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I Darman vasitssinin istifadasi tizre talimat (xastalar tigiin)

| Klavera” BiD Forte daxilo gabul Giglin suspenziya hazirlamag Ggiin toz
Clavera” BID Forte

Beynalxalq patentlagdirilmamis adi: Amoxicilline/Clavulanic acid
| Torkibi
Tasiredici madda: 5 ml (1 dolu 6l¢ti gasigi) suspenziyanin tarkibinde 400 mq amoksisillin (amoksisillin trihidrat seklinds), 57 mq
| klavulan tursusu (kalium klavulanat seklinda) vardir
I Kémekgi maddsaler: silisium dioksid, ksantan gatrani, hidroksipropilmetilselliloza, kolloidal silisium dioksid, natrium saxarin,
metilparaben, kahraba tursusu, "qizil serbat" aromatizatoru, portagal aromatizatoru.
Tosviri
I Hall edildikds ag rengdan krem-ag rengs gadar, homogen, aromatizs olunmus suspenziya.
| Farmakoterapevtik qrupu
Genis tosir spektrine malik penisillin grupu antibiotiki (amoksisillin) ile beta-laktamazanin inhibitorundan (klavulan tursusu)
| ibarat olan kombinaolunmus preparat.
ATC kodu: JO1CR02
| Farmakoloji xtisusiyyatlari
| Amoksisillin, bir gox grammusbat ve grammanfi mikroorqanizmlera garsi genis bakterisid tasir spektrine malik yarimsintetik
antibiotikdir. Amoksisillin beta-laktamazalar terefinden dagiimaga maruz galir va buna gére de bu fermentlari hasil edan
| mikroorganizmlara qarsi fealliq géstermir. Klavulan tursusu qurulusca penisillinlare banzar olaraq, adstan penisillin ve
sefalosporinlere rezistent mikroorqanizmler terafinden hasil ediloen fermentler — beta-laktamazalarin genis spektrini
| inaktiviesmaye malikdir. Klavulan tursusu gqazaniimis derman rezistentliyi ilo alagali kliniki ehamiyyatli beta-laktamazalara qarsi
xtisusile aktivdir.
| Tarkibinda eyni zamanda amoksisillin v klavulan tursusunun mévcudlugu amoksisillini dagidan va yararsiz hala gatiren beta-
laktamaza hasil eden mikroorqanizmlerle térenen infeksiyalara qarsi preparatin fealigini temin edir. Belsliklo, genis
| antibakterial tesir spektrine malik amoksisillinin tesir spekiri daha da geniglenir (amoksisilline, diger penisillinlers ve
sefalosporinlers davamli olan bir gox bakteriyalara gars! tesiri daxil olmagla). Buna gére de Klavera” BID Forte genis tesir
I spektrina malik antibiotik ve beta-laktamaza inhibitoru xtisusiyyatlarine malikdir.
Farmakodinamikasi
I Adatan hassas ndvler: Aerob grammiisbat mikroorqanizmler: Bacillus anthracis, Enterococcus faecalis, Listeria
. . PRI * i *3
| monocytogenes, Nocardia asteroides, Staphylococcus aureus (metisilline hassas)*, Streptococcus agalactiae™,
Streptococcus pyogenes* ve diger beta-hemolitik streptokokklar*®, Streptococcus viridans qrupu, Staphylococcus
| saprophyticus (metisilline hassas); Aerob grammenfi mikroorganizmler: Bordetella pertussis, Haemophilus influenzae’,
Haemophilus parainfluenzae, Helicobacter pylori, Moraxella catarrhalis*, Neisseria gonorrhoeae, Pasteurella multocida, Vibrio
| cholera; Digar mikroorqanizmlar: Borrelia burgdorferi, Leptospira ictterohaemorrhagiae, Treponema pallidum; Anaerob
| qrgmmﬂsbet mikroorganizmlar: Clostridium spp., Peptocgccqs niger, Peptostreptococct{s magnus, Peptostrgptococcus
micros, Peptostreptococcus spp.; Anaerob grammeanfi mikroorganizmler: Bacterodies fragilis, Bacteroides spp.,
| Capnocytophaga spp., Eikenella corrodens, Fusobacterium nucleatum, Fusobacterium spp., Porphyromonas spp., Prevotella
spp.. Qazanilmis rezistenlik kimi problemi ola bilen névler: Aerob grammenfi mikroorqanizmlar: Escherichia coli*, Klebsiella
| oxytoca, Klebsiella pneumoniae*, Klebsiealla spp., Proteus mirabilis, Proteus vulgaris, Proteus spp., Salmonella spp., Shigella
spp.; Aerob grammiisbat mikroorqanizmler: Corynebacterium spp., Enterococcus faecium’, Streptococcus pneumoniae*”?,
| Viridans group streptococcus’. Tabii rezistentliyi olan organizmler: Aerob grammanfi mikroorqanizmler: Acinetobacter spp.,
Citrobacter freundii, Enterobacter spp., Hafnia alvei, Legionella pneumophila, Morganella morganii, Providencia spp.,
| Pseudomonas spp., Serratia spp., Stenotrophomas maltophilia, Yersinia enterolitica; Diger mikroorganizmler: Chlamydia
pneumoniae, Chlamydia psittaci, Chlamydia spp., Coxiella burnetii, Mycoplasma pneumoniae, Mycoplasma spp..
I *Qazanilmig rezistentlik mexanizmi olmadiqda tebii orta hessasliq.
| ® Metisilline rezistent olan bitiin stafilokokklar amoksisillin/klavulanata da rezistentdir.
" 10%-den gox tezliyinde Avropa Birliyinin 6lkelerinde azalmis hassasligi hagginda bildirilen stammlar.
| ?Penisillina rezistent olan Streptococcus pneumoniae amoksisillin/klavulanat ile mialice olunmamalidir.
° Beta-laktamaza hasil etmayan amoksisilline hassas olan organizmler amoksisillin/klavulanata da hassas ola biler.
| * Klinik tedgiqatlarda amoksisillin/klavulanatin effektivliyi mtuayyan edilmisdir.
Farmakokinetikasi
| Sorulmasi
Daxils gabul edildikds har iki komponent — amoksisillin ve klavulan tursusu — tez va tamamils sorulur. Har iki komponentlarin
| farmakokinetikasi eynidir. Plazmada maksimal konsentrasiyaya 1 saatdan sonra gatir. Amoksisillin ve klavulan tursusu az
| migdarda gan ziilallari ils birlasir; taqriben 70% plazmada sarbast sakilds tapilir.
Paylanmasi
| Tagriban 18% amoksisillin ve 25% klavulan tursusu plazma zdilallari ils birlasir. Gériinen paylanma hacmi amoksisillin Gigtin 0,3-
0,4 1/kq, klavulan tursusu tictin 0,2 I/kq teskil edir.
| Biotransformasiya
Amoksisillin gisman metabolizma ugrayir, klavulan tursusu isa intensiv metabolizs olunur.

