoxHeHHbIe MHEKLMN Mo4eBbIBOASLLEN ;
CMCTeMbI, BKIIO4as nuenoHedput 250 wr 1 pas 8 exs 710 preit
XpoHueckuit GakTepuansHblit MpocTaTuT 500-750 mr 1 pa3 B AeHb 28 pHeit

i 250 mr 1 pa3 B ieHb unu o
VIHdpekummM KoxXu 1 MATKNX TKaHeR 500750 r 1 Wi 2 pasa B AeHs 7-14 pHeit

MoGouHoe peiicTene
YacToTa BO3HUKHOBEHUS: 04eHb YacTo (21/10); yacto (oT 21/100 ao <1/10); HevacTo (oT
>1/1000 go <1/100); peako (ot >1/10000 ao <1/1000); oyeHb peako (<1/10000); ¢
HEN3BECTHOM YacTOTOM (He MOryT BbITb OLIEHEHbI HA OCHOBE UMEIOLMXCA AaHHbIX).
UHepekyuu u uHsasuu
Hewyacmo: rpu6koBble UHdekyun (U nponudepauyns APYrux pe3ucCTEeHTHbIX
MUKPOOPraH13MOB).
Co P Kpoeu u
Heyacmo: nekonexns, 903uHopunmus;
PedKo: HelTponeHus, TPOMBOLMTONEHUS;
OyeHb pedko: arpaHynoLmTos;
C Heu3eecmHoll 4acmomoli: NaHUMTONEHNS, FeMONUTUYECKas aHEMUS!.
Cocmop yHHOU
OyeHb pedko: aHathnnakTUYECKNIA LLIOK;
AHahunakTMieckne 1 aHathunakTonHsIE PeakLmn MHOTAA MOTYT Pa3BUTLCS YXe nocne
BBE/IEHMS NIEPBON 103bI.
C Heu38ecmHoll yacmomol: peakum rUNepYyBCTBUTENBHOCTH.

obmeHa
Heqacmo. aHopekcusi;
OyeHb pedko: rMnornnkeMusi, 0cobeHHo y 6onbHbIX ¢ AnabeTom.
Meuxuyeckue HapyuwieHus!
Heuyacmo: 6eCCoHHULA, HEPBHOCTb;
PedKO: NCUXOTUYECKNe PacCTPONCTBA, AENPECCUsi, CMYTAHHOCTb CO3HAHMs,
BO36YX/EHNE, TPEBOXKHOCTb;
OueHb pedko: MCUXOTUYECKWE peakuuu C CyuumaanbHbiM MOBEAeHUEeM, BKMouas
cynumpanbHble MbiICn IJBVICTBVIﬂ, ranniouMHaumm.
Co cmopoHbI HEP8HOU cucmeMbl
He4acmo: ronoBoKpyeHe, 6eCCOHHULIA, COHMUBOCTL,
Pedko: NnapecTeaun, Tpemop, CyAoporu;

OdeHb pedKo: CEHCOPHble M CEeHCOMOTOPHble NMepudiepuyeckne Herdponatuu,
HapylLeHNs BKyca 1 3anaxa.

Co cmopoHbI 3peHus

OyeHb pedKo: HapyLUEHNS 3pEHNS.

Co cmopoHbI op2aHa clyxa u n1abupuHMHoL cucmemb!

Heyacmo: ronoBoKpyxeHue;

OyeHb pedKo: HapyLUEHNS cryxa.

CO0 CTOPOHBI CepieYHO-COCYAUCTON CUCTEMBI

TaKoM KIMHUYECKOM COCTOSIHUM NPenaparhl, NoAasnsioLne NepucTansTuky X
NpOTUBONOKA3aHk!.

Mpy NpUMEHeHUN aHTUBaKTEpUanbHLIX CPEACTB U3 PYNMbl PTOPXMHOMOHOB B PEAKUX
Crly4asix BO3MOXEH TEHAVHWT, KOTODbI B OTAEMbHLIX CrydYasix MOXET MpUBECTU K
paspbIBY axuUnioBa Cyxoxunmsi. ATo HeXenaTenbHoe BMEHNE MOXET BO3HMKHYTb Yepes
48 yacos nocrne Hauana neyeHns 1 BbiTb GunatepanbHeIM. PUck TeHAMHWTA 1 paspbisa
CYXOXWWSI BO3PACTAET Y MOXKUMbIX GOMbHBIX U Y MPUHMMAIOLLMX KOPTUKOCTEPOUAI,
noaToMy npu npumMeHeHuu npenapata Mednouna™ Heobxogumo HabnioaaTs 3a TakuMm
nauveHTamu. Mpu NOAO3PEHUN HA TEHAWHWUT CREedyeT HeMEeANEeHHO MpeKpaTUTh
Tepanuio npenapatom Mednouna™ u HauyaTb COOTBETCTBYHOLIEE fleyeHue (To ecTb
obecneynTb NOBPEXAEHHOMY CYXOXMUNNIO NOKON).

