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KPATKA XAPAKTEPUCTHKA HA PORAYKTA . - -

1. HME HA JIJEKAPCTBEHHA ITPOAYKT

HEDAKIIOP ATKAJIOH 125 mg/5S ml rpaHyH 3a nepopalina cyclIeHsHA
CEFACLOR ALKALOID 125 mg/5 ml granules for oral suspension

HEDAKJIOP AJIKAJIOM 250 mg/5 ml rpanynH 3a nepopatHa CycleH3Hs
CEFACLOR ALKALOID 250 mg/5 ml granules for oral suspension

2. KAYECTBEH H KOJIHYECTBEH CBhCTAB

5 ml rotoBa cycnemsus (emHa MepurenHa wexuuka) Lledgaknop Anmkanowa 125 mg/5 ml rpanynu 3a
nepopanHa cycnedsud chanmrar 125 mg uedaknop (non dopMara Ha uedaxnop Monoxuapar 130,60 mg).
5 ml rotoBa cycnensus {eana MepuTenHa abxkuaka) [ledaxnop Ankanoun 250 mg/5 ml rpasynu 3a
THIEpOpaHA CYCIIEH3Ha Chabpxar 250 mg uedaxnop (moa popmara Ha Hedakiop MoHoxuapar 262,60
mgj.

MomotiHo(x) Benecrao(a) ¢ M3BECTHO NEHCTBUE:
Llegaxnop Ankanonn 125 mg/5 ml rpaHynw 3a nepopanHa cycriensus cepabpikar 2,303 g 3axaposa u 5
mg HaTpues OeH3o0aT B 5 ml rotoBa cycreH3H:.

Liedaxnop Ankamona 250 mg/5 ml rpaHyd 3a nepopanAa CyCIeH3na chabpxar 2,997 g 3axaposa H 3
mg natpuep Genzoat B 5 ml roToBa cycreH3Hs.

3a mBIHEA CNHCHK Ha NOMOILHATE BELLECTRA, BHXKTEe Todka 6.1.

3. JIEKAPCTBEHA ®OPMA

e ['paHyJH 3a IEPOPANHA CYCICH3NA
CRETIONBIT JI0 XKBIT IPalyIHPAH Npax ¢ XapaKTepeH MHPHC HAa aHTHOMOTHK M Aroja.

4. KJIWHHYHH JTAHHH

4.1. TepanesTHyHH NoKaIaHHA

Ledarnop e nokaszaH 33 AeycHHAe Ha HHPEKUAH, NTPHYHHEHH OT MyBCTBHTENHH Ha Liedaxiop
MHKPOODIanniIMn:

— Huadexumu Ha nuxaTenyara CHCTEMA, BKIKOYHTENHO THEBMOHIA, OPOHXHT, 0G0CTPRHE HA XPOHHYEH
OpoHXUT, PapHHTHT, TOHIWINT H CHHY3HT.

— OQTHETHC MeIHa.

- Hudekuys Ha KO¥ATE 1 MEKHTE THKAHM;

— HadeKunn Ha NHKOYHMTE TETHIIA, BKIHYHTEIHO THETOHePHUT H LIMCTUT.
OOuxHoBeHo unedawiop e edekTHBEH 32 OTCTPaHABAHE HA CTPENTOKOKH
YCTAaHOBABAILH e(hMKaCHOCT B TOCIEHABAINA IIPEBEHIMA HA OCThD CTABSH PepME




CHAOKAPIHT HC Ca HATHYHH.
Tpadea fa ce uMaT npeaBH ObUHUHATHATE NPENOPBHKHA 3a NpaBHiHA yroTpeba Ha aHTHOHOTHIIM.

4,2, J03HpOBKA H HAMHH HA NPHJICKEHHE
O3HPOBKa

Byapacmuu

ITpemopruBaHaTa A03a ehaknop 32 Be3pacTHy ¢ 250 mg nHa Beeku 8 qaca. ITpu mo-TexkH uadpEKUHH
FNTH TAKWBA, IPHUWHEHH OT TIO-MANKO YYBCTBHTENHH MUKPOOPTAHI3MH, A03HTE MoraT Aa 6snat
yOBOSHU. MakcAManHaTa JHEBHA 1033 e 4 g.

1layuenmu 6 cmpavecka sw3pacm
KaxTo MpH BE3pacTHH.

