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Darman vasitesinin istifadasi tizre talimat (xastaler tgln)

Klavera™ BiD daxile qebul iglin suspenziya hazirlamaq tigtin toz
Clavera”BID

Beynolxalq patentlagdirilmamis adi: Amoxicilline/Clavulanic acid

Torkibi

Tesiredici madda: 5 ml (1 dolu 6lgt gasigr) suspenziyanin terkibinde 200 mq amoksisillin (amoksisillin trihidrat seklinda),
28,5 mq klavulan tursusu (kalium klavulanat seklinda) vardir

Koémakgi maddaler: silisium dioksid, ksantan gatrani, hidroksipropilmetilselliiloza, kolloidal silisium dioksid, natrium saxarin,
metilparaben, kehraba tursusu, "qizil serbat" aromatizatoru, portagal aromatizatoru.

Tosviri

Hall edildikde ag rengden krem-ag renge gader, homogen, aromatize olunmus suspenziya.

Farmakoterapevtik qrupu

Genis tasir spektrine malik penisillin grupu antibiotiki (amoksisillin) ile beta-laktamazanin inhibitorundan (klavulan tursusu)
ibarat olan kombinaolunmus preparat.

ATC kodu: JO1CR02

Farmakoloji xiisusiyyatlori

Amoksisillin, bir gox grammiisbat ve qrammanfi mikroorqanizmlers garsi genis bakterisid tesir spektrine malik yarimsintetik
antibiotikdir.

Amoksisillin beta-laktamazalar terafinden dagilmaga maruz qalir ve buna géra da bu fermentlari hasil edan mikroorqanizmlera
qars! faalliq géstermir. Klavulan tursusu qurulusca penisillinlare banzar olaraq, adatan penisillin ve sefalosporinlers rezistent
mikroorganizmler tersfinden hasil edilan fermentlar — beta-laktamazalarin genis spektrini inaktiviesmaya malikdir. Klavulan
tursusu gazaniimis derman rezistentliyi ilo alagali klinik shamiyyatli beta-laktamazalara garsi xtisusile aktivdir.

Tarkibinda eyni zamanda amoksisillin ve klavulan turgsusunun mévcudlugu amoksisillini dagidan ve yararsiz hala gatiran beta-
laktamaza hasil eden mikroorganizmlarle térenan infeksiyalara qarsi preparatin fealligini temin edir. Belalikle, genis
antibakterial tesir spektrine malik amoksisillinin tesir spektri daha da genislenir (amoksisillina, diger penisillinlera ve
sefalosporinlere davamli olan bir cox bakteriyalara garsi tesiri daxil olmagla). Buna gére de Klavera”BID genis tesir spektrina
malik antibiotik ve beta-laktamaza inhibitoru xtisusiyyatlerine malikdir.

Farmakodinamikasi

Adatan hassas novlar: Aerob grammisbat mikroorqanizmler: Bacillus anthracis, Enterococcus faecalis, Listeria
monocytogenes, Nocardia asteroides, Staphylococcus aureus (metisilline hessas)*, Streptococcus agalactiae®,
Streptococcus pyogenes* ve diger beta-hemolitik streptokokklar*®, Streptococcus viridans qrupu, Staphylococcus
saprophyticus (metisilline hessas); Aerob grammanfi mikroorqanizmler: 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
qrammisbat mikroorganizmler: Clostridium spp., Peptococcus niger, Peptostreptococcus magnus, Peptostreptococcus
micros, Peptostreptococcus spp.; Anaerob qrammanfi mikroorqanizmler: Bacterodies fragilis, Bacteroides spp.,
Capnocytophaga spp., Eikenella corrodens, Fusobacterium nucleatum, Fusobacterium spp., Porphyromonas spp., Prevotella
spp.. Qazaniimis rezistenlik kimi problemi ola bilen névler: Aerob grammanfi mikroorqanizmler: Escherichia coli*, Klebsiella
oxytoca, Klebsiella pneumoniae*, Klebsiealla spp., Proteus mirabilis, Proteus vulgaris, Proteus spp., Salmonella spp., Shigella
spp.; Aerob grammiisbet mikroorganizmler: Corynebacterium spp., Enterococcus faecium’, Streptococcus pneumoniae™
Viridans group streptococcus’. Tabii rezistentliyi olan organizmler: Aerob grammanfi mikroorganizmler: 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..

* Qazanilmig rezistentlik mexanizmi olmadiqda tebii orta hessasliq.

® Metisilline rezistent olan butiin stafilokokklar amoksisillin/klavulanata da rezistentdir.

' 10%-den gox tezliyinde Avropa Birliyinin élkslerinde azalmis hessashigi hagginda bildirilen stammlar.

? Penisillina rezistent olan Streptococcus pneumoniae amoksisillin/klavulanat ile miialice olunmamalidir.

° Beta-laktamaza hasil etmayen amoksisilline hassas olan orqanizmler amoksisillin/klavulanata da hessas ola biler.

*Klinik tedgigatlarda amoksisillin/klavulanatin effektivliyi miiayyan edilmisdir.

Farmakokinetikasi

Sorulmasi

Daxile gabul edildikda har iki komponent — amoksisillin ve klavulan tursusu — tez ve tamamila sorulur. Har iki komponentlarin
farmakokinetikasi eynidir. Plazmada maksimal konsentrasiyaya 1 saatdan sonra catir. Amoksisillin va klavulan tursusu az
miqdarda gan zulallari ile birlasir; teqriben 70% plazmada sarbast sakilda tapilir.

Paylanmasi

Tagriban 18% amoksisillin ve 25% klavulan tursusu plazma ztilallari ile birlesir. Gériinen paylanma hacmi amoksisillin tigtin 0,3-

0,4 1/kq, klavulan tursusu tigtin 0,2 I/kq teskil edir.

Biotransformasiya

VHCTPYKLMS N0 MEAULIMHCKOMY NPUMEHEHWIO Npenaparta (415 NauneHToB)

Knasepa” BU[, cyxoi MOPOLLOK Arsi NPUTOTOBIIEHWS! CYCMEH3UM ANS NpyUema BHyTpb
Clavera”BID

Cocras

B 5 mn (B nonHoi MepHoO NOXKe) CyCrneH3nm CoaepxaTtcs:

AkmusHble gewecmsa: amokeuumnnuH 200 mr (B chbopme amokcuuUMInuHa Tpuruapata), knasynaHoBasi kucnota 28,5 mr
(B hopme knaBynaHaTa kanus)

BcriomozameribHble 8ewjecmesa: KpeMHUsS AMOKCWZ, TMAPOKCUMPONUIMETUNLENIIION03a, KPeMHUst AVOKCU, KOMIOUAHBIN,
HaTpusi caxapuvH, MeTunnapabeH, kcaHTaHoBas kaMe[b, SHTapHast KUCroTa, apoMaT3aTop «30510TON CUPOM», apoMaTu3aTop
anenbCyHOBbIN.

Onucanne

Mocne pa3BefeHUs roMOreHHasi, apoMaT3MpoBaHHasi CycreHsus ot 6enoro fo kpemosaTto-6enoro LpeTa.
®dapmakoTepaneBTUyeckas rpynna

AHTUBMOTUK rpynNMbl NEHULIMIIMHOB LIMPOKOTO CNeKTpa AeNCTBUS C MHIMBUTOpOM GeTa-nakTamas.

