JJUCTOBKA 3A HAITHEHTA

OEGAIEKCHH SR AKTABHC
CEFALEXIN SR ACTAVIS
375 mg u 750 mg

BEUMATEIHO UTPOYETETE TA3H JHCTOBKA ITPEIHM JHA

SATIOYHETE JA IPHEMATE TO3H JEKAPCTBEH NPOJAYKT.

- Banazeme maszu nucmosxa. Moowe da Bu ce nanoocu Oa A npouememe
OMHOBO.

- Axo y Bac evsHuxHam OOWbIHUMENHY 6bHPOCU, MONL ODbpHeme ce KoM
Bawis nexysawy nexap i KeM Qapmayesm.

- Tosu npodyxm e npednucan nuyxo Ha Bac u ne buea 0a 20 0asame HA HUKOU
Opye. Toil mooice 0a Hagpedu Ha dpyzu xOpa, OO AKO Me UManm nooobHu Ha
Bawume onnaxeanus.

B TA3ZH JIACTOBXKA CE CHABPIKA CIEXHATA MH®OPMAIISA:

1. Xaxeo nipeactapuspa Uedandexcus SR AxTaBc ¥ 33 KaKBO ce NpHiIara.

2. Kakso Bu e Heo0X0quMo Oa 3HaeTe npexu npuioxenune Ha [edanexcnn
SR AxTtasuc.

3. Kaxk ce npuaara Hedpanexcun SR AxTaBHc.

4, Bu3MoxuM HeXeIaHH peakiini.

5. Ycnousi 33 cbXpaHeHue.

6. JonbasurenHa nHPpopManus.

Iledanexcun SR AxraBuc, QuiIMEpasy TabIeTKA ¢ YABIDKEHO 0CBOOOKAABAHE.
cefalexin

JlexapcTBeHO BeIecTBO B eAHa ¢uiMupada Taliuerka ¢  YABIDKEHO
ocsoboxmasage Cefalexin SR Actavis 375 mg: Cefalexin monohydrate
expuBaleyTay Ha Cefalexin 375 mg.

JlexapcTBeHO BeLIECTBO B efHa GuinMupaga Talnerka ¢ YABDKEHO
ocsoboxpasame Cefalexin SR Actavis 750 mg: Cefalexin monohydrate
exspBanenTHH Ha Cefalexin 750 mg.

Homomun BeNeCTBa; XHTIPOMEN032, XUIPOKCHIIPOHHIT exyno3a,
MHUKPOKDHCTAMIHA MeNyilo3a, MAarHesHeB CTeapaT, IPeuMCTeH Talk, 0e3BOACH
CHIIMITHER IBYOKUC, (GHIMOBO INOKPHTHE,

Iedanexcun SR Axrapic dunMapans TabNeTKH ¢ YABDKEHO 0CBOOOKAaBaHEe IO
375 mg u 750 mg, ce mpepnara B omaxoska mo 10 Tabnerk: B 6JIHCTE‘zp*~GT o
PVC/PVDC/AL domuo no exus OnEcTep B KYTHI.




Hpuresxarel Ha paspeIleHHeTo 3a ynoTpebda
"Axrasuc" EAJL

oy, "Kuarung Mapns JIyusa”™ Ne 2

Codus, brarapus

IpouzsopuTen:

Ranbaxy Laboratories Limited

Industrial Area-3, Dewas -455 001, Madhya Pradesh,
India S

1. KAKBO HPENCTABJISIBA NEPAJEKCHH SR AKTABHC H 3A
KAKBO CE IIPHJIATA

Iedanexcur SR AKTaBHC © DONYCHHTeTHYEH NedanocopuHos anTHOHoTHK. TolH
ITOTHCKAa CHHTe3aTa Ha OenThiuTe B OaxTepuanHaTa KIeThYHA CTEHA M Taxa
VHHIMOKABA MUKPOOPraHE3MiTe. AKTHBEH e cpenyy ronaM Opolt IpUYHHKHTeIM Ha
uHbexquy. To3H NPOAYKT € CIeNHamHO (OpMyNHpaH Aa OCHUIYPH IIOCTENEHHO
OCBODOXIaBaHe HA He(aleKCHH 3a IPOALIDKUTENEH IePHOA OT BpeMe, TaKka 49e Aa
e HOCTATHLYHO NPHEMAaHeTO MY J(Ba IIHTH JHEBHO BMecTo obudajigoTo 3-4 OBTH Ha
JicH.