Hozupare npu 6vbpeuHa Hedocmamvyurocm
Lledarmop Moxke Ja Ce mpHeMa H pH HAIMYHE Ha yBpeacHa 6s0pedHa GYHKIUA, KaTo B TE3H CIy4aH
A03aTa He ce OpoMeHd (Buik Touka 4.4.)

Hayuenmu na xemoduanusa.

XeMOIHATH3ATA HAMAIABA TA3MEHAA TIOMYKHABOT ¢ 23-30%0, [IpH DALMEHTH, Ha KOHTO CE NpoBeXkIa
XeMOAWATI3A e IPENophyBa HATOBApBallia 1033 oT 250 mg - 1 g IpHeTa mpeay HATH3E H TepareBTHIHA
no3a ot 250-500 mg Ha Bcexu 6 o § Haca, NOATBPKAHH B NEPHOANTE MEXKTY THANMIHTE.

{leduampruuna nonyrayus

MpenopruBanaTa n03a nedaxnop npu geua e 20 mg/kg qHeBHo, pasneneHa Ha OTAENHA J03H rpe3 8 uaca.
Ipu BpOHXHT 1 MTHEBMOHHA mozara ¢ 20 mg/kg OHeBHO, pa3neiicHa Ha HAKONKO H03H NPHETH TPH MBTH
JHERHO. 32 JICYEHHE HA OTHTHC MeIMa B Ha GapHHrHT 00INaTa AHCBHA 032 MOKe fa OBAe pasenena
npHeMana Ha BeekH 12 yaca.

125 mg/5 ml 250 mg/5 ml
<1 roauna (9 kg) 2,5 ml npes 8§ waca
1-5 roanam (9-18 ko) 5,0 ml mpes § vaca
HaA 5 roguHH 5,0 ml npes 8 gaca

TIpy no-TexKu HA(GEKIHH, OTHTHC MeIHa, CHHY3HT W MHGEKIHH, IPHYMHEHH OT N0o-c/1ab0 YyBCTBUTEAHH
MHKpOOPTraHH3MH, ¢e npernopbusar 40 mg/kg nHeBHO, pasneieHa HA HAKONKO 03 A0 MAKCHMYM 1 g Ha
IleH.

3a nedenne Ha 6eTa XEMOHTHIHWUTE CTPENTOKOKOBH HHEKIMH, TEPANEBTHYHATS 1032 Ha Liehakiop
Tpsbpa Ja Gbae npHeMana nove 10 JHA.

besonacHocTTa M edkacHoCTTa Ha nedaxiiop MpH felia Ha Bb3pacT NoA 1 Mecell Boe Ollie He ¢a
YCTAHOBEHH.

HauyrH Ha NprIokKeHHe
Tlepopanso.




4.3. IpornBonmoxazatus

CBpBXUYBCTBHTENHOCT KbM AKTHBHOTO BEMIECTBO HITH KBM HAKOE OT IIOMOUIHHTE BElECTBa, H3OpOeHH B
ToKa 6.1.
CBDPEXUYBCTBHTETHOCT KBM UedanocnopHHOBH aHTHGHOTHIM WITH NEHHLIHIHHY,

4.4 CnenvadHi npeaynpeskIeHHs H TPeANA3HH MEPKH ApH ynoTpeba

Hpedynpescoenun

Tipenu na ce zamogne neyense ¢ nedakaop € HeoOXoAMMO BHEMATENHO PA3NHTBAHE 0 OTHOLICHHE HA
TPEININHY PeaKlii Ha CRPEXYYBCTBUTENHOCT KbM Hedaknop, nehasociopHHH, NEHAIAIAHE HIH IPYTH
JIEKapCTBa. AKO JIEKapeTBoTO TpAOBa A2 ObJe fAafeHo Ha NalHeHT, alNepPrudeH KbM HCHULMIWH, ¢
HeoOXOIHMO MOBHIIEHO BHHMAHHE TIOPAJH JaHHH 33 KPBCTOCAHA CBPBXYYBCTBHTEHOCT, BKIFOYHTENHO
anatunaxcus npu Gera NaKTAMHHTE AHTHOHOTHLIN.

AKO BBb3HHKHE ATeprHUHA PCakLida KbM Lic(akaop, 1ekapcTBOTO TpAdBsa Ma Obae cIpsHO H NalHEHTHT A3
ce JIEKYBa ChC ChOTBETHHTE CPEJICTRE.