Kop ATX: JO1CR02

®dapmakonoruyeckue cBoicTea

AMOKCULIMNINH — NOMYCUHTETUYECKUI aHTUBWOTYK C LUIMPOKUM CMEKTPOM GakTepULMAHOMO AENCTBUSI B OTHOLLEHWWN MHOTUX
rPammnosioKMUTENbHBIX W rpamoTpuLaTerbHbIX MUKPOOPraHu3MoB. AMOKCULMNNWUH MofBepraeTcs paspylueHuto Geta-
nakTamasamu W Mo3TOMYy HeakTMBEH B OTHOLLEHWM MWKPOOPraHU3MOB, MPOAYLMPYOLMX 3TV epMeHTbl. KnaBynaHosas
KucnoTa, 6yayyu CTPYKTYPHO MOXOXeEN Ha MeHULMMMHBI, 06rnagaeT crnocoBHOCTbIO MHAKTMBMPOBATL LIMPOKUIA crekTp 6eTa-
naktamas — hepMeHTOB, KOTOpble OBGbLIYHO MPOAYLMPYIOT MUKPOOPraHU3Mbl, PE3UCTEHTHbIE K MEHWULMINUHAM U
LedanocnopuHam. Ocob6eHHO akTUBHa B OTHOLLEHUM GeTa-nakTamas, ¢ KOTOpbIMU CBsidaHa NpuobpeTeHHas nekapcTBeHHast
PE3UCTEHTHOCTb.

Hanuune B coctaBe 0AHOBPEMEHHO aMOKCULMINMHA W KNaByNaHOBOW KUCMOTbl 06ecrneynBaeT akTMBHOCTb B OTHOLUEHUM
VHGEKLWIA, BbI3biIBAaEMbIX MMUKPOOpraHM3Mamu, kotopble, BblpabaTbiBasi GeTa-naktamasbl, paspyllaloT U NpuBoOAsT B
HEroAHOCTb aMOKCULIMIIIMH. Takum 06pa3om, CekTp aMOKCULIMITIIMHA — @aHTMBMOTMKA C LUMPOKUM CMEKTPOM AeNCTBUSA — elle
6Gonblue paclumpsetcs. Moatomy Knasepa™ BU[ obnagaeT cBOMCTBAMM aHTUBMOTMKA C LUMPOKMM CMIEKTPOM AeNCTBUS U
MHrGnTOpa 6eTa-nakramas.

PapmakoduHamuka

OO6bI4HO YyBCTBUTENbHbIE BUAbI: [PamMnonoxuTtensHble aapobHble MukpoopraHuambl: Bacillus anthracis, Enterococcus
faecalis, Listeria monocytogenes, Nocardia asteroides, Staphylococcus aureus (4yBCTBUTENbHbIE K METULMIMMHY)*,
Streptococcus agalactiae®, Streptococcus pyogenes™ n apyrve BeTa-reMonuTUYecke CTPEnTOKOKKU®, Streptococcus
viridans, Staphylococcus saprophyticus (4yBCTBUTENbHblE K MeTUUMNNUHY), Koarynasa-HeraTmBHble CTaUMOKOKKM
(4yBCTBUTENbHBIE K METULMMNMHY); pamoTpulaTensHble aspobHble MukpoopraHuambl: Bordetella pertussis, Haemophilus
influenzae', Haemophilus parainfluenzae, Helicobacter pylori, Moraxella catarrhalis*, Neisseria gonorrhoeae, Pasteurella
multocida, Vibrio cholera; MNpoyne mukpooprauuamel: Borrelia burgdorferi, Leptospira ictterohaemorrhagiae, Treponema
pallidum; TpamnonoxwuTenbHble aHaspobHele mykpoopranuamel: Clostridium spp., Peptococcus niger, Peptostreptococcus
magnus, Peptostreptococcus micros, Peptostreptococcus spp.; pamoTpuLaTtenbHble aHaspoBHble MUKPOOPraHU3Mbl:
Bacterodies fragilis, Bacteroides spp., Capnocytophaga spp., Eikenella corrodens, Fusobacterium nucleatum, Fusobacterium
spp., Porphyromonas spp., Prevotella spp.. Buabl ¢ BO3MOXHOI Npo6rnemon Pe3nCTEHTHOCTU TuMa NpUOGPEeTeHHO:
[pamoTpuLaTenbHble aspobHble MUKpoopraHuamel: Escherichia coli*, Klebsiella oxytoca, Klebsiella pneumoniae*, Klebsiealla
spp., Proteus mirabilis, Proteus vulgaris, Proteus spp., Salmonella spp., Shigella spp.; TpamnonoxurenbHble aapobHble

mMuKkpoopraHuamel: Corynebacterium spp., Enterococcus faecium”, Streptococcus pneumoniae*?, Viridans group
streptococcus’. MUKPOOPraHM3Mbl C €CTECTBEHHO PE3NCTEHTHOCTbIO: MpamMoTpuLaTerbHble aspobHble MUKPOOPraH13Mbl:

Acinetobacter spp., Citrobacter freundii, Enterobacter spp., Hafnia alvei, Legionella pneumophila, Morganella morganii,

Providencia spp., Pseudomonas spp., Serratia spp., Stenotrophomas maltophilia, Yersinia enterolitica; Mpoune

MuKpoopranuamel: Chlamydia pneumoniae, Chlamydia psittaci, Chlamydia spp., Coxiella burnetii, Mycoplasma pneumoniae,

Mycoplasma spp..

* CpepnHsisi ecTecTBEHHAs YyBCTBUTENBHOCTL 663 MEeXaHW3amMa NPUoGPETEHHON PE3NCTEHTHOCTH.

® MeTULMANNH-PE3NCTEHTHbIE CTAPUITOKOKKM TAKKe PE3NCTEHTHBI K aMOKCULIMNMH/KNaByaHaTy.

! LLITaMMbl CO CHWKEHHOI Y4yBCTBUTENBHOCTbIO, O KOTOPbIX COOBLLAnock B cTpaHax EBpocotosa ¢ 4acToToi BCTpeyaemocTu
6onee 10%.

? K neHNUmMnH-peancTeHTHLIM Streptococcus pneumoniae He crielyeT NpUMeHsSTb aMOKCULMINNH/KNaBynaHar.

° MMKpOOpraHnambi, He NpoayLMpytoLLMe BeTa-nakTamasy, YyBCTBUTENbHBIE K aMOKCULMITINHY, Taloke MOryT BbiTb
YyBCTBUTESbHbBI K aMOKCULMIINH/KNaBynaHary.

* OpheKTMBHOCTL aMOKCULIMINNH/KINaBynaHaTa yCTaHOBIEHa B KINMHUYECKUX UCCTe0BaHNsIX.

PapmaKoKuHemuka

BcacbieaHue

Mpu npueme BHYTpb 0Ga KOMMOHEHTa Mpenaparta — aMOKCULMIIIMH U KnaBynaHoBasi KUCMoTa — ObICTPO U MOTHOCTbIO

BcacblBaloTcs. dapmMakokMHeTMKa aMOKCULMINMHA U KMaBynaHOBOW KWCMOTbI cxofHa. MakcumarnbHasi KOHLEHTpauusi B

nnasme gocturaetcsi yepe3 1 yac. Hebonbluoe KOMMYECTBO aMOKCULMIIMHA U KMaByNaHOBOW KWUCMOTbI CBSI3bIBAETCS C

6enkamu kpoBu; npuMmepHo 70% oBHapyxuBaeTcs B nna3me B cBo6oaHOM BUAE.