Hedanexcurs SR AxraBHc ¢ noka3aH 3a JEUSHHE Ha NEKH O YMEPEHO TEXKKH
HHGEKIHE, TPHYWHHEHN 0T 1yBCTBUTEIHE Ha HedaleKCHH MEKPOOPTaHH3MH:

e  HWubexiuy Ha MHKOYO-TIONOBATA CHCTEMa, BKIL MIPOCTATUT (IpHYHHEH 0T E.
coli, Pr. mirabilis m Klebsiellae);

o  Mudexnuu Ha KoXKara ¥ MEKHTE THKAHH (TIPHIHHEHH OT CTaQUIOKOKH 1/l
CTPENTOKOKH);

. Vindexuy Ha KOCTHTE ¥ CTABHTE, BKI. OCTEOMHENHT (NPHYMHEHH OT
cradunoxoxs n/mm Pr. Mirabilis);

e  Vntexuuu Ha KUXaTENHUTE IBTHING (NPHYMHEHH OT S. pneumoniae ¥ Gera-
XEMONUTHIHE CTPENTOKOKY OT Ipyra A);

e  BrsnaneHue Ha CPeHHOTO YX0 H QapHHTHT (IpHUMHEHM OT S. pneumoniae,
H. influenzae, staphylococci, streptococci u Neisseria catarrhalis).

e  CroMaronorHygd mudekiuuy (UIpHYMHEHH OT CTA(QHNOKOKM H/HAK
CTPEITOKOKH).
e  TlpoxsmKeHHE Ha IHPBOHAYANHA HEDKEKIMOHHA TEPAIHA © 11e¢atoCIOpEHH.

2. KAKBO E HEOBXONUMO JA 3HAETE IIPEIH
IPAIOKEAUETO HA MEPAJEKCHH SR AKTABHC

Tedanexcun SR AxraBHC HE C& OPHIAra HpH HANHEHTH C H3BeCTHA aaeprii KbM
aHTHOMOTHI OT Ipynara Ha 1edanoclopuHuTe Wik KbM HAKOE OT MOMOLTHUTES
BeIleCcTBa Ha IPONYKTA.




HpennazHi MepKH

Axo upn revenne ckc Hedanexcun SR AKTaBHC Ce IOSBH aleprHYyHa peaKuud,
ciefBa MpUEMBT MY Aa Ce NpeKpardH H Aa Ce NpOoBele JIeYeHHE ¢ MOAXOIIMH
CpezcTBa.

Kaxro ¥ [pd APYTUTE IIMPOKOCIEKTHPHH AaHTHOHOTHOM IPONBIDKHTENHATA
yrotpeba Ha nedarekcuH MoXe Aa JoBele [0 MPeKOMEPEH PacTeXk Ha yCTOUIHBY
MHKDOODPTaHH3MH.

AXO BR3HMKHE BTOpHYHA WHGEKIHA 1O BpeMe HA Tepauuira ¢ NedamexchH,
ciieqiBa Ja ce B3eMaT CHOTBETHHTE MEPKH.

Iehanexcun SR AxTaBHC ciefBa Na ce IPHIAra BHUMATENHO IpH IAUHEHTH B
HamperHana Bb3pacT WY HAiHeHTH ¢ IOf4epTaHo yBpeneHa 6p0peuna QyHKnus.
TpsabBa ja ce HAUPABAT BHAMATENHH HabOpaTOpHM M KIMHWYHH H3CIEIBaHNY,
3aoTo He30racHara {033 MOXKe fa € Mo-HHcKa 0T obu4aiiHo mpenopsYyanara.

TIpenynpexnenust

Ilpu neuenne ¢ Hedanexcun SR AxTaBuC, KaKTO ¥ ¢ APYI'HM aHTHOHOTHIHN MOXE
Ha ce pasBHE T. HAp. ncegdomembpanosen Konum B Pe3ynTar Ha HapyllaBaHe Ha
HOPMAIHO Pa3BHBAIUTE Ce B wWepBaTa MMKpOOpraHusMH. Ilpu mospa Ha ymopura
BOJIHMCTA AuapHs TpA0Ba He3aGaBHO Ja ObAe YBEIOMEH JeKyBalus nekap, KOHTO
1(e IIpeffpueMe CHOTBETHO nevenve. 1Ipu ymepeHaTa GopMa KOMHT, OOMKHOBEHO
& JOCTaThYHO CaMO IPEKpaTsABaHe Ha IpHeMa Ha JeKapCTBeHHSA NPOLYKT, ZOKATO
HpH TEKKHA KOIHT MOXE Jla ce HAllOXH [a C& B3eMAT ChOTBETHH MEPKH.

Ilpemm 3amousane na neyense cbe Lledanexcmn SR Axrasuc, Tpabsa pa ce
YCTAHOBM, Jalii IAUWEHTET € MMal PeakNWH Ha CBPBXYYBCTBHTEIHOCT KBbM
nedanexcus, Apyrd NedamocropuHH, NEHHIHNAHA M OPYTH JEKapCTBEHH
IpOAYKTH. IIpH ciIyday Ha CBPBXIYBCTBUTEIHOCT KBM NECHHIANHUEY € BE3MOXKHO
pasBETHE Ha KPBCTOCAHAa aneprud. IIpW IOsABA Ha AajepragHa peaxuui KeM
nedaleKCHH, IIPHAOKEeHHeTo My TpsOBa Ja ce Ipekpary. Be3MOXHa e II04Ba Ha
CEpHO3HH OCTPY PEaKily Ha CBPBXJYBCTBUTENHOCT, KOMTO Ja M3UCKBAT CICIIHO
JgedeHyre C ANpeHANMH W [PYId CHEeMHH MEepKW, BKIIOUBAIIE KHCIOPOJ,
UHTPABEHO3HY BIMBAHWI M NOAABPXKAHE Ha NUMIAHETO M CHpAEYHATA HEHHOCT,
aKo & HeoOXOMIMO.