Jloxnaapan ¢ ¥ nceBAoMeMGPAHO3EH KOMHT NPH ymoTpedara Ha NPAKTHYECKH BCHUKH WIKPOKOCTIEKTBPHH
aHTHGHOTHIH, BKMIOUHTETHO MAKPONHIH, NOIYCHHTETHYHU MEHUITIHHA U Uedanocnopyad. Eto 3awmo e
BAXKHO Ja ¢€ UMA MPEARKA TA3H JHATHO3A NPH NALHECHTH, [IPH KOHTO C& NOABABA AHAPHS, CBBN3aHA C
ynotpebara Ha aHTHOMOTHIH. [0 OTHOWIEHHE HA TEKECTTA TOIM THN KOJIHT MOXKe 1a OBJE 0T yMEpPeHo
TEXBK J0 XKUBOTO3AcTpaluapall. [lo-nekure caydan 061KHOBEHO OTIBYYABAT [IPM CIIMPAHE Ha
neyeHneTo. [IpH yMepeHo TeKKHTE H TEXKH CIyduaH e HeoOXOIMMO Aa CE B3eMaT CHOTBETHH MEPKH.

lpeonasnu mepru

Uedaxnop Tpadea Aa Gb/e NPANAraH C BHMMAHKS NIPH HANKYKE HA 3HAUMTENHO Bapyiena 6v0peyna
¢yskups. Toii KaTo NOMYKMBOTHT Ha Hedakiop npH aHypus e 2,3 no 2,8 Jaca (B cpapuense ¢ 0,6 10 0,9
9aca MpPH 3APABH), MPH NALMEHTH C YMEPEHO WIH TeXkKo GE0peuHo yRpexIane oORKHOBEHO HE CE HIHCKBA
KOpeKLMs Ha 103aTa. KUTMHHYHRAT ONHT ¢ Ledaknop MpH TaKHBa CIiyYal € OrpaHideH, 3aTtopa Tpa6Ba 1a
c€ H3BBPIIRAT BHUMATEHH KJIMHHIHA K Ta00paTopH HCNeABAHHS.

inpoxocnexTrpHnTe aHTUOMOTHIM TpaGBa Aa Ce NpenNHCBAaT BHUMATENHC NPH WHAHBHAK ¢ GHAMHE3d
33 CTOMAaNIHO-YpeBHO 3a00J1aBane, 0co0eH0 KOIHT.

ITpoasmxkurennara ynorpeta Ha Hedakiop MOXeE J1a JOBEAE 10 CBPBXPACTEK HA PEIMCTCHTHH
MuKpoopranusmu, Tpabea 1a ce B3eMaT CHOTBETHH MEDKH, 4KO BB3HUKHE CYNIEPUHGEKLIHNA 10 BpEME Ha
JIEYSHHETO.

Joxnaasako € 3a NonomxHTenen TecT Ha Coombs No EpeMe Ha NedeHHe ¢ HedanocnopHHOBH
anTrOHOTULN. [1pH XeMaTONOTMYHN HACTEBAHKA HIIH HPH TPaHC)Y3HOHHH H3cASABaHUA 34
CbBMECTHMOCT, C AHTHIIO0YIHHOBO TECTBAHE HITH TIpH TecTa Ha Coombs 1PH HOBOPOJEHH, YHHTO MaHKH
ca TIoNyYaBalH Le(aToCIopHHHE TIPEAH PaXIaHeTo, TPAGRA a ce HMA NPENBHI, 4 MOJCKHTEICH TECT HA
Coombs MoKe 2 c€ AWDKH HA JIEKapCTBOTO,

C paztsopure Ha Benedict n Fehling nnu ¢ meano cyndaram rect 1abneTkd MOKe N2 Bh3HUKHE
GbanmMBo-O3HTHBHA peakyA 34 INIIOKD3a B YPHHATA

Lieharxaop Aaxaiona chabpika 3axapo3a. [TauneHTH ¢ PeOKH HacneACTBEHY NpodaeMH Ha
HETIOHOCHMOCT KbM PYKTO34, MII0KD30-TANAKTO3HA MAanabcopoLMA K 3aXapas0-HIOMANTaieH
aepHIHT  He TpsDBa a NpHEMAT TOBA JIEKAaPCTBO.

ToBa nekapcTBO ChHALPAKA 5 Mg HAaTpHEB OEH30AT Ha BCEKH 5 ml roToBa CYCIIEH3HA GeH30aT
MOKE Ja 3aCHIH CHMIITOMHTE H& XBATCHHIA (IO BJITABAHE HAa KOXKATa H 0Y
Bh3PACT A0 4 CeIMUIIH).