Pacnpedenerue

MpubnuantensHo 18% amokcuumnnuHa u 25% knasynaHOBOW KNCMOTbI CBA3bIBAETCA ¢ 6enkamu nnasmbl.

Buaumelii o6bem pacnpenenerus amokevumnnuya 0,3-0,4 n/kr, knaBynaHoBom KcnoTel — 0,2 n/kr .

Bbuompatcgopmayus

AMOKCULIMNIMH NOABEpPraeTcst YaCTUYHOMY MeTabonnamy, KraBynaHoBasi KUCIOTa — UHTEHCUBHOMY MeTaGonuamy.

Bbigederue

CpepHuit neprop nonyBbiBEAEHNS aMOKCULIMIIMHA/KNaBYNaHOBOW KUCMOThI Y 30POBbIX UL, COCTaBMsieT npuMepHo 1 vac,

cpefHuii 06LLWiA KNMpeHe —NpuMepHo 25 n/vac.

IMocne npuema BHyTpb Tabnetok Knasepa™ B[ 250 mMr/125 Mr ve ya 500 Mr/125 Mr B Te4eHWe nepsbix 6 4acos NpuMepHo 60-

70% amokeuumnnuHa n 40-65% knaBynaHoBOW KUCNOTbI BbIBOAUTCS B HEM3MEHEHHOM BiAe C MO4ON. OAHOBPEMEHHBIN Npuem

¢ npobeHeLnaoM 3aMeAeT BbiBeAEHUE aMOKCULMIIWHA, HO He BUSIET Ha MOYEYHOE BblAENEHNe KnaBynaHoBOW KUCTOTbI.

Amoksisillin gismen metabolizmae ugrayir, klavulan tursusu ise intensiv metabolize olunur.

Xaric olunmasi

Saglam saxslerde amoksisillin/klavulan tursusunun orta yarimxaricolma dévrii taqriban 1 saat, orta timumi klirens isa tagriban
25|/saat togkil 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 turgusunun ise teqriben 40-65%-i deyisilmamis sekilds sidikle xaric olunur.

Probenesidls birge gabulu amoksisillinin xaric olmasini lengidir, lakin klavulan tursusunun béyraklarle xaric olunmasina tasir

etmir.

istifadesina gostariglor

Klavera” BID asagida sadalanan amoksisilline davamli beta-laktamazalar hasil eden stammlari vasitesilo térensn
infeksiyalarin mualicesinda istifada olunur:

Yuxari tenaffis yollarinin infeksiyalari (o cimleden LOR-organlarinininfeksiyalari): tonzillit, sinusit, orta otit

Asag tenaffis yollarinin infeksiyalari (o cimladan xronik bronxitin kaskinlagsmasi, pnevmoniya)

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

Darive yumsaq toxumalarin infeksiyalari (o ctimladan selliilit, heyvanlarin dislomasi)

e Dislerininfeksiyalari (o cimladan dentoalveolyar abses).

Oks gostarigler

Anamnezds penisillinlers, sefalosporinlera, digar beta-laktam antibiotiklera va ya preparatin tarkibindeki komponentlardan har

hansi birine qars yliksak hassasliqg.

Anamnezda amoksisillin/klavulan tursusu va ya penisillinden istifadasi ile alagali sarilig/qaraciyer catismazhigi.

Xiisusi gostariglor

Mualiceni baslamazdan avval xastanin anamnezinda penisillin, sefalosporin ve digar allergenlera garsi hiperhassasliq
reaksiyalari haqqinda esasl olaraq melumat toplamaq vacibdir. Penisillinlerle miialice zamani ciddi, hatta tek-tek hallarda
6limla naticalenan hiperhassasliq (anafilaktoid) reaksiyalari haqqinda malumat verilmisdir. Bels tip reaksiyalar anamnezde
penisillinlere yiiksok hassasligi olan sexslerde daha tez-tez rast gslinir.

Amoksisillinden istifadasi ile alagali qizilcaya banzar sapgi miisahids olundugundan infeksion mononukleoza stibhs oldugda
Klavera”BID ils miialicaden gakinmak lazimdir.

Klavera” BID ils uzunmiiddatli istifadesi nadir hallarda rezistent organizmlarin goxalmasina sabab ola bilsr.

Klavera" BID ve peroral antikoaqulyantlar gebul eden xastelerde nadir hallarda protrombin ve ganaxma miiddatinin uzanmasi
haqqinda bildirilmisdir. Gostarilan preparatlar eyni zamanda istifade edan xasteler mivafiq nazarat altinda saxlaniimalidir.
Antikoaqulyantlarin I52|m| saviyyasini saxlamaq ti¢tin daxile gebul edilen dozalarin tenzimlenmasinae ehtiyac ola biler.

Bozi xestelerde Klavera™ BID preparatinin istifadesi zamani qaraciyarin funksional testlarinde dayisiklikler miisahide olunur. Bu
dayisikliklerin klinik shamiyyati malum deyil, lakin Klavera” BID preparati qaraciyer funksiyalarinin pozulmasi zamani ehtiyatla
istifade olunmalidir.

Nadir hallarda agir ola bilen, lakin dénan xolestatik sariliq hagginda malumat verilmisdir. Bu zaman simptomlarin mualice
tamamlandigdan sonra 6 hafte arzinde meydana cixa bilacayini nazards saxlamagq vacibdir.

Béyrek catismazligi olan xestelerde Klavera” BID preparatinin istifadesi catismazliginin deracssinden asili olaraq
tenzimlanmalidir.

Sidiyin langimasi olan, asasan parenteral muialice alan xastalards gox nadir hallarda kristalluriya miisahida olunmusdur. Ytiksak
dozalarda amoksisillinin tatbigi zamani miimkiin amoksisillin kristalluriyani azaltmaq tigtin adekvat mahlulun gabulu ve sidiyin
xaricolunmasini saxlamaq tévsiys olunur.

Klavera” BID suspenziyanin har 5 ml-de 23 mg-dan (1 mmol-dan) az natrium var; yani shemiyyst kesb etmayacak qader az
miqdardadir.

Klavera” BID suspenziyanin terkibinde metilparaben vardir, hansi ki allergik reaksiyalara (ola bilsin, lengedici) sebab ola biler.
Digar darman vasitaleriile garsihqli tasiri

Probenesid

Probenesid amoksisillinin bdyrek kanalciq sekresiyasini azaldir. Klavera™ BID preparati ilo birge gabulu zamani amoksisillinin
plazmada konsentrasiyasi arta biler, klavulan tursusunun ise yox. Bu sebabden Klavera™ BID preparatinin probenesidle birga
qgabulu tévsiys edilmir.

Allopurinol

Amoksisillinle miialice miiddetinds allopurinolun istifadesi allergik deri reaksiyalarinin yaranma ehtimalini artira biler. Klavera”
BID ila allopurinolun eyni zamanda istifadasi haqqinda malumat mévcud deyil.