Kak v apyrve cropxuHonoHsl, Mednouna™ cneayet NpUMEHsTb C OCTOPOXHOCTBIO Y
nauneHToB, NpeapacnofioXeHHbIX K Cyaoporam, C npeawecTsylowmumM nopaxeHwem
TOfIOBHOTO MO3ra, OAHOBPEMEHHO C NpenapaTtamu, CHUXAIOWMMN CYAOPOXKHYIO
rOTOBHOCTb, TakuMu kak (heHBYdeH MNU CXOAHBIMU C HUM HECTepPOUAHBIMM
NPOTUBOBOCNANUTENbHBIMY CPEACTBAMM MM TEODUNIIMHOM.

CneayeT cobnofaTe OCTOPOXHOCTb MPU NPUMEHEHUU Y NALMEHTOB C
HEN0CTaTOMHOCTLIO [1110K030-6-thocdaTaernaporeHassl, Tak kak coobuianocs o
TEeMOMNNTUYECKNX PEaKLMSX NPU MPUMEHEHNM aHTUGAKTEpUanbHLIX CPEACTB U3 rpyNMbl
XVHOMOHOB Y 1aHHOM rPYNMbl GOMbHBIX.

Mpw noYeyHol HeaocTaToO4HOCTH Jo3a Npenapata Mednouma™ perynupyeTcsi ¢ y4eTom
KNUpeHca KpeaTuHUHA.

HecmoTpsi Ha TO 4TO hOTOCEH npu np! nesocrokcaumHa
HaBrioaeTcs O4eHb PeaKo, MaLMeHTaM He PEKOMEHAYETCS NOABEPraTbCs CUMbHOMY
COfTHEYHOMY MM WUCKYCCTBEHHOMY YnbTpacuoneToBoMy OBMyYeHuio, TakoMy Kak
npe6biBaHne B CONsApUN.

Pedko: T , TUNOTEH3MS;
CHeu3eecchu yacmomoli: Ha Kl YAIMHeHue nHTepeana QT.
i Knemxu u

Py P

Co

Pedko: 6ponocna3M OleILLIKa
OyeHb pedKo: annepruieckii THEBMOHMT.
Co
Yacmo: anapes, TOWHOTa;

Heyacmo: peoTa, 601b B XMBOTE, AUCTIENCHS,, METEOPU3M, 3aMOPbI;

PedKo: kpoBaBas Auapesi, KoTopas MOXET GbITb CUMITOMOM SHTEPOKONNTA, B TOM YM1Cie
nceBoMeMBPaHO3HOro KoNUTa.

Co
Yacmo: noBbllieHne YpOBHA nevyeHouHbIx depmeHToB (AT, ACT, wenoyHoin
hoccotasel, ITT).

Pedko: noBbiLLEHWE YPOBHS G1UNUpy6uHa B nnasme Kposu,

OyeHb pedko: renatnt

C HeussecmHoli Yacmomoli: XenTyxa, TsKernoe nopaxeHne yHKLM NeveHr, Bkoyas
OCTPYIO NEYEHOUHYI0 HEI0CTATOYHOCTb.

Co P KOXUu U i

Heyacmo: cbinb, 3ya;

PedKo: KpanusHuLa.

OyeHb PedKo: aHTMOHEBPOTUHECKMIA OTEK, PeaKLMi hOTOCEHCMBUNM3aLIMA.