Tora NexkapcTBO ChABPKA No-MaNko or 1 mmol Hatpuil (23 mg) Ha 5 ml roToBa cycrneH3us, T.e. MOXe Aa
Ce Kaxe, 1€ NPaKTHHECKW HE ChALPKA HaTpHil.

4.5 BzaHMoacHCTBHE ¢ APYIH JeKapeTBeHd NPOAYKTH U APYrH (hopMH Ha BlanmoieiicTene

PAnKo € OKIABAHO 32 TOBHIIEHO NPoTpoMOHHOBO BpEME Che Wi Ge3 KbpeeHe, KoraTo ca GHIH
MPHEMAHK SIHOBPEMEHHO ¢ Ue(haKIop U IepopalHM aHTHKoAryNaHTH. IlpenopriBa ce HpH TakKHBa
MALMEHTH 02 ¢ HMa [IpeIBHE IePHOIHUHO MOHHTOPHpAHe Ha NpoTPOMGHHOBOTO BpEME, ¢ KOPEKIIHA Ha
JI03aT4, aKo € HeoDXoAUMO.

Bulpeunara ekCkpeuna Ha 1edakiiop ce NoATHCKa oT npofeHenu .

4.6 depTHINTeT, GPeMEeHHOCT H KbpMeHe

Bpemennoct
[IpoyuBaHAATA ¢ KMBOTHH He ca MOKA3AIH JaHHK 32 HapyIUeH GepTHIIMTET WM TepaToreHHocT. Ho TBH

KaTo HAMA AHEKBaTHH WiH NoGpe KOHTPOTHPAHM Npoy'BaHUsA mpu GpeMeHHH XeHH, Tp:OBa 1a ce
BHMMABa, KOTATO NEKAPCTBOTC CE NPEANUCEa IPH OpeMEHHH NAIHEHTEH.

Knpmene
Mankn konuuecTha nedakiop ca OWIH OTKPHTH B MAalYMHOTO MIIAKO CNER MPUI0KEHHE Ha CAHHUYHA

no3a ot S00 mg. 5 yaca Mo-KbCHO ca Grim OTKPHTH cpeiHH Huea ot 0.2 pg/ml 1M no-manko. OcTaTbuRy
KOJIMYecTBa ca CHiM OTKPMTH B IpoABIKeHHE Ha 3ac. Tbii kato eerTsT BEpXy Oebera, KowTO Ce
KBEPMAT HE € H3BSCTEH, € HEOﬁXOﬂHMO BHHMA@HHE, KOraTo ued)axnop Ce NMpHeMa OT KEpMEIIH XKCHH.

4.7 EdexTn Bbpxy cniocofHOCTTA 32 miohpHpaHe H padoTa ¢ MaIIHHN

Lledaxnop ANKATOHI He NOBIHABA HWIH [IOBIHABA MPEHEOPEKMMO CIIOCOOHOCTTA 32 mwodupane u pabora
¢ MalIHHH.

4.8, Hexenanu JexapeTBeHH peakiinyd

B13MOXKHHTE HEXelaHH JIEKAPCTBEHH PEak UMK, 3a KOUTO € ch0oOLAaBaHo, ca KIaCHPHLMPaHH CBIIacHO
CHCTEMO-OprasHa Knackhpukauyus ¥ yectota. Brampuera e ciefHaTa 4ecToTa Ha HemeNaHuTe
TeKapcTBEHH PeakiHK: MHOro yecTH (>1/10); wectu (=1/100 ao <1/10); Heuectn (=1/1 000 no <1/ 100);
peaxu (=1/10 000 no <1/1,000); MHoro peaxu(<1/10 000) H ¢ HeH3BECTHA 4ECTOTa (OT HAIMIHHTE IAHHH
He MOJke 1a OBjle HanpaBeHa OLeHKd).