Peroral kontraseptivler

Diger antibiotikler kimi Klavera” BID agadi estrogen reabsorbsiyasina sebsb olan bagirsaq florasina tesir gésters biler ve
kombinaolunmus peroral kontraseptivlarin tasirini azalda bilar.

Peroral antikoaqulyantlar

Odabiyyatda asenokumarol ve ya varfarin ile eyni zamanda amoksisillin ile mualiceni alan xastslerde ganaxma vaxtinin
uzanmasi hallari haqqinda bildirilmisdir. Hemin preparatlardan birgas istifadesina ehtiyac oldugda protrombin ve ganaxma vaxti
ciddi nezarat altinda saxlanmalidir. Bundan basqa, peroral antikoaqulyantlarin doza tenzimlenmasina ehtiyac ola bilar.
Metotreksat

Penisillinlar metotreksatin xaricolunmasini azalda biler ve toksikliyin yaranma ehtimalini artira bilar.

Hamilalik va laktasiya dévrinda istifadasi

Hamilslik

Hamila gadinlarda istifadesine dair tacriibe mahdud oldugundan butin diger derman vasitalerinda oldugu kimi, agar hakim
zaruri bilmirss, istifadesindan ¢akinmak lazimdir, xtisusan da ilk trimestrda.

Laktasiya

Preparatin her iki tesiredici madde ana siidiine kegir. Laktasiya dévriinde amoksisillin/klavulan tursusu yalniz ehtimal olunan
fayda potensial riskdan Usttin oldugda istifads olunmalidir.

Nagliyyat vasitalarini ve diger potensial tohliikali mexanizmlari idaraetma qabiliyyatina tesiri

Nagliyyat vasitaleri va mexanizmlari idaraetma qabiliyystine manfi tasiri haggqinda malumat yoxdur. Buna baxmayaragq istifade
zamani ehtimal olunan slave reaksiyalar (allergik reaksiyalar, basgicallonms, qicolmalar kimi) nagliyyat italori vo

gebul edildikda artir.

Daxila gabul li¢iin suspenziyanin hazirlanmasi

Flakondaki quru toza tedricen soyudulmus qaynamis su nisanin */, kimi elave olunur ve galxalanir. Ik defe tam hall olunmasini 5
dagige gézlemak lazimdir, sonra su flakondaki nisana gadar (galan %s) alave olunur ve homogen suspenziya halina gadar
yenidan galxalanir. Har istifadedan avval flakon galxalanir.

Hakim tarafinden tévsiya olunan dozalar slave olunan 5 ml-lik 6l¢t gasigindan istifade edarak gabul olunur.

Tovsiys edilon doza:

Usaglarda badan kutlesindan va infeksiyanin agirligindan asili olaraq glindalik dozalanma gaydasi asagidaki cadvallerds kimi
olabiler:

2ayligdan 2 yaga geder ugaqglar

Bu grupda dozalar badan kutlesindan asili olarag hesablanir.

Yiingiill orta agir infeksiyalarda Agir infeksiyalarda
Badan kiitlasi har 12 saatdan bir tatbiq olunan dozalar (ml) har 12 saatdan bir tatbiq olunan dozalar (ml)
(ka)
200/28 mq 200/28 mq
2 0,6 1,2
3 1,0 1,6
4 1,2 22
5 1,6 2,8
6 1,8 3,4
7 2,2 4,0
8 2,6 4,6
9 2,8 5,0
10 32 56
1 34 6,2
12 3,8 6,8
13 4,0 74
14 4,4 78
15 4,6 8,4

2 yasgdan yuxari usaglar

(123;62¥af ) 5 ml 200/28 mq Klavera"BID suspenziyasi giinde 2 defe
25/3,6 ma/ka/giin* o i
-12ya . )
(22_40yk3) 10 ml 200/28 mq Klavera BID suspenziyasi giinde 2 dofe
2:6 yas 10 ml 200/28 mq Klavera"BID suspenziyasi giinds 2 dafe
(13-21 kq)
45/6,4 mag/kg/gtin** 712
(2-2_40112) 20 ml 200/28 mq Klavera"BID suspenziyasi giinde 2 defe

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

** Daha agir infeksiyalarda (orta ofit, sinusit kimi yuxari tenaffiis yollarinin infeksiyalari, pnevmoniya kimi asagi tenaffis
yollarinininfeksiyalari va sidikgixarici yollarin infeksiyalari) - 45/6,4 mq/ka/gun.

2 aydan asagi usaqlarda istifade tecriibesi kifayat qader olmadigindan Klavera“BID suspenziyasinin dozalanmasina dair
tovsiyaler taklif olunmayib.

Xususi qrup xastalarsa dair alave malumat

Boéyrek/qaraciysr ¢atismazligi

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

Klavera"BID suspenziyasini bdyrak funksiyasi kifayat qadar yetismamis kérpalerds istifads etmak tévsiys edilmir.

Qaraciyar funksiyasi pozuldugda dozalanma ehtiyatla aparilmali ve miintezem olaraq qaraciyar funksiyasina nazarst
edilmalidir.

Olave tesirleri

Rastgalma tezliyi: gox 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 (alda olan gdstaricilere géra tayin
edils bilmir).

Infeksiyalar ve invaziyalar:

Tez-tez: Deriva selikli gisalarin kandidozu.

Rastgelma tezliyi malum deyil: Rezistent organizmlarin goxalmasi.

Qanyaradici v limfa sistemins:

Nadir hallarda: Kegici leykopeniya (neytropeniya daxil olmagla), trombositopeniya.

Cox nadir hallarda: Kegici agranulositoz ve hemolitik anemiya, ganaxma ve protrombin muddatinin uzanmasi.

mexanizmlari idareetma qabiliyyatins tesir gdsters biler.

Istifada qaydasi va dozasi

Klavera"BID suspenziyasi giinds 2 defe gebul olunmalidir. Miialice miiddati gésterislere miivafigdir ve hekim nezarati olmadan
14 giinden artiq olmamalidir. Klavera” BID suspenziyasi daxile qebul tigtindir ve mede-bagirsaq trakti tersfinden slave
tesirlerin yaranma ehtimalini azaltmaq t¢lin gida gebulunun avvalinda tetbiq olunmalidir. Preparatin sorulmasi yemakdan avval

Moka3aHus K NPUMEHeHUo

Knasepa"' BV npumeHsieTca ANS NeYeHns HMKecneaywmnx UHMEKUNA, BbI3BaHHbIX —YCTOMYMBBIMM K aMOKCULMANINHY

LWTaMmMamu, NpoayLmpyloLLMmMn 6eTa-nakramasb:

o VHdekumm BepxHUX AblxaTenbHbIX MyTel (B TOM Yncne nHdekumm JTOP-opraHoB): TOH3WUNMNT, CUHYCUT, CPEAHUIA OTUT

o VIHdeKummn HKHNX AblXaTerbHbIX NyTen: OCTPbIA GPOHXMUT U (B TOM Yncrie 060CTPEHNE XPOHNYECKoro BpoHXMTa,
NMHEBMOHWSI)

o VHpekuyum novek 1 MoYeBbLIBOAALLMX NyTEN (B TOM YUCHE LUCTUT, yPETPUT, NENoHedpuT)

o VIHdeKLMM KOXM 1 MATKUX TKaHeN (B TOM YMCIe LENIIONUT, YKYCbl XXUBOTHbIX

e OpoHTOreHHble MHeKLMK (B TOM YMCHe AeHToanbBeonsipHbIi abeuece).