| WHCTpYKUUS MO MeAMLIMHCKOMY MPUMEHEeHMIo npenapata (4515 nauueHToB)

| KnaBepa™ BU[ ®opTe Cyxoi NOPOLLIOK A NPUTOTOBNEHWS CYCNEeH3NN ANs NpyemMa BHYTPb
Clavera” BID Forte

| CocTaB
B 5 M (B NONHOM MePHO NOXKE) CyCrneH3um coaepxaTtcsi:
| AkmueHble eewjecmesa: amokeuumnnvH 400 Mr (B chopMe amoKCUUMNnuHa Tpuruapara), knasyrnaHoBas kucrnota 57 mr
(B hopMe knaBynaHara kanwsi)
| BcriomozameribHble 8ewjecmea: KpeMHUsi MOKCUA, KCaHTaHoBasi kamefb, MMApOKCUNPONUIMETUILIENoN03a, KpeMHUS
[IMOKCU, KONMOWAHBIN, HATPUS caxapyH, MeTunnapabeH, iHTapHas KUCoTa, apoMaTi3aTop «30510TON CUPON», apoMaT3aTop
| anernbCHHOBII.
Onucanue
I Mocne pa3seaeHuUsi roMoreHHas, apoMaT3MpoBaHHas CycneHaus ot 6enoro 4o kpemosato-6enoro LeTa.
| ®dapmakoTepaneBTUYecKas rpynna
AHTUBMOTUK rpy bl NEHULUIMMHOB LUMPOKOTO CNeKTpa AeNCTBUS C MHIMBUTOpOM GeTa-nakTamas.
| Kop ATX: JO1CR02
®dapmakonornyeckme CBOMCTBa
| AMOKCULIMINIMH — NOMNYCUHTETUYECKWIA @aHTUBMOTHK C LUMPOKUM CMEKTPOM GakTepuLMAHOTO AENCTBUSI B OTHOLLEHUM MHOTUX
rpPaMMoSIOKUTENbHBIX 1 FPaMOTPULATENbHbIX MUKPOOPraHM3MOB. AMOKCULMINIMH MoaBepraeTcs paspyluenuto Geta-
| nakTamasamy 1 Mo3TOMy HeakTUBEeH B OTHOLLEHWM MUKPOOPraHu3MOB, MPoAyLMpYOLMX 3T depMeHThl. KnaBynaHosas
Kucnota, byayym CTPYKTYPHO MOXOXKEN Ha NeHULMNIMHBI, 06nafaeT cnocoBHOCTLIO MHAKTUBMPOBATL LUMPOKUIA crekTp GeTta-
I nakTamas — epmMeHTOB, KOTOpble O6bLIYHO MPOAYLMPYIOT MWUKPOOPraHW3Mbl, PE3UCTEHTHbIE K MEeHULUNANHaM u
| uedpanocnopuHam. OcobeHHO akTBHa B OTHOLLEHUM GeTa-naktamas, ¢ KoTopbIMU CBsi3aHa NpuobpeTeHHas nekapcTBeHHas
PE3NCTEHTHOCTb.
| Hanuuve B coctaBe 0HOBPEMEHHO aMOKCULMINIMHA U KNaBynaHOBOI KUCMOThI 0BecneynBaeT akTMBHOCTb B OTHOLIEHUM
WHEeKUMIA, BbI3bIBAEMbIX MUKPOOPraHM3Mamu, Kotopble, BblpabaTbiBasi GeTa-naktamasbl, paspylualoT v NpuBOASAT B
| HeroAHOCTb aMOKCULIMINWH. Takum 06pasom, CNekTp aMOKCULIMINMHA — aHTUBMOTUKA C LUMPOKUM CNEKTPOM AeVCTBUS — eLle
6onbLue paclumpsietcs. Moatomy Knasepa™ B[ ®opTe obnagaeT cBoiicTBaM1 aHTUBMOTIKA C LUIMPOKUM CIEKTPOM AeACTBUS 1
| VHrMbuTopa GeTa-nakTamas.
®apmakoOuHamuka
| O6bI4HO YyBCTBUTENbHbIE BUAbI: [pamnonoxuTensHble asapobHble MukpoopraHuambl: Bacillus anthracis, Enterococcus
| faecalis, Listeria monocytogenes, Nocardia asteroides, Staphylococcus aureus (4yBCTBUTEMbHbIE K METULMIMUHY)®,
Streptococcus agalactiae®, Streptococcus pyogenes® n ppyrue 6eTa-remonuTUHeckMe CTPenTOKOKKM®, Streptococcus
| viridans, Staphylococcus saprophyticus (4yBcTBUTENbHBIE K MeTUUMNNMHY), Koarynasa-HeraTuBHble CTaUIOKOKKN
(4yBCTBUTENBHBIE K METULMNNMHY); MpamoTpuLaTenbHble aspobHble MUKpoopraHuambl: Bordetella pertussis, Haemophilus
| influenzae’, Haemophilus parainfluenzae, Helicobacter pylori, Moraxella catarrhalis*, Neisseria gonorrhoeae, Pasteurella
multocida, Vibrio cholera; Mpouve mukpoopraHuambl: Borrelia burgdorferi, Leptospira ictterohaemorrhagiae, Treponema
| pallidum; TpamnonoxwuTenbHble aHaspobHble MUKpoopraHuambl: Clostridium spp., Peptococcus niger, Peptostreptococcus
magnus, Peptostreptococcus micros, Peptostreptococcus spp.; MpamoTpuuaTenbHble aHaspobHble MUKPOOPraHU3MbI:
| Bacterodies fragilis, Bacteroides spp., Capnocytophaga spp., Eikenella corrodens, Fusobacterium nucleatum, Fusobacterium
spp., Porphyromonas spp.,Prevotella spp.. Buabl ¢ BO3MOXHOI npofnemoii pe3aucTeHTHOCTU Tuna npuobpeTeHHON:
I pamoTpuuatenbHble aapobHble MukpoopraHuamel: Escherichia coli*, Klebsiella oxytoca, Klebsiella pneumoniae®, Klebsiealla
| spp., Proteus mirabilis, Proteus vulgaris, Proteus spp., Salmonella spp., Shigella spp.; MpamnonoxuTtensHble aapobHbie
MuKpoopraHuamel: Corynebacterium spp., Enterococcus faecium”, Streptococcus pneumoniae*”?, Viridans group
| streptococcus’. MUKPOOPraHU3Mbl C €CTECTBEHHON PE3UCTEHTHOCTbIO: MpamMoTpuuaTenbHble a3pobHbIE MUKPOOPraHU3Mbl:
Acinetobacter spp., Citrobacter freundii, Enterobacter spp., Hafnia alvei, Legionella pneumophila, Morganella morganii,
| Providencia spp., Pseudomonas spp., Serratia spp., Stenotrophomas maltophilia, Yersinia enterolitica; Tpoune
Mukpoopranuamel: Chlamydia pneumoniae, Chlamydia psittaci, Chlamydia spp., Coxiella burnetii, Mycoplasma pneumoniae,
| Mycoplasma spp..
" CpenHsisi ecTecTBeHHast YyBCTBUTENbHOCTL 663 MeXaH13Ma NPUOBPETEHHON PE3UCTEHTHOCTY.
I ® MEeTULMNIMH-PE3NCTEHTHBIE CTAatOUITOKOKKM TaKKe PE3NCTEHTHBI K aMOKCULIMIIIMH/KNaByrnaHary.
| " LLITaMMbl CO CHVKEHHOW YyBCTBUTENBHOCTBIO, O KOTOPbIX COOBLANOCh B CTpaHax EBpOcoi3a ¢ 4acToToil BCTpe4aeMocTu
6onee 10%.
| ? K NeHUUMnnmMH-peancTeHTHbIM Streptococcus pneumoniae He criesyeT NPUMEHsITb aMOKCULMINNH/KNaByiaHar.
° MUKpOOpraH1ambl, He NpoayLMpyloLmne GeTa-nakramaay, YyBCTBUTESbHbIE K aMOKCULMITIMHY, Takke MOryT 6biTh
| YYBCTBUTENbHbBI K aMOKCULMNMWH/KNaBynaHary.
* 3pheKTUBHOCTb aMOKCULIMIIIMH/KNaBynaHaTa ycTaHOBMNEeHa B KIMMHUYECKUX UCCIEoBaHNSIX.
| ®apmaKoKuHemuka
BcacbisaHue
I Mpy npueme BHYTpb 0Ga KOMMOHEHTa Mpenaparta — amMOKCULMIMMH U KnaBynaHoBasi KUCIOTa — BbICTPO M MOMHOCTHIO
| BcacbiBatoTCsl. PapMakokMHeTMKa aMOKCULMINMHA W KMaByNaHOBOM KUCMOThI cxopHa. MakcumanbHasi KOHLEeHTpauus B
nnasve gocturaetcs yepes 1 yac. HeGornbluoe KONMMYECTBO aMOKCULIMIMMHA U KNaBynaHOBOW KWUCMOThI CBS3bIBAETCS C
| 6enkamu KpoBu; NpUMepHo 70% oBHapyxvBaeTcs B nna3me B cBOG0AHOM BUAE.
Pacnipedenerue
| MpubnuautensHo 18% amokcuumnnuHa n 25% knasynaHOBOW KUCNOTbI CBA3bIBAETCS ¢ 6enkamm nnasmbl.
Buaumblii 06bem pacnpeaenenus amokenumnnuua 0,3-0,4 n/kr, knaBynaHoBow kucnoTsbl — 0,2 n/kr .
| BuompaHcgopmayusi
AMOKCVLIMNINH NoABeEpraeTcs YaCTUHHOMY MeTabonuamy, knaBynaHoBas KUCNoTa — MHTEHCMBHOMY MeTabonmamy.
I BrigedeHue
| CpenHuin nepuop, nonyBbiBeAeHNst aMOKCULIMIIIMHA/KINaBYNaHOBO KUCMOTbI Y 3[0POBbIX MWL, COCTaBMsieT npumepHo 1 vac,
cpeaHui 06LLMIA KTMpeHe —NpumepHo 25 n/vac.
| Mocne npuema BHyTpb Tabnetok Knasepa BUL 250 mr/125 mr ve ya 500 Mr/125 Mr B TeueHWe NepsbIxX 6 4acos npumepHo 60-
70% amokcmumnnuHa n 40-65% knaBynaHOBOW KUCMOTbI BbIBOAUTCS B HEM3MEHEHHOM Bue ¢ Mo4oi. OHOBPEMEHHBIV MpuemM
| ¢ npobeHeLOM 3aMeAsISEeT BbiBEAEHNE aMOKCULIMITIMHA, HO HE BNUSIET HA MOYEYHOE BblENEeHNE KIaBynaHOBOW KUCTOThI.
MokasaHus kK npUMeHeHUIo