YecroTa/ JeCTH HEYECTH peaKH MHOTO peXKH

CHCTEMO-

OpPraHHH

KAacoBe

Hapyiuenus Ha o0parimMa npexoaHa

KPBBTA H HeyTPOTICHHA, TpoMOOLIHTOTICHHA,

numpHaTa arpaHyIoUHTo3d, eosfHOQHIMA,

CHCTEMa XEMOJIUTHYHA nuMdouMTe3a B
AHEMHA H NeBKOIIEHHA
annacTH4H R
asieMns A g N

Hapyoienua Ha | peaklMM Ha HanoAOOABALIH / ) q

HMYHHATa CRPBXTYBCTBHTEN ;| CcepyMHa Oonect, /.




cHcTEMAa HOCT peaKuup

[Meuxuyan GeicbHue,

HapyUIeHHA 0D BPKAHOCT,
XaTIOLHHALHH,
COMHOJIEHTHOCT

Hapymenns Ha oOpatuMa

HepBHATA XHIIEpPaKTHBHOCT,

CHCTEMA pb30yIa,
pa3npa3HUTESTHOCT,
XHUIOTOHHSA,
3aMagHOCT,
napecTe3HH

Craosu eaeM (B oOnacTTa Ha

HapyIUeHUA JHULETO H
KpaiiHHIATE),
CUHKOII, XHTIOTOHHS,
BA30AMIATALMA

Pecnupatopsn, JAHCNHES

IPBIHH H

MeTHACTHHAITHU

HapyIIeHHA

CroManHo- THAPHA rajeHe, ITOBPbIIAHe

YpeBHH YpeRHO BBINATEHHE

HapylIeHHA {konur),
BKJIIOUHTEITHO
ncesnomeMOpaHo3eH
KOJHT.

Xenato- NpeXcAeH XeOaTHT H

OwIHapHK XOIeCTaTH9HA

HAPYIISHHS ACBITTCHULIA

Hapymienua Ha | mopOunudopmen | EpHrema Epurema

KOMaTa 1 ofbpHE, MynTuagopme Myntadiopme maiiop

NOAKMKHATA NpPYPHTYC, MHHOP, 00pHBH (cunapomM Ha

TBKaH YpTHKApUA M Apyri KoxuH | CTHRBHC-J[KOHCHH),

[pOsABH

TOKCHYHA
ennjaepMalHa
HEKpoJIn3a,
aHTHOEAEM

Hapynenus Ha
MYCKYRHO-
CKelleTHaTa
CHCTEMA H
CHEHHHUTEIIHATA
TBKAH

APTPHT/apTpaNrHa

Hapymenus na

obpatim




GubpenuTe u HHTEPCTHIHAIEH

MKOYHATE HedpuT

NBTHINA

Hapymwenns na I'enuraneH

BE3MPOH3BOIHTE IIPYPHUTYC, BATHHHT,

JIHATA CHCTEMA H BaruHanHa

rbpoaTa MOHWNNA32

O TpeCKa acTeHHs

HAPYIICHAA H

edextn Ha

MSACTOTO Ha

[IPAIOKEHHE

Hacnensannus IMonosxwuTenen nexH ypennueHHs Ha | [TporensHypHs
TecT ra Coombs, | ypesaTa uin
NeKo MOKa4yBaHe | CepyMHHA KPEaTHHHH
CTOIHOCTUTE HA | WIH OTKIOHEHHA B
AST, ALT wn aHANH3A
Ha anKanHaTa HA YPHHATA
thocdaraza

Habmiofasanu ca alepravdHy peakiiy kato MopSumudopMens oOpuBH, NpYPUTYC B ypTHEapHA. Tean
peakIiH 00HKHOBEHO H3Ye3BAT CNEA CUpAHE HA TepamdATa.

JloknaaBaHH ca peakuny, HanoaoGasaly cepyMuara GonecT (epuTeMa MyTTH(GOPME MHHOP, 0OPHBH WK
IPYTH KOXHM NPOABH, CLIPOROJSHH C APTPHT/aTPAIrHA, ¢bC WK He3 TeMneparypa).
JlumpaneHONATHATA WM MPOTEWHYPUATA HE €A YECTH, HAMA UMPKYIHPALM HMYHHH KOMILICKCH H HAMa
AaHHH 33 nocnencTens. [loHskora MoraT A Bb3HAKHAT SAHHHYHA CHMITTOMH, HO T€ HE NPEACTABIABAT
peakuus, Hamono6ABaMmA cepyMHaTa Gonect. Peakuuyre, HanonoOaealm cepyMHara onect ca QUEBUIHO
Pe3yNTAT OT CBPbXUYBCTEBHTENIHOCT H 0GHKHOBEHO BE3HHKABAT [I0 BDEME MM Cliel BTOpUS (MM
HOoC/Ie/BAlLl) Kype Ha Tepanud ¢ ledakmop. TakuBa peakli ca JOKNIAJBAHH NO-4eCTO MPH Jea,
OTKOMNKOTO MpH BB3pacTHH. [TpH3HALHTE H CHMITOMHTE OGHKHOBEHO BB3HHKABAT HAKONKO JHH CIICH
3am04BAHE HA TEPamMATA H 0OMKHOBEHO H3YE3BaT HAKOJIKO JHH Clie NPEKBCBAHEeTO HA TEpanusaTa.
H3rnexkaa aHTHXHCTAMHHHTE H KOPTHKOUMHTE YCKOpABAT OT3BYYaBaHETO Ha cHHIpoMa. He ca
IOOKTAABAHM CEPHO3HH NOCTEACTBHA.