MpoTnBonokasaHusa

MoBbILLEHHas YyBCTBUTENBHOCTb B aHAMHe3e K NeHULMnnMHam, LedanocnopuHam, Apyrum 6eta-nakramHbiM aHTUGMOTUKaM

WK K Nio6oMy 13 KOMMOHEHTOB Npenapara.

Hanuuve B aHamHe3e ykasaHWil Ha XenTyxy/HapyleHUs (YHKLUUU MevyeHu, CBSA3aHHble C NMPUMEHeHWeM

aMOKCULIMNIMHA/KNaByNaHOBOW KUCMOTbI UMW NEHULMMINHA.

Ocobble ykazaHus

Mepen Hayanom Tepanuu HEOGXOAMMO TLIATENbHO BbICHUTH PEaKLUW TUMMNepYyBCTBUTENBHOCTM Ha MEHULMMMUHBI,

LiecharnocrnopuHbl v Apyre annepreHbl B aHamHeae naumeHta. CoobLuanoch o cepbeaHbix U Aaxe ¢ daTarnbHbiM UCXOAoM

peakuysiX rMnepyyBCTBUTENBHOCTY (aHapUNakTOMAHbIX peakuusix) npy NeveHn NeHuuMnIMHamm. Takoro Tuna peakuum

BCTPEYaloTCst 0COBEHHO YaCTO Y Mofieii C MOBbILEHHON YyBCTBUTENBHOCTBIO K NEHULIMIIMHAM B aHaMHese. B cBsi3n ¢ Tem 4to

Npu NPUMEHEHWN aMOKCULMINIMHA BO3MOXHO MOSIBNIEHUE KOPEMNOAOMHOM Cbinu, B CryYae NoAo3pPeHNst UHAEKLIMOHHOTO

MOHOHyKIe03a crieflyeT BosfepaTbesl OT npuMeHeHuns npenapata Knasepa ™ B/, [inuTenbHoe ncnonb3osaHue npenapara B

PeAKNX CriyYasix MOXET CTaTb MPUYMHON PA3MHOXEHUS| PE3NCTEHTHBIX OPraHM3MOB.Y NaLMEHTOB, NpUHMMalowmx Knasepa”

BW v nepopanbHble aHTUKOArymnsHTbl, coobLIanock 0 peaknx cryyasx yanvHeHUs NPOTPOMUHOBOIO BPEMEHU 1 BpeMEeHN

KpoBOTEHeHWs. MNaLneHTbl, 0JHOBPEMEHHO NPUHMMAIOLLME YKa3aHHbIe Npenaparbl, AOMKHbI HAXOAUTLCA Noa KoHTponem. [ina

nogAepxaHusi HeoBXOAMMOro YPOBHSI @aHTUKOArymnsiHTOB MOXeT MOHaAobWUTLCS KOppeKuust 403, MPUHUMAaeMbIX BHYTPb. Y

HEKOTOPbIX MaLUMEHTOB NpU UNomb3oBaHuK npenapara Knasepa™ BUL] 0TMeYaloTcs M3MEHEHUAMU  (PYHKUMOHATbHBIX TECTOB

neyeHn. XoTs KNMHNYeckast 3Ha4MMOCTb 3TUX M3MEHEHUIN MOXET MEHSTLCS, Npenapar crneayeT NPYMEHsITb C OCTOPOXHOCTBIO

npy HapylweHun dyHKumn nedeHn. CoobLiaeTcs O pasBUTMM B PeaKVX Cryvasx Tskenoi obpaTMMon xonecTaTuyeckoit

XKENnTyXu, 1 B 3TUX Cry4asix HeOGXOANMO UMETb B BUAY, YTO CUMMTOMbI MOTYT MOSIBUTLCS! B TEHEHWE 6 HeAenb Nocre OKOHYaH!st

neYeHusl. y NauMeHTOB C MOYEYHON HEeLOCTATOMHOCTBIO MpuMeHeHue npenapata Knaeepa™ BW[ koppektupyetcs B

3aBMCMMOCTM OT CTeMeHN HeJOCTaTOYHOCTU. Y MaLMeHTOB C 3aAepXKoil MoYencryckaHus, B OCHOBHOM HaxXOAsLUMXCS Ha

napeHTeparnbHOM JIEHeHWUW, B O4eHb peakux criydasix Habriogaetcs kpuctannypus. [ns Toro YTobbl CHU3WUTL KpUCTanypuio,

BO3MOXHYIO MPU MPUMEHEHUM aMOKCULMIMMHA B BbICOKMX [03aX, PEKOMEHAYeTCs afeKBaTHbI MpUeM XUAKOCTU 1

noaaepxaHne MoYeBblAeneHus.

Kaxable 5 mn cycnenanm Knasepa™ B/ cogepxat MeHee 23 Mr (MeHee 1 MMOSb) HAaTpUsi; NpY TaKoM KONMYECTBE HaTpusA He

TpebyeTcsi Kaknx-nnbo 0coBbIX yKasaHui.

Cycnenans Knasepa™ B[ conepxut meTunnapabeH, KoTopbiil MOXET BbI3BaTb ansepriieckme peakumm.

B3aumopeiicTBME C APYrMMU NeKapCTBEHHbIMMY CpeACTBaMMN

Mpo6ereuna

Mpo6eHeuna cHWKaeT noyedHyto TyBynsipHylo cekpeuuio amokcuumnnuHa. Mpu ogHOBpeMeHHOM MpuemMe ¢ npenapatom

KnaBepa™ BW[ BO3MOXHO MOBbILEHUE CbIBOPOTOYHON KOHLEHTPaLMM aMOKCULMMNWHA, MPU 3TOM KOHUEHTpauus

KNaBynaHOBOW KWUCMOTbI He MeHsieTcs. B cBA3W C aTWM He pekomeHayeTcs ogHOBpeMeHHb npuem Knasepa™ BU[ c

npobeHeunaoM.

AnnonypuHon

MNpuMeHeHne annonypyHona B Nepyof NeYeHrst aMOKCULIMIIIMHOM MOXKET YBENUYUTb PUCK BO3HUKHOBEHMS! anneprmyeckux

KOXHbIX peakuuin. HeT uHdopmaumnm OTHOCUTENbHO OAHOBPEMEHHOro MpuMeHeHWs npenapata Knaesepa™ BW[ c

anmnonypuHosriom.

MepoparnbHble KOHTPAaLLeNTVBbI

Kak n apyrue aHtubnotuku, Knasepa™ BW[ MOXeT BO3AeNCTBOBATL Ha KULLEYHYIO (Dropy, SBMSIOLLYIOCS MPUMUHON HU3KON

peabcopbLny 3CTporeHa, 1 NoHMKaTb 3WPEKTUBHOCTb KOMUHUPOBAHHbIX NEPOpParibHbIX KOHTPaLLEeNTUBOB.