Xaric olunmasi

Saglam saxslarde amoksisillin/klavulan tursusunun orta yarimxaricolma doévri tagriben 1 saat, orta tmumi klirens isa tegriban
25 |/saat toskil edir.

Klavera™ BID 250 mq/125 mq ve ya 500 mq/125 mq tabletlerin daxile gebulundan sonra ilk 6 saat arzinde amoksisillinin tagriben
60-70%-i, klavulan tursusunun isa teqriban 40-65%-i dayisilmemis sakilde sidikle xaric olunur.

Probenesidle birge gabulu amoksisillinin xaric olmasini lengidir, lakin klavulan tursusunun béyraklerle xaric olunmasina tesir
etmir.

istifadesine gostarigler

Klavera™ BID Forte agagida sadalanan amoksisilline davamli beta-laktamazalar hasil eden stammlari ile térenen infeksiyalarin
mualicesinda istifads olunur:

Yuxari tenaffis yollarinin infeksiyalari (o cimladen LOR—-organlarinin infeksiyalari): tonzillit, sinusit, orta otit

Asag tenaffus yollarinin infeksiyalari (o ctimladan xronik bronxitin keskinlesmasi, pnevmoniya)

Boyrak va sidikgixarigi yollarinin infeksiyalari (o cimladan sistit, uretrit, pielonefrit)

Dari ve yumsaq toxumalarin infeksiyalari (o cimladen selltilit, heyvanlarin diglomasi)

o Dislerininfeksiyalari (o climleden dentoalveolyar abses).

Oks gostariglar

Anamnezda penisillinlara, sefalosporinlars, digar beta-laktam antibiotiklora va ya preparatin terkibindaki komponentlarden har
hansi birina qarsi ytiksak hassasliq.

Anamnezdas amoksisillin/klavulan tursusu ve ya penisillindan istifadasi il alagali sarilig/qaraciyar catismazligi.

Xiisusi gostariglar

Miialiceni baslamazdan avval xastenin anamnezinds penisillin, sefalosporin ve digar allergenlara garsi hiperhassasliq
reaksiyalari haqqinda ssasl olaraq malumat toplamaq vacibdir. Penisillinlerle mialice zamani ciddi, hatta tek-tek hallarda
olumla naticalenan hiperhassasliq (anafilaktoid) reaksiyalari hagqinda malumat verilmisdir. Bels tip reaksiyalar anamnezda
penisillinlera yliksak hassasligi olan sexslards daha tez-tez rast galinir.

Amoksisillindan istifadasi ile alagali qizilcaya banzar sepgi misahids olundugundan infeksion mononukleoza stibha oldugda
Klavera"BID Forte ile mualiceden gekinmak lazimdir.

Klavera” BID Forte ile uzunmiiddatli istifadesi nadir hallarda rezistent organizmlerin goxalmasina sabab ola biler.

Klavera™ BID Forte ve peroral antikoaqulyantlar qebul edsn xastelerde nadir hallarda protrombin ve qanaxma middatinin
uzanmas! haqqinda bildirilmisdir. Gosterilon preparatlar eyni zamanda istifade eden xasteler mivafiq nazarst altinda
saxlaniimalidir. Antikoaqulyantlarin lazimi seviyyasini saxlamaq tglin daxile gebul edilon dozalarin tenzimlenmasine ehtiyac
olabiler.

Bozi xestelerde Klavera™ BID Forte preparatinin istifadesi zamani garaciyerin funksional testlerinds deyisiklikler miisahide
olunur. Bu dayisikliklarin klinik shemiyyati malum deyil, lakin Klavera” BID Forte preparati qaraciysr funksiyalarinin pozulmasi
zaman! ehtiyatla istifade olunmalidir.

Nadir hallarda agir ola bilen, lakin dénan xolestatik sarilig hagginda malumat verilmisdir. Bu zaman simptomlarin miialice
tamamlandigdan sonra 6 hafte arzinde meydana gixa bilacayini nezerds saxlamaq vacibdir.

Boyrok catismazligi olan xestslerds Klavera” BID Forte preparatinin istifadesi gatismazliginin deracesinden asili olaraq
tenzimlenmalidir.

Sidiyin langimasi olan, asasan parenteral mualice alan xastalards ¢ox nadir hallarda kristalluriya miisahide olunmusdur. Yiksak
dozalarda amoksisillinin tetbigi zamani miimkin amoksisillin kristalluriyani azaltmagq tGglin adekvat mahlulun gabulu va sidiyin
xaricolunmasini saxlamaq tévsiya olunur.

Klavera™ BID Forte suspenziyanin har 5 ml-de 23 mq-dan (1 mmol-dan) az natrium var; yeni shemiyyat kasb etmeyacek gedar
azmiqdardadir.

Klavera™ BID Forte suspenziyanin terkibinde metilparaben vardir, hansi ki allergik reaksiyalara (ola bilsin, lengedici) sebeb ola
bilar.

Digar darman vasitalari ila qarsiligh tasiri

Probenesid

Probenesid amoksisillinin béyrek kanalciq sekresiyasini azaldir. Klavera™ BID Forte preparati ile birge gebulu zamani
amoksisillinin plazmada konsentrasiyasi arta bilsr, klavulan turgusunun iss yox. Bu ssbabdan Klavera” BID Forte preparatinin
probenesidls birge gabulu tévsiya edilmir.

Allopurinol

Amoksisillinle miialice miiddstinds allopurinolun istifadasi allergik deri reaksiyalarinin yaranma ehtimalini artira biler. Klavera™
BID Forte ile allopurinolun eyni zamanda istifadesi haqqinda meslumat mévcud deyil.

Peroral kontraseptivler

Diger antibiotikler kimi Klavera™ BID Forte asag estrogen reabsorbsiyasina sebab olan bagirsaq florasina tesir gésters biler ve
kombinaolunmus peroral kontraseptivlerin tasirini azalda biler.