C HeuzeecmHol yacmomod: TOKCWHECKUA 3NnAepMarnbHbIi HEKPONNS, CUHAPOM
CTuBeHca-[OHCOHa, MynbTU(OPMHAs KCCYAaTUBHAS SpUTEMa, MNepriapos.
Peakunu Co CTOPOHBI KOXM U CIIM3NCTBIX 0GOMOYEK MOTYT BO3HMKHYTb yXe focrne
BBE/IEHMS NEPBON /103b1.
Co

i mkaHu

B cBsian c TeM 4TO HekoTopble NOGoYHble 3pchekTbl, Haf npwv
npenapatom Mednouna™ MoryT yxyALatb CnoCoBHOCTb K KOHLIEHTPaLUMK BHUMAHUS U
PEaKUMOHHYIO CMOCOBHOCTL, 3TO MOXET MPEACTaBNsTh COGOI ONpeAeneHHbIi PUcK,
©0COBEHHO NPW yMpPaBEeHNM TPAHCTIOPTHLIMI CPEACTBAMM 1 paBoyeil TEXHIUKON.

Kak v npu npuMeHeHUW OPYruX XMHOMOHOB, COOBLLANOCH O HapyLIEHUsIX YPOBHS
[MII0KO3bl B KPOBW, B TOM YMCle CUMMTOMATUYECKON TAMEp- UMM TUMOMMKEMAN Y
NauMeHTOB C caxapHbiM AUaGeToM, OAHOBPEMEHHO MOMyYaloWnX nepopasnbHble
runornukemMmnyeckue cpeactsa (rMubypua/rnmbeHknamna) unu MHCYNuUH. Y aTux
GonbHbLIX criegyeT BHUMATENbHO CReAWTb 3a YPOBHEM [NOKO3bl B kposu. [pu
BO3HWKHOBEHUW UNOrNMKEMUYECKOn peakuun y SOHbHOI'O, nonyyatoulero neyexHue
npenapatom Mednoung™ cneayet HeMeaneHHO NPekpaTUTbL fleveHne U NpoBecTU
COOTBETCTBYIOLLLYIO TEpanmio.

Mpy NPUMEHEHUM XWHOMOHOB, B TOM 4Mcne nesodrokcalyHa, coobuanocs o
CepbesHblX, U MHOTa aTanbHbIX, PeakuMsx runepuyBCTBUTENLHOCTU W/Mnu
aHahunakTM4eckom LWoke.Takoro TMNa peakumm 4acto MOsBRSIOTCA Nocne npuema
nepsoii A03bl. HekoTopele peakunu HabrniofaloTcs OHOBPEMEHHO C CEpPAEYHO-
COCYAUCTHIM KOMMancoM, rMnoTeH3NeN/LLioKOM, Cyaoporamm, MnoTepen CO3HaHMs,
4yBCTBOM YOKEHWS KXW, @HTMOHEBPOTMHECKIIM OTEKOM, OZILILLIKOM, KPanuBHULIEH, 3yIoM
M APYIMMM CEPBE3HbIMI KOXKHBIMI PEaKLMAMU. NPy NepBOV e KOKHOW Chini NN APYIUX
KaKUX-MGO CAMNTOMAX FUNEepHyBCTBUTENBEHOCTU CriIeAyeT HEeME/NeHHO NpekpaTuTh
neyeHne nesocdnokcaumHom. MpuU Cepbe3HbIX OCTPLIX peakuusx
rUNepHyBCTBUTENBHOCTU MOXET NOTPeBOoBaThCS NpUMEHeHUe anuHedpuHa, a Takke
KWCNOpOAa, BHYTPUBEHHbIX XKUAKOCTEN, aHTUTNCTAMUHHBIX CPEACTB,
KOPTUKOCTEPOW/IOB, MPECCOPHBIX aMUHOB W MPOBEAEHUE APYIUX PEaHMMaLMOHHBIX
MepONpUsTiA, B TOM Y1cnie 0BecnedeHe NPOXOAMMOCTM [IbIXaTerbHbIX MyTeil.

Kak 1 npu neyeHun OpYruMu aHTUGMOTMKaMU, npUMeHeHue neBodriokcaumHa,
0COBEHHO ANUTENbHOE, MOXET MPUBECTU K PAa3MHOXEHWIO PE3UCTEHTHbIX
MUKPOOPraHM3MOB, MO3TOMY MpU MOBTOPHOM NEYEHUM YUYUTHIBAETCS COCTOSIHUE
nauveHTa. B criyyae nosiBneHust BO BpeMsi fEHeHUsi CynepuHMEKUNM [OMKHbI BbiTh,
MPUHATLI COOTBETCTBYIOLLNE MEPbI.