MepoparnbHble aHTUKOArynsaHTbI

Coobuanochk o cnyyasx yanMHeHst BpoeMeHN KPOBOTEYEHMS Y NALMEHTOB, NPUHUMAIOLLIMX aMOKCULIMIIIMH OOHOBPEMEHHO C

aLleHOKyMapornom unu BapapuHom. B cnyyae Heo6xoAMMOCTU COBMECTHOTO MPUMEHEHWS YKasaHHbIX NpenapaTtos creayeT

KOHTPONMPOBaThb MOKa3aTen BpPeMEeHW KPOBOTEYEHUS] U MPOTPOMOMHOBOTO BpeMeHW. Kpome TOro, MOXeT BO3HWKHYTb

HeobX0AMMOCTb KOPPEKLMM 103bl NepOoparbHbIX aHTUKOArynsiHTOB.

MeTotpekcat

MeHnUMnInHLI MoryT ocnaGMTb BbIBEAEHVe MeTOTpeKcaTa v NMOBbICUTbL PUCK Pa3BUTUS TOKCUYHOCTH.

Mg BO Bpemsi 6 OCTM M B epuopa nakrauum

EepemeHHocmb

B cBsi3K C orpaHnYeHHbIM OMbITOM WCMONb30BaHKS npenapara y 6epemMeHHbIX XeHLMH, crieayeT usberatb NpUMEHeHWsi BO

Bpemsi GepeMeHHOCTH, Kak 1 BCeX ApYriX NekapCTBEHHbIX CPeCTB, 0COBEHHO B NepBOM TPUMECTpPe, €CIM TONbKO Bpay He

COYTET 3TO HEOBXOAUMBIM.

Jlakmayus

O6a aKTUBHbIX KOMMOHEHTa Npnaparta — aMOKCULIMIIVH 1 KIaBynaHoOBast KUCIOTa — MPOHUKAKOT B rPyJHOE MOMOKO, NO3TOMY

npenapar crieayet NpUHMMaTh TOMbKO B TOM Cllydae, Kora BO3MOXHasi Mofb3a NPUMEHEHWs NpeBbILlaeT NoTeHUanbHbIn

pucK.

BrnivsiHme Ha cNoco6GHOCTh YNpaBneHUsi TPaHCNOPTHLIMY CPeACTBaMM U NOTEHLMaNbHO ONacHbLIMU MeXaHUu3Mamm

HeT paHHbIX 0 HeBnaronpuATHOM BMUSIHUM Ha CMOCOBHOCTL YNpaBMeHUst TPAHCMOPTHBIMU CPEeACTBAMM U MeXaHU3Mamu.

HecmoTpsa Ha 970, noboyHble achdekTbl, AOMYCTUMbIe NPWU NMPUMEHEHUW npenaparta (annepruyeckne peakuuu,

rOMOBOKPY>XEHUE, CyAopOrvt), MOryT okasaTb BIUsSIHUE Ha CMOCOGHOCTb yNpaBreHUsi TPaHCMOPTHLIMU CPeAcTBaMu 1

MexaHu3mMamu.

Cnoco6 npumeHeHUs 1 A03bI

CycneHauto Ansi npuema BHyTpb Knasepa” BU[ npuHuMaloT 2 pasa B AeHb. JledeHre AomkHO NPOBOAUTLCSA B COOTBETCTBUN C

nokasaHusMW, Hemnb3s NpoBOAMTL NedeHne Gonee 14 aHelt Ges BpadyeBHoro koHTpons. Cycnewaus Knasepa” BW[

npeAHasHayeHa Ans npuema BHYTPb; A5lst TOro YTo6bl CHU3UTL PUCK MOBOYHBIX SABNIEHUI CO CTOPOHbI XKEMYA0YHO-KULLIEYHOTO

TpakTa, npenapar HasHa4atoT B Hadarne npvema nuwu. Mpu npueme nepes efon abcopbLms npenaparta NoBbILIAETCS.

Cox nadir hallarda: Angionevrotik 6dem, anafilaksiya, zerdab xastaliys banzar sindrom, hiperhassasli vaskulit.

Sinir sistemina:

Bazan: Basggicsllanms, bas agrisi.

Cox nadir hallarda:Kegici hiperaktivlik v gicolmalar. Qicolmalar bdyrak funksiyasi pozulmus ve ya yiiksek dozalar alan

lMpuzomoeneHue cycrieH3uu Ansi npuema eHympb

[06aB1TL OXNaXOEHHYIO KMNAYeHylo BOAy BO (briakoH C MOPOLIKOM - */, A0 MeTkw - 1 B3GonTath. Mepsblit pa3 creayet
NofOXAaTh PACTBOPEHUs 5 MUHYT, 3aTeM 106aBUTb BOAY BO (hyTakoH A0 METKM (OCTaBLUYHCS Y4) 1 BHOBbL B3GONTaTh (hrakoH 0
COCTOSIHUSI FTOMOTEHHOM CycrneH3unu. I'Iepe/:L KaxabIM MpuMeHeHnem d)ﬂaKOH cnenyet B36anTbIBaTh.

CycneHawo NpUHMMALOT B 03aX, PEKOMeHA0BaHHbIX Bpa4oM, NCMOSMb3Ys MEPHYH NOXKY (5 MJ'I), KoTopasi npunaraeTcsa BMecTe
¢ hnakoHOM.

PekomeHpoBaHHas fo3a:

V|CI'IOJ'II>3yﬂ HuXecneaywLlyo Taﬁnmuy, MOXHO paccymnTatb A03bl, MPpUMEHAEeMble Y FleTeI;I B 3aBMCMMOCTU OT MaccChbl Tena un
CTENeHU TSXKeCTU:

[eTn ot 2 mec. o 2 net

[lo3bl, NpUHMMaeMble Kaxable 12 4 [lo3bl, NpUHMMaeMble kaxable 12 4
Macca tena npy nHdeKunax nerkoi/cpeaHen ctenexu TaecTy (mn) NPy TAXEeNbIX MHeKUNAX (Mn)
(r)
200/28 mr 200/28 mr

2 0,6 12

3 1,0 1,6

4 1,2 2,2

5 1,6 2,8

6 1,8 3,4

7 2,2 4,0

8 2,6 4,6

9 2,8 5,0

10 32 5,6

1 34 6,2

12 3,8 6,8

13 4,0 74

14 4,4 78

15 4,6 8,4

[etun ctapwe 2 net

2-6
(13—qu|:r) 5 mn cycneHsun Knasepa™ BW[ 200/28 mr 2 pasa B AeHb
25/3,6 mr/kr/cyT* 2
(72_24(;1i:) 10 mn cycnexaun Knasepa™ B[ 200/28 mr 2 pa3sa B AeHb
2-6 net
(13-21 kr) 10 mn cycneHaun Knasepa™ BW[] 200/28 mr 2 pasa B AeHb
45/6,4 mr/kr/cyT**
(Z;i(?i:) 20 mn cycnensun Knasepa™ BW[ 200/28 mr 2 pasa B AeHb

* Mpu nerkux 1 cpegHeTsKenbIX UHMEKUMAX (MHEKUNM BEPXHUX AbIXaTerbHbIX NyTeil, Takue Kak TOH3WUMMUT, WHeKLMn
HWDKHUX AblXaTeNbHbIX NYTEN, KOXN U MArKUX TkaHei) — 25/3,6 mr/kr/cyT.

** Mpu Gonee TsHKENbIX MHMDEKUUAX (CPEAHUIA OTUT, CUHYCUT, UHAEKLMN BEPXHMX AbIXaTerbHbIX NYTen, NHAEKLUM HKHUX
[AblxaTenbHbIX NyTEN, Takme Kak NHEBMOHWS, MH(DEKLIMM MOYEBbLIBOASLLNX NyTen) —45/6,4 mr/kr/cyT.