Paaxo ca noknageany eputeMa Myatudopme Maliop (cHaapoM Ha CTHBEH-[DKOHCHH), TOKCHYHA
eNUIEPMATHA HEKPOIH3a H aHa(unakcns. AHAGHUIAKCHATA MoKe 13 OBe Mo-2ecTa MPH NAUREHTH C
aHAMHE3a 33 NeHHLIWHOBA ANeprud. AHAQUIAKTOUIHHTE NPOABH MOTAT 1a OBAaT IPEACTABRHU KATO
eIMHHYHH CHMITTOMH, BIJIFOMHTENIHO AHTHOSAEMA, ACTEHHA, OTOK (BKIIOYBALI JIMLE H YCTHH) NHCIIHEA,
FApecTe3HH, CHHKOI HITH Ba30AKHIaTaIMA. PAZIKO CHMIITOMHTE Ha CBPBXHYYRCTBHTENHOCT MOTAT A2
IIPOLBIKAT HAKOIKO Mecena.

CrobiuaBane Ha NOXO3MPAHN HEKENAHYM peaKLIHK
Cr00ImaBaHeTo HAa NOIO3HPAHH HEXKENAHU PEAKURH Clef PAaspeIaBande 3a yrnoTpeba Ha NexapeTBEHHA

TPOAYKT € BaskHO. TOBA M03BONABA A IPOARIKH HabNIOASHHETO HA CHOTHOIIEHHETO TOM3a/PHCK 3a
NeKAPCTBEeHNs IponykT. OT MEEHUHHCKHTE CTIEHHANMCTH & H3UCKBA Ja ChODINAR; 3UpaHA
HexemaHa Peakiia Hpes:

HanbanutenHa areHings mo N¢KapCTBATa




yn. ,,Jdaman Tpyes” Ne 8
1303 Codun

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

4.9. [Hpeposupane

TIpH3HALIA ¥ CUMOITOMH
Ipy npeBuIMapaHe Ha 703aTa Ce YCTAHOBABAT rajieHe, MOBPHLIAHE, EMAracTPAISH AHCKOMGBOPT H

THAPUA.
Jleuenne

JeKoOHTAMMHALUHA Ha CTOMAITHO-UPEBHIA TPAKT He € HeoOX0AHMA, OCBEH aKke He ¢ GIiIa moresaHATa 1o3a
uedaKiop 5 IHTH NO-ToNAMa OT HOPMAITHATA.

JleyenHeTO KaTO LAI0 MOXKE Oa CE CHCTOM OT MOATbpIKalla TEPATIHA.

5. @®APMAKOJIOTHYHUA CBOHCTBA
5.1. ®apmakoaunaMNYHH CBONCTBA

DapMaKkOTEpaleBTHYHA FPyNa: AHTHOAKTEPHATHH CPEACTBa 33 CHCTEMHO PHIOKEHHE; BTOPA
reHepalys uedanocnopHHH.
ATC xon: JO1DC04.

MexanussM Ha elicTBHE
Hedaxnop e nepopaned NONyCHATETHYEH LedanOCIOPHH OT BYOPO NOKcneHHe. BakrepuuunaHaT edext
Ha UedaNOCTIOPHHNTE € Pe3YITAT Ha HEXHOHIMA HA CHHTE32 HA KJIETHYHATA CTEHA.