TNeBonokcauymH MoxeT GbiTb NPUUMHOIA CUHAPOMA YANUHEHWs uHTepsana QT unu
Torsades de Pointes, nosToMy He cneayeT MPUMEHATb Yy NaUMEHTOB B Cryvasx
YTOUHEHHOTO WM BOIMOXHOIO ANArHo3a BPOXAEHHOE yanMHeHne uHTepsana QT unn
Torsades de Pointes.

B3anmopgencTame ¢ ApYrUMM NIeKapCTBEHHBIMU CPEACTBaMU

AHMayudbl, cykpanbgham, conu xenesa, MynbmueumamuHb!

XoTs koMnnekcoobpasoBaHne C ABYXBANEHTHLIMU KaTUOHaMU MeHbLLE, YeM Y [pYrinX
XWHOMNOHOB, OAHOBPEMEHHOE NpuUMeHeHne npenapata Mednouna™ ¢ conamu xenesa,
cykpanbhaTom, MynbTUBUTAMUHHBIMU MpenapaTami, COAepXalyMu KaTHOHbI
MeTannoB (TakuMM Kak Xeneso) M LMHK, aHTaunaamu, COAepXalymn MarHui u
anioMUHUA, MOXET OTpULATeNbHO NOBMMATL Ha abcopbunio nesodrokcaumHa n3
XKENY0YHO-KMLIEYHOTO TpakTa U npuBecTu k Gonee HWU3KMM, YeM OXMAAeTCs,
KOHLIEHTPaLMAM. PeKoMeHayeTCs NpuHUMaTL Npenaparsl, Coepxaline 3T BelecTsa,
3a24aca o nu nocne npuema npenaparta Mednouma ™

TeogpunnuH

He coobuwanock o B3aumoaeiicTeum nesodnokcaumnHa ¢ TeobunnnHom. Mpumerexue
APYTVX XMHOMOHOB C TEO(UNIMHOM NPUBOANT K CHIDKEHMIO MMa3MEHHOI KOHLIEHTPaLMN
TeoNnNUHa, YANMHEHWNIO NEPUOAa MOMYBLIBEAEHWS 11 MOBBILIEHUIO PUCKA NOBOYHBIX
SBNEHUN, CBSA3aHHBIX C MPUMEHeHWeM TeodunnuHa B rpynnax GonbHbix. Mo aToi
NpUYUHE NPU OJHOBPEMEHHOM NPUMEHEHIN C NEBOIIOKCALIMHOM CrieAyeT TILaTenbHO
KOHTPONMPOBATL YPOBEHb TEOMUMNMHA U NPOBOANTE COOTBETCTBYIOLLYIO KOPPEKLMIO
£03bl. HesaBucUMO OT TOMO, CHU3MNCS YPOBEHb TEOMUINMHA UMW HET, BO3MOXHBI
no6oYHble 3chpeKTbl, B TOM YUCHE CYAOPOTN.

BapgpapuH

B MPOBEAEHHBIX KIMHUYECKUX UCCMIEA0BAHNAX HE OTMEYEHO B3aUMOAEGICTBUS MEXIY
neBonokcaUMHoM 1 BapdapiHoM. OHAKO B MOCTMApPKETUHIOBLIX UCCHEAOBAHMAX
coobLanock 0 Cnyyasx ycunewus addekta BaphapuHa npu OAHOBPEMEHHOM
npUMeHeHUn ¢ nesodriokcaLuHom. Mpu 3TOM Hapsiay C KPOBOTEUEHMEM Habnoaanocs
yBenuyeHne npoTpomM6UHOBOro BpemeHu. Mpu OAHOBPEMEHHOM MPUMEHEHUN
nesodgnokcaumHa u BapdapnHa HeobxoAWM TWaATENbHLIN MOHUTOPUHT
NPOTPOMBKHOBOTO BpEMEHM, MEXAYHAPOAHOrO HOPMAanM3oBaHHOro oTHoleHust (MHO)
M APYr1X COOTBETCTBYIOL{NX KOATYNALMOHHBIX TECTOB. MaLMEHTbI JOMKHBI HAXOAUTLCS
noa HabntofeHnem B CBA3M C BO3MOXHbIM KpOBOTEUEHNEM.