Peroral antikoaqulyantlar

Bdabiyyatda asenokumarol va ya varfarin ilo eyni zamanda amoksisillin ile mualiceni alan xastalerde ganaxma vaxtinin
uzanmasi hallari hagqinda bildiriimisdir. Homin preparatlardan birgas istifadasina ehtiyac oldugda protrombin ve ganaxma vaxti
ciddi nazarat altinda saxlanmalidir. Bundan basqga, peroral antikoaqulyantlarin doza tenzimlenmasina ehtiyac ola bilar.
Metotreksat

Penisillinler metotreksatin xaricolunmasini azalda biler ve toksikliyin yaranma ehtimalini artira biler.

Hamilalik ve laktasiya dovriinds istifadasi

Hamilslik

Hamils gadinlarda istifadesina dair tecriibe mahdud oldugundan butiin diger derman vasitslerinds oldugu kimi, agar hakim
zaruri bilmirsa, istifadasindan ¢akinmak lazimdir, xtisusan da ilk trimestrda.

Laktasiya

Preparatin har iki tesiredici madda ana sudiine kegir. Laktasiya dévriinds amoksisillin/klavulan tursusu yalniz ehtimal olunan
fayda potensial riskden tistiin oldugda istifade olunmalidir.

Naqliyyat vasitalerini va diger potensial tehliikali mexanizmlari idaraetma qabiliyyatina tasiri

Naqliyyat vasitaleri va mexanizmlari idareetma gabiliyyatine manfi tasiri hagqinda malumat yoxdur. Buna baxmayaragq istifada
zamani ehtimal olunan slave reaksiyalar (allergik reaksiyalar, basgicallonma, qicolmalar kimi) nagliyyat vasiteleri ve
mexanizmleri idareetms qabiliyyatine tesir gostere biler.

Istifade qaydasi ve dozasi

Klavera”BID Forte suspenziyasi giinds 2 dafe gabul olunmalidir. Miialice miiddati géstarislere miivafiqdir ve hakim nazarsti
olmadan 14 ginden artiq olmamalidir. Klavera™ BID Forte suspenziyasi daxile qsbul Ggindir ve made-bagirsaq trakti

Knasepa" BU[] ®opTe NpUMEHSIETCS ANs NEYEHUs HKECTEAYIOLINX UHDEKLMIA, BBI3BAHHBLIX YCTOMYMBBIMU K aMOKCULIITINHY

LUTaMMamu, NpoAyLIMpPYIOLLMMKM GeTa-nakTamasb:

o VIHeKumm BepXHUX AbIXaTenbHbIX MyTei (B TOM Yncne uHgekummn JTOP-opraHoB): TOH3UNUT, CUHYCUT, CPeaHWIA OTUT

*  VHdeKUMm HWKHIX AbIXaTerbHbIX NyTeii: OCTPbIA GPOHXUT U (B TOM Yncrie 060CTPEHNE XPOHUYECKOro BpoHXUTa,
MHEBMOHMSA)

o VIHeKUMM NoYeK M MOYEBbLIBOASLLMX NYTeN (B TOM YMCHE LUCTUT, YPETPUT, NUENoHedpuT)

e VIHeKunm KOXM 1 MArKUX TKaHei (B TOM YMCne LENMIoNNUT, YKYCbl XUBOTHBIX

e OpoHTOreHHble MHMeKUMM (B TOM Y1cre AeHToanbBeonsipHeIv abelecc).

MpoTuBonokasaHus

MoBbILLEHHAst YYBCTBUTENBHOCTb B @aHaMHE3€ K NEHULMIIIMHAM, LiedarnocrnopuHam, Apyrum 6eta-nakramHbIM aHTMGroTkam

1N K Nio6omy 13 KOMMOHEHTOB Npenapara.

Hanuune B aHaMHe3e ykasaHWii Ha XenTyxy/HapyleHUst yHKLUMM NeYeHW, CBsA3aHHble C NPUMeHEeHneMm

aMOKCULMINMHA/KNaBYNaHOBO KUCOTbI MU NEHNLMINHA.

OcoGble yka3zaHus

Mepen Hayanom Tepanuu HeoBXOAMMO TLIATENbHO BbIACHUTL PEaKLUU rUNepyHyBCTBUTENbHOCTU Ha MEeHULMINHDI,

LiechanocrnopuHbl 1 Apyrie annepreqbl B aHamHese naumeHTta. CoobLianock o cepbesHbiX U Aaxe ¢ daTarnbHbIM UCXoAoM

peakunax rmnepyyBCTBUTENBHOCTY (aHaPUNaKTOMAHbLIX peakuusix) Npy NeYeHn NeHnUMnIrHamu. Takoro Tuna peakuum

BCTPeYaroTcs 0COBEHHO HYacTo y NioAel C NOBbILEHHO YyBCTBATENbHOCTLIO K NEHULMNNMHAM B aHaMHese. B cBa3n ¢ Tem 4To

npy NPUMEHEHUM aMOKCULIMIIIMHA BO3MOXHO MOSIBNIEHWE KOPErnofOMnHOW CbinNu, B Cllyyae NoA03peHust MHGEKLMOHHOMo

MOHOHyKreosa crielyeT BO3AepXaTbcsi OT npuMeHeHus npenapara Knasepa” BU[ dopte. [inuTenbHoe ucnonb3osaHue

npenapara B peAKkux Cry4asix MOXeT CTaTb NPUUYNHON PA3MHOXEHUS PE3VUCTEHTHBIX OPraH3MOB. Y MaLMeHTOB, MPUHUMALOLLUX

Knasepa" BW[ ®opTe M nepopanbHble aHTUKOAarynsHTbl, COOBLIAnoch O Peakux Cryyasix YANMHEHWs MPOTPOMUHOBOTO

BPEMEHM 1 BpeMeHV KpoBoTeueHUst. MaLmneHTbl, OfHOBPeMEHHO NpUHUMaLOLLVE yKasaHHbIe Npenapartbl, AOMKHbI HAXOAUTLCS

noA KoHTponem. [insi nogaepxaHus HeoBXOAMMOTO YPOBHSI @HTUKOAryrsiHTOB MOXET MoHaaobuTbcsi KOppekuusi Ao3,

NPUHMMAEMbIX BHYTPb. Y HEKOTOpbIX NALUMEHTOB Mpu uMonb3oBaHMM npenapata Knasepa" BU[ dopre oTmeuaroTcs

M3MEHEHWsIMU  (PYHKLIMOHANbBHBIX TECTOB MEeYeHW. XOTsi KIMHUYEecKast 3Ha4MMOCTb 3TUX M3MEHEHUA MOXET MEHSITbCS,

npenapar crieflyeT NpuUMeHsiTb C OCTOPOXHOCTbIO MPU HapyLUeHnn yHKUMM neveHn. CoobluaeTcst 0 pasBuUTAM B PeaKunx

cryyasix Tshxernoit 06paTMMoi XonecTaTu4eckom XenTyxXu, 1 B 3TUX CIyYasix He06XOANMO UMETb B BUZY, HTO CUMMTOMbI MOTYT

NoSIBUTLCA B TeueHne 6 Heaenb Mocrie OKOHYaHWS NMEYEHUs. Y MaLUeHTOB C MOYEYHOI HEJOCTAaTOYHOCTbIO MPUMEHeHue

npenaparta Knasepa” BU[] ®opTe KoppekTUpyeTcs B 3aBUCHMOCTM OT CTeMNEHN HEAOCTAaTOMHOCTY. Y NALUMEHTOB C 3aAePXKOi

MOYEUCTYCKaHUsl, B OCHOBHOM HaxXO[SILUMXCA Ha NapeHTeparnbHOM FeYeHWW, B OYeHb Peakux cnydvasx Habniogaetcs

kpuctannypus. [ins Toro 4tobbl CHU3NUTL KPUCTaNypuio, BO3MOXHYIO MPY NPUMEHEHUM aMOKCULMINNHA B BbICOKWX [03aX,

pekomeHAyeTCst afeKBaTHbIV NPUEM KNAKOCTU U NOAAEPXKaHNe MOYeBbIAENeHNs.