Kiunnuna edukacroct § GesomacHocT

Iedakxnop e akTHBEH CIPAMO CNEIHATE MHKPOOPIAHA3MH iRt Vitro:

Anda 1 GeTa XeMOHTAYHHE cTpenTokokH; CTadHIOKOKH;, BKIIOUHTENHO KOATY/Ia30- TO3HTHBHH,
KOAary/1a30-HEraTHBHE ¥ NEHHLANTAHAI0-TIPOAYLIMPALIH IIAMOBE; SIreplococcus pyogenes; Streptococcus
pneumoniae NEHWIWIHH-TYBCTBHTENHH WaMose; Branhamella catarrhalis; Escherichia coli; Proteus
mirabilis; Klebsiella species; Haemophilus influenzae, exmountenno 6era-naKraMasa IponyLEpPaiy
IAMOBE,

Ledaknop HAMa akTHBROCT cnpaMo Pseudomonas species vt Acinetobacter species. Merwnis-
PE3UCTEHTHHTE CTA(HIOKOKH U MOBEYETO [AMOBE €HTEPOKOKU (Hanp. Str. faecalis) H MeHUIHIHH
DE3HCTEHTHATE Str. Preumoniae ca pesucTeHTHH Ha tedaxnop. Lledawiop He e akTHBeH CIpAMO
NOBeYeTO WwamMoBe Ha Enterobacter spp., Serratia spp., Morganella morganii, Proteus vulgaris u
Providencia retigeri. Pepxute GeTa-TakTaMasa-HeraTHBHMY, AMITHIIWTHH-PE3UCTEHTHH mamose H.
Influenzae Morar na ce cMATAT 33 PA3MCTEHTHY KhM uedakiiop.

5.2. PapMaKoKHHeTHYHH CBOHCTBA

Abcopbuus _
Hedarnop ce abcopbupa 106pe Npu nepopaned MpHEM CJICA XpaHeHe. Tomq



HEMpPOMEHEHa TIPH HATHYHMETO HA XPaHa, HO KOTaTo ce IPHEMa ¢ XpaHara, AOCTHIHATATA MHKOBa
KoHUeHTpawns e 50% no 70% ot Tasw, nafmogasada Ipy NpHeM Ha ITaHO, M C& ROCTHIA-45 MHHYTH A0
1 4ac DO-K&CHO.

PaznpenencHye
Cuen npHem Ha fo3a oT 250 mg, 500 mg u 1 g cneA xpaHeHe CpelHH IIMKOBH CEPYMHH HHBA CHOTBETHO

7, 13 u 23 pg/ml. ce nocrurar cnex 30 no 60 MuHYTH.

buo chopManHs
ToraiHOTO cebp3Bane ¢ GenThuMTE ¢ 25%.

EnumuHHpane
Mpubnuzutento 60% 1o 85% oT NexkapcTBOTO ce eKCKPETHPAT, HeNPOMEHEHH B YPHHATA 33 § yaca, KaTo

Haii-TONEMH KOMTHYSCTBA C& OTHENAT B ITBpBHTE 2 yaca, [To speMe Ha TO3M 8-9aC0B IEPHOA MHKOBHTE
KOHUEHTpaHuH B ypHHaTa ca croTBeTHO 600, 900 1 1 900 pg/ml.

CepyMHRAT BONYKUBOT TIPH 3Apasd uHAHBHIH € 0,6 no 0,9 yaca.

ITpy namMeHTH ¢ Hamanena 6EOpeyHa GyHKLIHA CEpyMHHAT MONYXKHBOT € Neko yAwkeH. [Ipu Xopa ¢
HAaBJHO NHNcsaia 6u0pedHa pyHKUMA [Ta3MEHHAT MONyXKHBOT HA HHTAKTHATA Monekyna € 2,3 no 2,8
uaca. [T5TST HA EKCKPELIHATA TIPH MANKMEHTH ChC 3HAUMTENHO YBpeneHa Ob0peuna Gynkims ne e
ycTaHOBEH. XeMONHMAH3aTa ChKPaLaBa NoMy»KHBOTa Ha npenapara ¢ 25% no 30%.

53. HpeakausHu4HH ASHHH 33 fe30MACHOCT

HexanHIIHHTE JaHHH He TIOKa3eaT ocoleH pUCK 32 Xopa Ha 6a3aTa Ha KOHBEHLIMOHAITHHTE
GapMaKoIOrMYHK NPoyYBaHIA 32 0e30MacHOCT, TOKCHYHOCT MPH MHOrOKpPaTHO NpHaraHe,
FeHOTOKCHYHOCT, KAPLHAOTEHEeH MOTEHUHAN, PENPOOYKTHEHA TOKCHYHOCT H TOKCHUHOCT 33 pasBUTHETO.