B cBSi3u C TeM, Y4TO HET AOCTATOMHOIO OMbiTa MPUMEHEHUs y AeTell MnaLe 2 MecsiLieB, pekoMeHAaUuMi no J03MpoBaHuio
cycneHaun Ans npvema BHyTpb Knasepa ™ BW[] He npeanoxeHo.

[lononHuTenbHble AaHHbIe, CBA3aHHbIE CO CeLuanbHbIMU rpynnaMm 60nbHbIX

lMoyeyHast HeOocmamoyHocMb

Y AeTeit Co CKOPOCTbIO FOMEPYNSIPHON (UNLTPaLm Bbille 30 MI/MUH HUKaKOI KOPPEKTUPOBKY 103kl He TpebyeTcs. Y feTeit
€O CKOPOCTbIO FIOMepyNspHOIi ounsTpaLmuy Hike 30 Mi/MuH cycneHsmio Knasepa™ BUL npMeHsiTb He pekoMeHayeTcs.
lMeyeHo4Hasi HeAocmamoyHocmb

Mpy HapyLweHUn hyHKLIMM NeYeH 103MpoBaThb CIIelyeT C OCTOPOXHOCTbIO U perynsipHo HabnoaaTh 3a dyHKUMel neveHn.
MoGouHble gencTBUA

YacroTa BO3HWKHOBEHMWS: 04eHb YacTo (21/10); yacto (ot 21/100 go <1/10); HevacTo (oT 21/1000 ao <1/100); peako (oT
21/10000 po <1/1000); oveHb peako (<1/10000); ¢ Hen3BECTHO YacTOTOM (He MOryT BbiTb OLEEHEHbI HA OCHOBE UMEIOLLMXCS
[aHHbIX).

WHepekyuu u uHeasuu

4acmo: KaHAWA03 KOXW U CIIN3NCTLIX 0G0MoYek;

C HEU38ECMHOL 4aCcMOMOUL: PA3MHOKEHIE PE3UCTEHTHBIX OpraHIASMOB

Co CMOpPOHbI Kp DpHOU U /]

pedKo: TpaH3UTOpHast NeikoneHust (B TOM YMcrie HEMTPOMNeHMsl), TPOMBOLIMTONEHNST;

oYeHb pedKO: TPAH3UTOPHbI arpaHynoLUTO3 Y reMONUTUYECKasi aHEMWSI, yANMHEHVe BPEMEH KPOBOTEYEHMS 1
NpOTPOMBUHOBOrO BPEMEHN;

Co cmopoHbI UMMYHHOU cucmembl

oYyeHb pedKO: aHTMOHEBPOTUYECKWN OTeK, aHadunakcus, CUHAPOM,
rMNepYyBCTBUTESbHbI BACKYIUT.

Co cmopoHbI HeP8HOU cucmembl

Heyacmo: rofIoBOKpPYXeHwe, ronioBHas 6onb;

oyeHb pedko: obpaTmas rnepakTMBHOCTb, CYAOPOr; CyAOPOri MOTYT BO3HUKHYTh NPW HapyLUEHUN YHKLMUM NOYeK nnu y
nauveHTOB, MoMyYaloLLMX BbICOKWE A03bI.

noAoGHbI CbIBOPOTOYHON GonesHu,

xostelerde misahide oluna biler.
Hazm sistemina:

Tez-tez: Diareya, Urekbulanma, qusma. Urekbulanma ssasen yiiksek dozalarin qsbulu ile alagadardir. Mede-bagirsaq trakti
terafinden reaksiyalar miisahids oldugda preparati yemakdan avval gabul edarak onlari azaltmaq olar.

Bazan: Dispepsiya.

Cox nadir hallarda: Antibiotiklarin gabulu ils alagali kolit (psevdomembranoz kolit ve hemorragik kolit daxil olmagla). Cox nadir
hallarda usaglarda diglerin renginin deyisilmasi miisahide oluna biler, bu da dis firgasi ile temizlenir.

Hepatobiliar sistema:

Bazan: Beta-laktam antibiotiklarle mualica alan xastalarda AST va/ve ya ALT saviyyaslarinin milayim artmasi geyd olunur, bunun
shamiyyatiise malum deyil.

Cox nadir hallarda: Hepatit ve xolestatik sariliq. Bu hallar hamginin digar penisillinler ve sefalosporinlerdan istifade zamani da
musahida oluna bilar.

Qaraciyer tersfinden meydana ¢ixan simptomlar daha tez-tez kisilords ve yash xastelerde rast galinir ve uzunmiiddatli mialice
ilo alagali ola biler. Usaglarda hamin simptomlar haqgqinda ¢ox nadir hallarda bildirilmisdir. Qaraciyer terafinden simptomlar
adatan mualice muddatinda ve ya mualicaden darhal sonra, bazan isa preparat kasildikdan bir nece hafts sonra inkisaf eda bilar
ve adatan kegici olur, tek-tak hallarda 6limle naticelena biler. Belo simptomlar esasen ciddi xestslikler zamani ve ya potensial
hepatik tasiri olan preparatlarla birga istifads etdikde miisahida olunur.

Dari va doarialti piy toxumasina:

Bazan: Dari sapgisi, gasinma, évra.

Nadir hallarda: Multiformal eritema.

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

Hiperhassas dari reaksiyalar misahids oldugda mualice dayandiriimalidir.

Boyrak va sidikgixarigi yollara:

Nadir hallarda: Hematuriya.

Cox nadir hallarda: interstisial nefrit, kristalluriya.

Siibhali alave reaksiyalar haqqinda malumat

Darman vasitesinin geydiyyata alinmasindan sonra siibhali slave reaksiyalar haqqinda alde olunan malumat

vacibdir. O, derman vasitasinin fayda/risk nisbatina nazaratinin davam edilmasina imkan verir.

Arzuolunmaz effektlar bas verdikda hakime miiraciet edin.

Doza haddinin asilmasi

Klavera™ BID preparatinin istifadesi zamani doza heddinin asilma riski yiiksek deyil. Doza heddi asildiqda mede-bagirsaq
trakti terafinden simptomlarin meydana gixmasi va su-elektrolit balansinin pozulmasi ehtimali var. Bu zaman simptomatik
miuialica apariimalidir. Klavera™BID preparati gandan hemodializ vasitssile xaric oluna biler.

Buraxilig formasi

Klavera” BID 200/28 mq daxile qsbul {iglin suspenziya hazirlamagq tgiin toz, flakonlarda.

1 flakon (70 ml, 100 ml) ve 5 ml-lik 6lgli gasigi iglik veraqa ile birlikde karton qutuya gablasdirilir.

Saxlanma soraiti

Quru toz hall edilmazdan avval 25 °C-dan yliksek olmayan temperaturda, 6z qutusunda, quru ve usaglarin ali gatmayan
yerda saxlamaq lazimdir.

Hazirlanmis suspenziyani soyuducuda (2-8 °C) saxlamaq va 7-10 gun arzinds istifade etmak lazimdir.

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

Yararlihq miiddati

3il.

Yararlilig muddati bitdikden sonra istifade etmak olmaz.