Kaxable 5 mn cycnensun Knasepa™ BU[ dopTe copepxat MeHee 23 Mr (MeHee 1 MMOfIb) HATpUsi; MU TakoM KOnMyecTse

HaTpus He TpebyeTcs kKakux-nnbo 0cobbIX yKasaHwii.

Cycnenaus Knasepa" B[ ®opTe conepxunT MeTunnapabeH, KoTOPbI MOXET Bbi3BaTb anfepruieckne peakumnm.

B3aumopeiicTBME C APYrMMU NekapCTBEHHbIMU CpeACcTBaMM1

Mpobeneuns

MpobeHeumna cHUxaeT MoveyHylo TyBOymnsipHylo cekpeLuio amokcuumunnvHa. Mpu ogHOBpeMeHHOM mpueme ¢ mpenapaTtom

Knasepa™ BW[ ®opTe BO3MOXHO MOBbILLIEHWE CbIBOPOTOYHOM KOHLIEHTpALMWU aMOKCULIMIININHA, MPWU 9TOM KOHLEeHTpauus

KrnaBynaHOBOW KVUCMNOTbl HE MEHSIETCH. B CBA3M € 3TUM He pekoMeHAyeTCs OAHOBPeMeHHbIN npuem Knasepa™ B[ dopTe ¢

npobeHeLnaoMm.

AnnonypuHon

MpumeHeHne annonypuHona B Nepuos, NEYeHNst aMOKCULIUINIMHOM MOXET YBENMYUTL PUCK BO3HUKHOBEHUS annepruyeckmx

KOXHbIX peakuuii. HeT nHgopmMaLmy OTHOCUTENBHO OOHOBPEMEHHOTO NpuMmeHeHust npenapata Knasepa™ BU[ doprte ¢

annonypuHosIom.

MNepopanbHble KOHTPaLEeNnTMBbI

Kak n apyrue antnuénotukn, Knasepa™ BU[ dopTe MOXET BO3AENCTBOBATL Ha KULLEYHYHO hriopy, SBNSIOLLYIOCS MPUYUHOA

HU3KoM peabcop6Lmm 3CTPoreHa, U NOHMXKaTb 3 PEKTUBHOCTL KOMUHUPOBAHHbBIX NEPOpanbHbIX KOHTPALIENTUBOB.

MNepopanbHble aHTUKOArynaHTbI

CoobLuanock o cryyasix yAnMHEHUs BpeMeH) KpOBOTEYEHNS! Y NaLMEHTOB, NPUHUMAIOLLMX aMOKCULIUINIMH OHOBPEMEHHO C

aLeHoKyMapornom unu BapgapuHom. B crnyyae Heo6xoaMMOCTU COBMECTHOTO MPUMEHEHUS yKasaHHbIX NpenapaToB credyet

KOHTPOMMPOBaTh MoKa3aTeNnn BPEMEHW KPOBOTEYEHUs! M MPOTPOMGWMHOBOrO BpemeHu. Kpome Toro, MOXeT BO3HUKHYTb

HeoBX0ANMOCTb KOPPEKLM A03bl NepoparibHbIX aHTUKOArynsiHTOB.

MeTotpekcar

MeHnuUMnNMHBI MOTYT 0CNabuTk BbiBeAeHe MeToTpeKcaTa v MOBbICUTb PUCK Pa3BUTUS TOKCUYHOCTU.

MpumeHeHe Bo BpeMsl 6epeMeHHOCTU U B Nepuoa nakTauum

BepemeHHocmb

B cBAI3K C orpaHnyeHHbIM OMbITOM UCMONb30BaHKS Npenaparta y 6epeMeHHbIX XEHLWH, crieayeT usberatb NPUMEHeHNs BO

Bpemst 6epeMeHHOCTH, Kak 1 BCeX ApyrvX NekapCTBeHHbIX CPeAcTB, 0COBEHHO B NepBOM TPUMECTPE, €CNN TOMbKO Bpay He

COYTET 3TO HEOBXOAUMBIM.

Jlakmauyus

Oba aKTVBHbIX KOMMOHEHTa npraparta — aMOKCULIMIMVH W KNaBynaHoBasi KUCMOTa — MPOHWKAKOT B FPYAHOE MOMOKO, MO3TOMY

npenapar crnegyeT NpyHUMaTh TOMbKO B TOM Clyyae, KOraa BO3MOXHAs MoMb3a NpUMEHeHUs npeBbillaeT NoTeHUManbHbIii

puckK.

BrnusiH1e Ha CNOCOGHOCTL yNpaBneHUsi TPaHCMOPTHLIMU CPeACTBaMU U NOTEHLUMaNbHO OMacHbIMU MeXaHU3MaMu

HeT paHHbIX O HEGNaronpusiTHOM BIUSHUM Ha CMOCOGHOCTb YMpaBreHWst TPaHCMOPTHBIMA CPEACTBAMU U MeXaHU3MaMu.

HecmoTpsi Ha 310, no6ouHble aphekTbl, AONYCTUMbIE NPU MPUMEHeHUW npenapata (annepruyeckue peakuum,

rONoOBOKPYXEHUEe, CyAopori), MOryT okasaTb BMMSHUE Ha CMOCOBHOCTb yNpaBreHWs TPaHCMOPTHbIMU CpeacTBaMu 1

MexaHu3mMamu.

Cnoco6 npuMeHeHUsi u Ao3bl

CycneHanio ans npuvema BHyTpb Knasepa” BW[ ®opTe npuHWMaioT 2 pasa B AeHb. JleueHne [OMKHO NpOBOAUTLCA B

COOTBETCTBUM C MOKa3aHUAMM, Henb3si NPOBOAUTL NneveHne 6onee 14 aHeit 6e3 BpadebHoro koHTpons. CycneHans Knasepa™

BW[] ®opTe npeaHasHaueHa Ans npuema BHYTPb; AN TOro 4To6bl CHU3UTL PUCK MOBOUHBIX ABIIEHUI CO CTOPOHbI KENYA04HO-

KULIEYHOTO TpakTa, MpenapaT HasdHayaloT B Havane npvema nuwu. Npu npueme nepen efoit abcopbums npenapata

noBbILLAETCS.

terafindan slava tesirlarin yaranma ehtimalini azaltmagq tigtin gida gebulunun avvalinds tatbiq olunmalidir. Preparatin sorulmasi
yemakdan avval gabul edildikds artir.

Daxila qabul iigiin P iyar
70 ml-lik ve 100 ml-lik flakon gt
Flakondaki quru toza tedrican soyudulmus gaynamis su nisanin */, kimi slave olunur ve galxalanir. ik defe tam hall olunmasini 5
daqige gbzlemak lazimdir, sonra su flakondaki nisana gadaer (qalan ) slave olunur va homogen suspenziya halina gader
yeniden galxalanir. Her istifadeden avval flakon galxalanir.

35 ml-lik flakon Ggtin:

Yuxarida gésterilen qaydada suspenziya hazirlanmasindan sonra original qapaq spris-dozatorun 6lgii qapagdt ile avaz olunur.
Her istifadeden sonra hamin gapaq sprise taxmalidir. Spris-dozatorda kq ile isarslenmis iki sttun moévcuddur: agir ve
yuingul/orta deracali infeksiyalar t¢tin. Hakim terafindan tayin olunmus agirliq daracasindan asili olaraq muvafiq stitundan
istifade olunmalidir. Suspenziya lazim olunan kq isarasina gadar géttrilmalidir ve xastaya daxile veriimalidir.

Hakim tarafinden tévsiye olunan dozalar 70 mi-lik va 100 mi-lik flakon Ggtin slavae olunan 5 ml-lik él¢l gasigindan, 35 ml-lik
flakon tigtin - 4,2 ml-lik spris-dozatordan istifade edarak gabul olunur.

hazir

Tdévsiye edilon doza:

Usaglarda badan ¢akisindan va infeksiyanin agirligindan asili olaraq giindslik dozalanma gaydasi asagidaki cedvallarda kimi

olabiler:

2 ayligdan 2 yasa gadar usaglar
Bu grupda dozalar badan kiitlasindan asil olarag hesablanir.