6. DAPMALEBTHYHH JAHHH

6.1. CIHCBK HA IOMOIIHHTE BElIecTBa

MuKpOKpHUCTaNTHA [eTyT03a U KapMero3a HATpHi;
3axapo3sa;

Harpites Genzoar;

JIMMOHEHA KHCENMHA MOHOXHIPAT;

KcanraHoBa ryma;

QuperuTen anypa uepseno (E 129);

HropoB apoMar;

Harpues naypuncyndar;

Emyncua cuMeTxoH 30%.

6.2 HechbBMecTHMOCTH
Henpunoxumo.

6.3. Cpok na roxsoct




JIBe (2) roaMHH.
ToToBara cycrieHsus e crabunua 14 anuu, chxpaHsBana NpH TEMIEpaTypa oT 2 fio 8°C (B xnmanunuuK).

64. ChnennaaHH yc10BHA HA ChXpPaAHEHHE
[Ja ce cexpaussa npH TeMneparypa nog 25°C.
3a ycIoBMATA HAa ChXPaHEHHe CIe] Pa3TBapAHe Ha IEKAPCTBCHHA IIPOAYKT BHXTE Touka 6.3.

6.5. BuaH chaAbpXkAHHE HA ONIAKOBKATA

Creknena GyTraka (0T kadsapo HEYTPATHO CTHKIO ¢ ANYMAHHEBA KaMauka ¢ MOMHETHIEHOBO
YIUIBTHEHHe ¢ 30 g rpaHyni 3a niepopaiia cycnensus (60 ml nepopanHa cycnensua — 125 mg/5 ml) unu 40
g TPaHYITH 34 TIepopaina cycnensus (60 ml nepopanua cycnensus — 250 mg/5ml), nactMacosa
MEPHTENHA JTHXHYKA H TACTOBKA 33 NALHCHTA B KAPTOHCHA KYTHA.

6.6 CneyHanHH npeanasHH MEPKH NPH HIXBBPIAAIHE H padoTa

Hama cnenyasHi H3WCKBaHMA.
Henznon3panuAaT JiekapcTBEH TPOAYKT WIH OTIAALYHHTE MATepHAIH OT HETO TpadBa Aa CE H3XBBPIAT B
CBHOTBCTCTBHE ¢ MECTHHTE H3HCKBaHHA.

Hpuroresine Ha CYCMEH3NATA: NPHIOTBY ce B ANTEKH, KAKTO M0-A0JdY € NOCOYeHo:

Lledaknop opanna cycnensus 125 mg/S ml: npeau ynorpeba npubarere 40 ml necTunupana pofa B
CTBEIEHNS (NIaKoH H pa3knaTeTe Ao0pe.

Liedaknop opanna cycrnensns 250 mg/S ml: npeau ynorpeba npubasete 34 ml necTwiupana BoAa B
CTEHKNEHus (NaKoH U pazknaTere a00pe.

[IpHroTBEHATa CYCNEH3HA € Po30Ba BHCKO3HA TEYHOCT ¢ XapakTepeH MHPHC Ha aHTHOMOTHK M ATO/A.
IMpenu ynotpeba OyTHakaTa aa ce pa3knati nobpe!

Jo3HpaHeTo Ha Taka NPUroTBEHATA CYCHEH3HA e H3BBPIIBA ChC CNEUHATHATA MEPHTEIHA THKHIKA.

7. MMPUTEXKATEJI HA PABPEHIEHHETO 3A YIIOTPEBA

"Anxanoun" EQOJT

O6yn. “Huxona ﬁ.Banuapoa” Ne 51-A, eT. 4,
rp. Codusa 1407, benrapus

Ten.. +359 2 8081 081

HMeiin : office(@alkaloid.bg

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

Ledaxiop 125 mg/5 ml rpaHynu 3a nepopaisa cycnenzua 20040560
Hedaknop 250 mg/5 ml rpaHynx 3a nepopaiHa cycnensua 20040561

9. JATA HA TBPBO PAIPEHIABAHE/MMOAHOBSAABAHE HA PA




¥YIIOTPEBA

Jara Ha mepBo pa3pemaeade: 07 Hexemepn 2004
Jara Ha nocieHo noaxossasane: 15 Mapr 2010

10. JAATA HA AKTYAJIHIUPAHE HA TEKCTA

10/2020