Aptekdan buraxilma sarti

Resept asasinda buraxilir.

Qeydiyyat sahibi

Deva Holding A. $.

Halkali Merkez Mah. Basin Ekspres Cad. Ne1

[(Ugukgekmece/istanbuI/Tl‘]rkiye

Istehsalgi

Deva Holding A.$.

Cerkezkody Organize Sanayi Bolgesi

Karaagag Mah., Atatirk Cad. Ne 32

C0 CMOPOHbI MU

4acmo: gpnapes, TOLLIHOTa pBoTa. TOLLIHOTa Yallie BO3HUKAET Npu npueme BbICOKMX A03. BblpaeHHOCTb KenyA04HO-KULLIEYHbIX
CUMMNTOMOB MOXHO YMEHbLUWTb, NPUHUMAs Npenapat nepes NpUemMom N,

HeyacTo: Ancnencusi;

04eHb pedKO: KOTUT, aCCOLMMPOBaHHBIN C MPUEMOM aHTUGUOTUKOB (NCeBAOMEMBPAHO3HbIN KOIUT, reMOpparyeckuin KomuT),
MOXeT HabnofaTbCs U3MeHeHne OKpaCKM 3y60|a KOTOPOE MOXET BbITh yAaneHo C MOMOLLbI0 3yGHOM LLETKU.

Co cmopoHbI )¢ HoU

Heyacmo: y nalWeHToB, npmnmmanou.wlx 6eTa-nakTamHble aHTUGBUOTWKM, OTMeYanocb ymepeHHoe GeccuMMnToMHoe
nosbileHve ypoBHst ACT n/unu AT, kKnnHUYeckasi 3Ha4MMOCTb KOTOPOro HEU3BECTHA.

oyeHb pedKo: renaTuT W XorecTaThyeckasi XenTyxa, KOTopble MOryT HabrnogaTbCsl Takke MpW MCTMOMb30BAHUM APYruxX
NEHULIMIIIMHOB 1 LiehariocriopyuHOB.

CUMMNTOMbI CO CTOPOHbI MEYEHM Yallle BCTPEYAKTCH Y MYXYUH W MaLMEHTOB MOXMIIOro BO3pacTa U MoryT 6biTb CBS3aHbl C
[AnNuTenbHLIM NpYemMoM npenapara. Y geteii nogo6HbIe CUMMNTOMbI BCTPEYatoTCs O4eHb peiko. CUMNTOMbI BOBIIEUEHUS NeYeHn
06bI4HO pa3BMBaIOTCS BO BPEMsi TeYEHUS U BCKOPE MOCHe ero OKOHYaHMs!, HO MHOTAA TOMbKO Yepes HECKOMbKO HeAernb nocne
OTMeHbl npenapata. OHY 06bIYHO 0BpaTUMbl, XOTS  GbiBAOT 3HAYUTENBHO BbipaXeHHbIMU. O4YeHb pefko 3akaHyMBakTCs
netanbHo. Mogo6HbIe CMMNTOMbI HABMNAAKTCA B OCHOBHOM NPU TSHKENbIX 3a60MeBaHNAX U1 NP OAHOBPEMEHHOM Npueme ¢
npenaparamu, obnagarLMMm NOTEHLMaNbHbLIM renaToToKCUYeCckUM 3dhPeKToM.

Co cmopoHbI KOXU U MOGKOXHOU KiemYyamku

Heyacmo: KOXHasi Cbirb, 3yf, KpanuBHULA;

pedko: MHorothopMHas apuTema;

o4yeHb pedko: cuHapom CTuBeHca-[PKOHCOHA, TOKCUYECKUA SnuaepMaribHblii Hekponua, GynnesHbln aKkconmaTUBHbIN
[1epMaTuT, OCTPbIV reHepan3oBaHHbI 3K3aHTEMAaTO3HbIV MyCTyNe3.

Mpy NOSIBNEHUM KOXHBIX peakLuii NTeHeHne criefyeT NpekpaTuTb.

Co cmopoHbI MoYeK U MOYe8bI8OOSIWUX Mymell

pedKo: reMaTypust;

O4eHb PedKO: NHTEPCTULMATTBbHBIA HEPPUT, KPUCTANNYPUS.

Coobuwy onodosp HbIX MO6OYHBIX P

CoobLueHre 0 Nofo3puTEnbHBIX NMOBOYHBIX PeakumMsix Nnocrne Toro, Kak JIeKapCTBEHHbIN npenapat Bbin 3aperecTpypoBaH,
MMeeT BaxHoe 3HayeHne. BTO MO3BOMSIET OCYLECTBMATL ANUTENbHbIA KOHTPOSb COOTHOLLEHWS NOMb3a/PUcK NMPUMEHEHNs
TleKapCTBEHHOrO CPe/iCcTBa.

[Mpu nosieneHuu HexenamernbHbIX 3¢hghexmos obpawjalimecs K gpady.

MepenosupoBka

Mpv npumenennn npenapata Knasepa™ BW[ puck nepeno3vpoBkn HeBenvik. MNpu nepepso3vpoBke BO3MOXHO MOSIBEHUE
CUMMTOMOB CO CTOPOHbI EYA04YHO-KULLIEYHOTO TpakTa W HapyLueHne BOAHO-3MeKTponunTHoro 6anaHca. B Takux criyyasix
Heo6xoanMo NPoBOANTL CUMNTOMaTUYeckoe neveHue. Mpenapat Knasepa™ BUL MoxeT 6biTb yaaneH 13 KpoBM C MOMOLLBIO
remoauanusa.

®opma Bbinycka

Knasepa" B[ 200/28 Mr nopoLLOK Ansi NPUrOTOBIEHMUS CYCNeH3ui, BO hniakoHax.

1 cpnakoH (70 mn, 100 mn) 1 MepHas noxka (5 M) B KOMNNEKTe C MHCTPYKUMEN MO NPUMEHEHUIO YNakoBaHbl B KAPTOHHYIO
KOpOOKy.

YcnoBus xpaHeHusa

MopoLuok nepes pasBeaeHeM XpaHuTb Npy Temnepartype He Bbile 25 °C, B OpUrnHanbHon ynakoBke, B CyXOM W HeJOCTYNHOM
Ans neten mecre.

Mpwu ycnoBuu xpaHeHus B xonoaunbHuke (2-8 °C) NpUroToBMNEHHYO CyCNeH3nio MOXHO UCNonb3oBaTh B TeveHve 7-10 gHen.
MoxeT nornowats Bnary. KpbiLlika cniakoHa AormkHa 6biTb MMOTHO YKynopeHa. He XpaHuTb B MOPO3UIbHUKE.

CpokrogHocTun

3roga.

He ucnonb3soBaTh nocne UCTEHEHNs Cpoka roAHOCTU.

YcnoBus oTnycka us antek

OTnyckaeTcsi no peLenTy.

Bnapeneu peructpauun

[asa XonauHr A. LL.

Xankanbl Mepke3 Max. BacbiH Okcnpecc [kaz. Ne1

Kiouykuekmepxe/CtambynTypums

MpoussoauTens

[aBa Xonauur A. LL.

Yepkeskoit OpraHuae CaHaiin Benbrecu

Kapaaray Max., Atattopk [xaa. Ne32

Kanaknbl/Tekvpaar/Typumsi