Yiingiill orta agir infeksiyalarda Agrr infeksiyalarda
Badon kiitlesi har 12 saatdan bir tatbiq olunan dozalar (ml) har 12 saatdan bir tatbiq olunan dozalar (ml)
(kq)
400/57 mq 400/57 mq

2 0,3 0,6

3 0,5 0,8

4 0,6 11

5 0,8 14

6 0,9 1,7

7 11 2,0

8 1,3 23

9 1,4 25

10 1,6 2,8

11 1,7 31

12 1,9 34

13 2,0 37

14 22 3,9

15 23 4,2

2 yagdan yuxari usaglar

2- o
(13_62)1/ak§q) 2,5 ml 400/57 mq Klavera BID Forte suspenziyasi giinds 2 dafe
25/3,6 ma/ka/gun* 712
12 yas . ) .
(22-40 kq) 5 ml 400/57 mq Klavera BID Forte suspenziyasi giinde 2 dafe
2-6 .
(13_2¥ak§q) 5 ml 400/57 mq Klavera" BID Forte suspenziyasi glinde 2 dafe
45/6,4 mq/kg/gun** 712
(2-2_40y§3) 10 ml 400/57 mq Klavera™ BID Forte suspenziyas giinds 2 dafe

* Yungll ve orta agir infeksiyalarda (tonzillit kimi yuxari tenaffiis yollarinin infeksiyalari, asagi tenaffus yollarinin ve deri ve
yumsag toxumalarin infeksiyalari) — 25/3,6 mq/kg/gun.

** Daha agir infeksiyalarda (orta ofit, sinusit kimi yuxari tenaffiis yollarinin infeksiyalari, pnevmoniya kimi asag tenaffus
yollarinininfeksiyalari va sidikgixarici yollarin infeksiyalari) - 45/6,4 ma/kg/gtn.

2 aydan asagi usaqlarda istifade tacriibesi kifayet qader olmadigindan Klavera™ BID Forte suspenziyasinin dozalanmasina dair
tovsiyaler toklif olunmayib.

Xususi qrup xastalara dair alave malumat

Béyrak/qaraciyar ¢atismazligi

Qlomerulyar filtrasiyasi 30 ml/deg-den yuxari olan usaglarda doza tenzimlenmasi teleb olunmur. Qlomerulyar filtrasiyasi
30 ml/deg-den asag olan usaglarda Klavera"BID Forte suspenziyasini istifade etmak tévsiys edilmir.

Klavera"BID Forte suspenziyasini bdyrak funksiyasi kifayet geder yetismemis kérpalerda istifade etmak tévsiys edilmir.
Qaraciyar funksiyasi pozuldugda dozalanma ehtiyatla apariimali ve miintezem olaraq qaraciyer funksiyasina nazarst
edilmalidir.

Olave tesirleri

Rastgalma tezliyi: cox tez-tez (21/10); tez-tez (21/100-den <1/10-dak); bazan (21/1000-den <1/100-dak); nadir hallarda
(21/10000-dan <1/1000-dak); cox nadir hallarda (<1/10000); rast galma tezliyi malum deyil (alds olan géstaricilare géra tayin
edile bilmir).

Infeksiyalar va invaziyalar:

tez-tez: deri ve selikli gisalarin kandidozu;

rastgealma tezliyi malum deyil: rezistent orqganizmlerin goxalmasi.

lMpuzomoeneHue cycneH3uu 0ns npuema 8Hympb

[ns donakona 70 mn v 100 mn:

[o6aBuTb OXNaxaeHHyIo KunsueHylo Body BO hriakoH C MOPOLKOM - °/, 40 MeTku - 1 B3bonTtaTb. Mepsbiii pas crneayet
nofoXaatk pacTBOpeHns 5 MUHyT, 3aTem Ao6aBUTL BoAy BO (priakoH [0 MeTK (OCTaBLUytocs ¥3) v BHOBb B3bonTaTh coriakoH Ao
COCTOSIHUSI FOMOTE€HHOM cycrneHsuu. Mepea kaxabIM NpUMeHeHneM (riakoH crieayeT B36anTbiBaTh.

[ns dnakona 35 mn:

MpuUroToBUTL CycneHsmto, kak ykasaHo Bbille. 3aTeM KpbILLKY (riakoHa 3aMeHUTb Ha MepHbIN KOMnayok LWnpuLa-go3aropa.
Mocne kaxaoro NCnonb30BaHUs MepPHbI KONMaY4oK creyeT HagesaTb Ha LWNpuL-Ao3aTop. Ha wnpule uMetoTcs ABa MEPHbIX
cTon6uka: Ansa TsHKenblX UHAEKUWA U MHDEKUUIA nerkoi/cpeHen CTENEHN TSXKECTU. B 3aBUCUMOCTY OT CTENEHU TSHKeCTU
VHEKLMM, KOTOPYIO onpeaensieT Bpay, UCMONb3yT COOTBETCTBYIOLMIA MePHbI cTonbuk. Cycnesuto, koTopyto HabupatoT 3
wnpu1La B He0BX0ANMOM KONMUYECTBE, NaLMEHT NPUHUMAET BHYTPb.

CycneH3auio NpUHUMAIOT B J03aX, PEKOMEH0BaHHbIX BPA4OM, UCMOMb3ysi MePHY0 NOXKY (5 MI1), KoTopas npunaraeTcs BMecTe
c cpnakoHom 70 mni v 100 mMn, nu LWNpuu-go3aTtop (4,2 M), KOTOPbIN NpunaraeTcs BMecTe ¢ inakoHom 35 mn.
PekomeHaoBaHHas fo3a:

Vcnonb3ys HuxecneayoLlyto Tabnuly, MOXHO paccunTaTh 403bl, MPUMEHSIeMble Y AeTell B 3aBUCUMOCTN OT Macchl Tena u
CTEMNEeHU TSHKECTU:

[Letv ot 2 mec. fo 2 net

[lo3bl, NpuHUMaeMbie Kaxable 12 4

[o3bl, npuHUMaeMble kaxable 12 4
¢ n npy TAXeNbIX MHGEKUUAX (Mn)

Macca Tena npy nHg nerkoit/cy TsKeCTH (Mn)

(kr)

400/57 mr 400/57 mr

0,3
0,5

[ X

NN~ 0O
woNRPL OO

©
NN 22322000
whowNORwWR©O

[etu cTapwe 2 net

2-6
(13—2:9;) 2,5 mn cycnexsnn Knasepa™ BW[ ®opte 400/57 Mr 2 pasa B AeHb
25/3,6 mr/kr/cyT* 2
(2_2_461%1_’) 5 mn cycnensumn Knasepa™ B[ ®opte 400/57 mr 2 pasa B AeHb
2-6 net
(13-21«r) 5 mn cycnensun Knasepa™ BU[ dopte 400/57 mr 2 pasa B AeHb
45/6,4 mr/kr/cyT** 712
(2_2_4(1)1?:) 10 mn cycneHsun Knasepa™ BU[ ®opte 400/57 Mr 2 pa3a B AeHb

* TMpwn nerknx n cpegHeTsHKENbIX UHPEKUMAX (MHPeKLMN BEepXHUX AbIXaTernbHbIX NyTeil, Takne Kak TOH3WUMNUT, MHeKLum
HWKHUX AblXaTenbHbIX MYTEN, KOXN U MArKUX TkaHei) — 25/3,6 mr/kr/cyT.