Pedko: nop , B TOM Yyucne TEHAUHWUT (Hanpumep, axunnosa
CYXOXMNUS), apTPanrusi, MUanrus;

OyeHb pedko: paspblB CyXOXWUIUA (MOXET BO3HUKHYTb B TeuyeHue 48 vacoB nocne
Hayana nedeHns n GbiTb ABYCTOPOHHUM), MbllueyHas cnabocTb (MOXeT umeTb ocoboe
3HaueHue Ans B6oMnbHbIX C MUacTeHnen);

C Heu3zgecmHoli yacmomoli: pa6uomwonm3

Co noyeku nymed

Heyacmo: NoBbILLEHME YPOBHS KpeaTUHIHA B NasMe KPOBY;

OdeHb pedko: OCTpas MOYeYHas HeAOCTATOMHOCTL (HanpuMep, CBf3aHHas C
WNHTEPCTULNANLHBIM HEChPUTOM).

OB6LVe HapyLIEHUsi U MeCTHbIE peakLn

Hevacmo: acteHus.

OyeHb pedko: NoBbILIEHNE TeMNepaTypbi.

C HeussecmHoli yacmomoli: 6onb (Bkntoyas 6onb B CMHe, rPyAN U KOHEUHOCTSX).
LOpyrve SABMNEHUS, Ci cnpl TOPXNHONOHOB:

- 3KCTPanMpamMnaHbIe CUMNTOMbI M APYTUe HapyLLEHMUS MbILLEYHON KoopANHaLM;

- BaCKyINMT rANepYyBCTBUTENBHOCTH;

- aTaku nopdupum y 60nbHbIx ¢ nopcnp

TPy NOSIBNEHUM HEXENaTeNbHbIX GQJQJSKTOB obpalianTecs k Bpauy.

Mepepo3npoBka

OxuaaeMble CUMNTOMbI OCTPOI NEPEO3MPOBKM NpenapaTom NPOSBMSIOTCS Ha yPOBHE
LEHTPanbHO HEPBHOI CUCTEMbI B BUAE CMYTAHHOCTM CO3HAHWS, FOMOBOKPY)KEHMS,
HapYLLIEHNSi CO3HAHWS, ANNMPUNAZIKOB, CO CTOPOHbI XEMYAO4HO-KULLIEYHOTO TpakTa — B
BU/iE TOLLIHOTI M 3PO3NI CIIM3UCTON OGOMOYKN KeNyaKa.

B KNUHUKO-apMaKoNorniyeckux UCCMeaoBaHUAX, NPOBEAEHHbLIX cynpa-
TepaneBTMYECKUMN [103amMK neBodiokcaumHa, Gbino yCTaHOBNEHO YANMHEHWe
nHTepsana QT.

Mpn nepenoavposke CrieayeT TilaTenbHo HabniofaTe 3a GONMbHLIM U NPOBOAUTH
camMnToMaTUYeckoe neveHue. Mpu OCTPON Nepeao3vpoBKe CcrieayeT nofymarb O
NPOMbIBAHUM Xenyaka. [ns 3aluTel CAU3NUCTON OBOMOUKN XKeryaka BO3MOXHO
NpUMEHeHNe aHTauMaoB. JIeBO(hIOKCaLMH He BbIBOAUTCS NOCPEACTBOM reMoauanisa,
nepUTOHearbHOro Anani3a 1 NOCTOSIHHOTO aMBYTIAaTOPHOTO NEPUTOHeANbHOMo AManuaa.
Cneundmr4ecKoro aHTUAOTA He CYLLECTBYET.

®dopma BbInycka

Mednouna™ 500 mr TabneTku, NOKpbITble MAEHOYHOW 0Gonoukoin. 7 TabneTtok B
6nuctepe.1 GnucTep B KOMMMEKTE C MHCTPYKUWER MO MPUMEHEHUI0 ynakoBaH B
KapTOHHY0 KOPOGKY.

Medcbriouma™ 750 mr TabneTtku, NOKpbIThbIE MAEHOYHOM OGomnoukoi. 7 Tabnetok
6nuctepe. 1 6nucTep B KOMNMEKTE C MHCTPYKUMENH MO NPUMEHEHWI0 ynakosaH
KapTOHHY0 KOPOBKY.

YcnoBus xpaHeHus

XpaHuTb Npu Temnepatype He Bbiwe 25 °C, B OPUTMHANBHON YNaKoBKE, B CyXOM
HEZlOCTYMHOM A5 IeTeN MecTe.

CpokrogHocT

3ropa.

He ncnonb3osaTs Nocrie UCTEHEHNs CPOKa rofIHOCTH.

YcnoBus oTnycka U3 antek

OTnycKaeTcsi Mo peLenty.

MpousBoauTens

[OporcaH Mnaynapel CaH. Be Tumx. A. L.
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