** Mpun Gonee THXKeNbIX UHPEKLMSX (CPEOHWA OTUT, CUHYCUT, UH(DEKLUMN BEPXHUX AbIXaTemNbHbIX NyTen, UHEKLMN HKHNX
[AbIXaTerbHbIX NyTeW, Takve kak THEBMOHUS, MHPEKLIMM MOYeBbIBOASLLMX NyTen) —45/6,4 mr/kr/cyT.

B cBA3K ¢ Tem, YTO HET JOCTATOYHOrO OMbiTa NPUMEHEHNs y AeTen Mnajlie 2 MecsleB, PeKoMeHaUuii No Ao3npoBaHUI0
cycneH3uun ans npuema BHyTpb Knasepa ™ BU[] dopTe He NnpeanoxeHo.

[ononHuTenbHbIe AaHHbIE, CBSI3aHHbIE CO CneLmanbHbIMY rpynnamm 60onbHbIX

IMoyeyHas/lMevyeHo4Hasi HeAocmMamoyHocMb

Y feTeit co CKOPOCTbLIO MOMepyNspHOi unbTpaumm Beille 30 Mn/MUH HUKaKOW KOPPEKTUPOBKY [03bl He TpebyeTcs. Y feTei
CO CKOpOCTbIO FMOMepynapHoi dunbtpaunn Himke 30 Mn/muH cycneHsmo Knasepa' BW[I dopTe npuMeHsaTb He
pekomMeHayeTcs.

Mpu HapyLLeHNN PYHKLIMM NEYeHN J03MPOBaTh CrielyeT C OCTOPOXXHOCTBIO U PErynsipHo HabnioaaTh 3a thyHKLMe neveHn.
Mo6GouHble AencTBUA

Yactota BO3HMKHOBEHWSI: oYeHb 4acto (21/10); yacto (ot 21/100 go <1/10); Heuacto (ot 21/1000 go <1/100); peako
(o1 21/10000 Ao <1/1000); o4eHb peako (<1/10000); c HEM3BECTHOWN HAaCTOTOW (He MOTYT GbITb OLEHEHbI HA OCHOBE UMEIOLLMXCS
AaHHbIX).

UHepekyuu u uHeasuu

4acmo: KaHANL03 KOXW M CIIM3UCTbIX 060104ek;

¢ HeusgecmHol Yyacmomoli: pa3MHOXEHUE PE3UCTEHTHbIX OPraHN3MOB.

Co CmMopOoHbI Kp pHOU U b 7] !

pedKo: TpaH3UTOpHas NEeVKONEHNs (B TOM YUCTE HEATPOMNEHUs ), TPOMBOLIMTONEHNS;

o4yeHb pedKo: TPaH3UTOPHbLIA arpaHynounMTo3 U reMonuTuYeckas aHemusi, yANMHeHUe BPeMEeHU KPOBOTEYEHUsI 1
NpOTPOMGKHOBOMO BPEMEHHN.

Qanyaradici va limfa sistemina:

nadir hallarda: kegici leykopeniya (neytropeniya daxil olmagla), trombositopeniya;

¢ox nadir hallarda: kegici agranulositoz ve hemolitik anemiya, ganaxma ve protrombin miiddatinin uzanmasi.

Immun sistemina:

cox nadir hallarda: angionevrotik 6dem, anafilaksiya, zerdab xastsliys banzar sindrom, hiperhassasli vaskulit.

Sinir sistemina:

bazan: basgicallanma, bas agrisi;

cox nadir hallarda: kegici hiperaktivlik va gicolmalar; gicolmalar boyrak funksiyasi pozulmus ve ya yiksak dozalar alan
xosteloerde misahide oluna biler.

Hazm sistemina:

tez-tez: diareya, Urekbulanma, qusma; Urekbulanma asasan yiiksak dozalarin gabulu ile slagadardir; made-bagirsaq trakti
terafindan reaksiyalar miisahids oldugda preparati yemakdan avval gabul edarak onlari azaltmaq olar;

bazan:dispepsiya;

cox nadir hallarda: antibiotiklarin gabulu ila slagali kolit (psevdomembranoz kolit ve hemorragik kolit daxil olmagla),
usaqglarda diglarin renginin dayisilmasi miisahids oluna biler, bu da dis firgasi ile temizlenir.

Hepatobiliar sistema:

bazan: beta-laktam antibiotiklarle mualice alan xastelerde AST va/ve ya ALT saviyyalarinin milayim artmasi geyd olunur,
bunun shamiyyati ise malum deyil;

cox nadir hallarda: hepatit ve xolestatik sarilig; bu hallar hamginin diger penisillinler ve sefalosporinlardan istifade zamani

da musahida oluna biler.

Qaraciyar terefinden meydana ¢ixan simptomlar daha tez-tez kisilorde va yasli xastelordae rast galinir ve uzunmiiddatli mualice
ilo alagali ola biler. Usaglarda hamin simptomlar hagginda ¢ox nadir hallarda bildirilmisdir. Qaraciyer terafinden simptomlar
adatan mualice muddatinda ve ya miialicadan darhal sonra, bazan ise preparat kasildikdan bir nege hafts sonra inkisaf eds bilar
va adatan kegici olur, tak-tek hallarda 6limla naticalena bilar. Bela simptomlar asasan ciddi xastslikler zamani va ya potensial
hepatik tasiri olan preparatlarla birgs istifads etdikde musahida olunur.

Doari va dorialti piy toxumasina

bazan: dari sapgisi, gasinma, évrs;

nadir hallarda: multiformali eritema;

cox nadir hallarda: Stivens-Conson sindromu, toksik epidermal nekroliz, bullyoz eksfoliativ dermatit, keskin generalize olunmus
ekzantematoz pustulyoz (KGEP).

Hiperhassas dari reaksiyalar miisahids oldugda mualice dayandiriimahdir.

Boyrak va sidikgixarigi yollara

nadir hallarda: hematuriya;

cox nadir hallarda: interstisial nefrit, kristalluriya.

Siibhali alave reaksiyalar haqqinda malumat

Darman vasitesinin geydiyyata alinmasindan sonra stibhali slave reaksiyalar hagqinda alde olunan malumat vacibdir. O,
darman vasitasinin fayda/risk nisbatine nazarstinin davam edilmasina imkan verir.

Arzuolunmaz effektlor bas verdikde hakime miiraciet edin.

Doza haddinin agilmasi

Klavera"BID Forte preparatinin istifadesi zamani doza heddinin asiima riski yiksek deyil. Doza heddi asildiqda made-bagirsaq
trakti tersfinden simptomlarin meydana gixmasi va su-elektrolit balansinin pozulmasi ehtimali var. Bu zaman simptomatik
mualice apariimalidir. Klavera”BID Forte preparati gandan hemodializ vasitesils xaric oluna bilar.

Buraxilis formasi

Klavera™ BID Forte 400/57 mq daxile gsbul iigiin suspenziya hazirlamaq tgtin toz, flakonlarda.

1 flakon (35 ml, 70 ml, 100 ml) ve 5 ml-lik 6lgti gasigr (35 ml tigtin - 4,2 ml-lik spris-dozator) iglik veraga ila birlikde karton qutuya
qablasdirilir.

Saxlanma soraiti

Quru toz hall edilmazden avval 25 °C-den yliksek olmayan temperaturda, 6z qutusunda, quru ve usagqlarin eli catmayan yerde
saxlamaq lazimdir.

Hazirlanmis suspenziya soyuducuda (2-8 °C) saxlamaq ve 7-10 gun arzindas istifade etmak lazimdir.

Ritubat hopdura biler. Flakonun gapagdi kip baglaniimalidir. Dondurucu kamerada saxlanmamalidir.

Yararhliq middati

3il.

Yararliliqg middati bitdikden sonra istifade etmak olmaz.

Aptekdan buraxilma garti

Resept asasinda buraxilir.

Qeydiyyat sahibi

Deva Holding A. .

Halkali Merkez Mah. Basin Ekspres Cad. Ne1

Ku;ﬂkgekmecelistanbulﬂ'urkiye

Istehsalgi

Deva Holding A.S.

Cerkezkdy Organize Sanayi Bolgesi

Karaagag Mah., Atattrk Cad. Ne 32

Kapakli/Tekirdag/Turkiye

Co cmopOoHbI UMMYHHOU cucmemb|

o4YeHb pedKOo: aHTMOHEeBPOTUYECKUIN OoTek, aHadunakcus, CUHAPOM, NOAOGHBLIN CbIBOPOTOYHON GomnesHwu,
rNepyyBCTBUTENbHbIN BACKYIUT.

Co cmopoHbI HeP8HOU cucmeMbl!

Heyacmo: rofIoBOKpPYXeHwe, rorioBHas 6onb;

oyeHb pedko: obpaTMas rmnepakTUBHOCTb, CYAOPOr; CyAOPOri MOTYT BO3HUKHYTh MPW HapyLUEHUN YHKLMUM NOYeK nin y
NaLVeHTOB, MOMy4aloLLNX BbICOKME A03bI.

Co cmopoHbI nuuwieeap Hol

Yacmo: puapes, TOLIHOTa, pBoTa. TOLIHOTA Yallie BO3HUKAET NpU Npreme BbICOKWX A03. BbipaeHHOCTb enyA04HO-KULLIEYHbIX
CYMMTOMOB MOXHO YMEHbLUNTb, MPUHUMAs Npenapart nepes npuemMom nuLLy.

HeyacTo: Aucnencus;

04eHb PedKO: KONMUT, aCCOLIMMPOBAHHbI C NPUEMOM aHTUBMOTUKOB (NCeBAOMEMOPaHO3HbIN KONUT, reMOpparyecknin KonuT),
MOXeT HabntoAaTbCs U3MeHeHMe oKpacku 3y6oB, KOTOpoe MOXET ObITb yAaneHo C MOMOLLbIO 3yOHO LLIETKK.

Co cmopoHbI ] 7] !

Heyacmo: y nauveHToB, NpuHuMallwux GeTa-nakTamHble aHTUOWMOTWKW, OTMeYanocb ymepeHHoe 6GeccuMnToMHoe
nosbiweHne ypoBHs ACT u/mnu AT, KnnHU4eckas 3Ha4MMOCTb KOTOPOro HEM3BECTHA;

oyeHb pedko: TenaTUT W XorecTaThyeckasi XenTyxa, KOTopble MOryT HabnoAaTbCcsi Takke MpW UCTONb3OBaHUM APYrX
MEHNLMIINIMHOB U LiehanocropuHOB.

CVMNTOMbI CO CTOPOHbI MEYEHM Yallle BCTPEYAITCS Y MYXYMH M MaLUEHTOB NOXMIOMO BO3pacTa U MoryT 6biTb CBS3aHbl C
AnUTenbHbLIM NpYemMoMm npenaparta. Y Aeteit nogo6HbIE CUMMNTOMbI BCTPEYaloTCs 04eHb peko. CMNTOMbI BOBIIEUEHNs NeYeHN
06bIYHO Pa3BMUBAIOTCS BO BPEMS! NTEYEHMS 1IN BCKOPE MOCIIE €ro OKOHYaHMs, HO MHOTAA TONbKO Yepes HECKOIbKO Heienb nocrne
OTMeHbl npenaparta. OHK 0BbIYHO 06paTUMbl, XOTS ObIBAKOT 3HAYUTENBHO BblpakeHHbIMWU. O4YeHb pedKko 3akaHuMBatoTCs
netarnbHo. Mogo6Hble cMMNTOMbI HabroAAaTCA B OCHOBHOM NPU TSHKerbiX 3a60neBaHNAX Unm npy oHOBPEMEHHOM Npueme ¢
npenapartamy, obnagatoLMmn NoTeHLUanbHbIM renaToToKCUYeckUM achpeKToM.

Co cmopoHbI KOXU U MOGKOXHOU Klemyamku

Heyacmo: KOXHas CbiMb, 3y/, KpanuBHULLA;

pedko: MHOrohopMHas apuTema;

o4yeHb pedko: cuHapom CTuBeHca-[PKOHCOHA, TOKCUYECKU anuaepMarbHbIl Hekponua, GynnesHbi 9KChonmaTvBHbIN
[epMaTuT, OCTPbIN reHepan3o0BaHHbI 3K3aHTEMATO3HbIN NMyCTynes.

Mpy NOSIBNIEHUM KOXHBIX peaKLuii eYeHne crieayeT npekpaTuTb.

Co cmMopoHbI MoYeK U MOYe8bI8OOSIWUX Mymell

pedKo: remaTtypusi;

o4eHb pedKO: HTePCTULMATbHBIA HEPPUT, KPUCTANYPHUSI.

Coob6uweHue 0 Modo3pumesibHbIX MO60YHbIX PeaKyusix

CooblLueHre 0 nofospuTenbHbIX MOGOYHBLIX PeakLysix Nocne Toro, Kak fekapcTBeHHbI npenapar Gbin 3aperecTpupoBaH,
MMeeT BaXHOoe 3HayeHue. OTO NO3BOMSET OCYLIECTBNATb ANUTENbHbIA KOHTPOSb COOTHOLLEHMS NOMb3a/pUCK NPUMEHeHNs
neKapCTBEHHOTO CPeACcTBa.

TNpu nosieneHuu HexxenamesnbHbiX 3¢hghekmos obpawyalimecs K epady.

Mepeno3upoBka

Mpn npumeHeHwn npenapata Knasepa™ BW[ dopTe puck nepenosvpoBku Hesenuk. Mpu nepeao3vmpoBke BO3MOXHO
nosiBNeHNe CUMNTOMOB CO CTOPOHbI XeryA04HO-KULLIEYHOTO TpaKTa U HapyLUeHWe BOOHO-3NeKTponuTHoro Ganaxca. B takux
cnyyasx HeobxoanMo NpoBOAUTL CUMNTOMaTUYeckoe nevenue. Mpenapat Knasepa” BUL ®opTe MoxeT BbiTb yaaneH ua
KPOBW C MOMOLLbIO reMonanmaa.

®dopma Bbinycka

Knasepa" B[] ®opte 400/57 Mr NOPOLLIOK 4115 IPUFOTOBAEHWS CYCNEH3NN, BO (hriakoHax.

1 cpnakoH (35 mn, 70 mn, 100 mn) n MepHas noxka 5 mn (ans 35 mn cycneHawun wnpuu-gosaTop 4,2 M) B KOMMMeEKTe ¢
VHCTPYKLMEN MO NPUMEHEHMIO YakoBaHbl B KAPTOHHYI0 KOPOOKY.

YcnoBus xpaHeHus

Mopoluok nepea passefeHeM XpaHUTb Npu TemnepaTtype He Bbille 25 °C, B OpuUriHanbHON ynakoBKe, B CyXOM U HEAOCTYMHOM
Ons geten mecte.

Mpu ycnoBumn xpaHeHus B xonoaunsHuke (2-8 °C) NpUroToBMEHHYIO CYCNeH3no MOXHO UCMONb30oBaTh B TedeHve 7-10 AHeN.
MosxeT nornowats Bnary. KpblLika hnakoHa AoskHa 6bITb NOTHO YKynopeHa. He XpaHuTb B MOPO3UIbHUKE.
CpokrogHocTun

3ropa.

He vcnonb3oBaTh Nocne cTe4eHwsi Cpoka rogHOCTY.

Ycnoeus otnycka U3 antek

OTnyckaeTtcs no peLenTy.

Bnapeneu peructpauun

Ooasa XonguHr A. L.

Xankanbl Mepke3 Max. bBacblH Qkcnpecc xaa. Ne1

Kiouykuekmemke/Ctambyn/Typums

MNpousBoaguTenb

[oasa XonauHr A. LL.

Yepkeskoi Opranuse CaHaiiv benbrecn

Kapaaray Max., AtaTiopk [xag. Ne32

Kanaknbl/Tekvpaar/Typuus

PAP
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