@anMBO ITOIOXKUTENHN Pe3yITaTH MOTaT 4 MOKaXaT TeCTOBeTe 3a OmpejeliiHe
Ha TUIOKO3a B YpMHAara M JUpeKTHHs TecT Ha KymOc npu nedenme ¢
redaToCHOpHHOBH aHTHOHOTHIX. B Te3u CliydaH MOTaT Aa Ce H3NMOJ3BaT APYIH
TTOEXOAAIH METOMH. :

ITedamocniopyumTe MOFaT Aa UOBIHAAT ONpPEJEIAHETO Ha KETOHOBU Tejla B
ypHHAaTa.
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Hpunoxenne Ha Hedanekcnn SR AxTasuc ¥ Np#AeM HA XPaHH U HAIIATKH
Hanva He00X0MUMOCT OT CHeNHalieH XpaHHTENCH PeXAM IO BpeMe Ha JIEUeHHETO C

TO3YM IPOIYKT.

Bpemensoct
Ilpedu npuem Ha xaxeumo u 0a € NeKAPCMBEHY NPOOYKIMU Ce KOHCYIMuUpaime ¢
rexyeawpus Bu nexap uni ¢ papmayesm.

Broapekd, de 1abopaTopHEUTE B KIMHUYHK TPOYyYBaHKA He CA Nany NOKA3areNCTBa
3a yBpexrall e(eKr, NpHIoKeHueTo Ha nedalexcyy o BpeMe Ha GpeMEHHOCT
TpaOBa Jia cTapa BHMMATEIHO 1 IO IEKapcKi KOHTPOIL

KbpMmeHe
IIpedu npuem na xaxeumo u da e NeKAPCmMEeHU NPOOYKMU ce KOHCYAmupaime ¢
nexysauyus Bu nexap unu ¢ papmayesm.

Ilehanekchy ce OTHENS B Manku KOIMIecTBa B KppMaTa. ETo 3amo Tpiabea xa ce
Ha3Ha4YaBa ¢ BEUMAHHE Ha KbpMEIH KeHH.

IModupane A pabora ¢ MAMIMHH
Hsama nagsw 3a Buasawe Ha I{edanexcun SR AxrapHc BBPXY CHOCOOHOCTTa 3a
rohupane ¥ paboTa ¢ MAIKHN.

punosxkense Aa XPyry JeKapcTBEHH HPOTYKTIN:

Mons, ungopmupaiime c8os nexysau) AeKap Wi Hapmayesm, axo npuemame unl
ckopo cme npuemanu Opy2u IexapcmeeHy npodykmu, dopu ako me He ca Bu bum
npednucanl Om rexap.

Toii xaTo nedanocropHHATE, B TOBA YHCIO X UedanekchHa FeACTBAT CaMO BEPXY
DacTAIIA M DA3MHOMABAIH Ce MUKPOOPTaHHM3ME, T¢ He Tpabsa ma Onhar
KoMOWHMpaHH ¢ GaxreprocTarWidHY aHTHOMOTHMIHM (QHTHOHOTHIH HOTHCKAILH
pacTera Ha MUKpPOOPraHA3MHUTe, KATO TeTPAUKANEY, MAKPOIHAY, CYAQoHaMERH,
xnopaMpEHHKOI), 3aI0TO NOCISIHUTE MOTAT A2 HAMAalAT e(eKTa UM,

EnsoBpEMEHHOTO JIeUeHHEe ¢ BHCOKH RO3M Ie(pasoCHOPHHYM H JNeKAPCTBEHH
IPOLYKTH OKas3BaIlli YBPEXHAIIo Bh3AelicTBHe BhPXY OnOpeyHara QyHKINLI, KaTo
AMEHOIHKOSHAHN aHTUOHOTHITH HIIY MOIMHA FHYPeTHNH (HarpuMep QyposeMuz,
€TaKpUHOBA KHCENHHA) MOJKE a IIOBHIHY OhOpeTH A TOKCHYEH e(eKT.

KakTo @ mOpH japyrH Gera-nakramMed anTHOHOTHIM, npobememun 3abaps
OB0pevuHoTO OTACIIHE Ha Iie(haNexChH.

KoMOMHEDaHOTO HpuiokeHne Ha HedaneKcH C aHTHKOAryNaHTH  OT
KyMAapHHOBHA THI (T€KAPCTBEHH MIPOAYKTH 326aBsury ChCHPBAHETO HAa KPBBEA)-.
MOJKe [a YBEIHYH NpOoTPOMOHHOBOTO BpEME.

Kakro B Apyrdl MUPOKOCHEKTHPHE aHTHGHOTHIIN KaTo 1410, TaKa U gmjcﬁ'aﬁezccmg EREAN
R K

HaMaliBa eeKTHBHOCTTA Ha eCTPOreH-ChABPKAIIATE KOBTPAlenTH 43
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BE3MOKHO € B3apMOZIeHcTBEE MEXAY UedanekcuHE M MeTGhOpMHH, K0eTo Ja
noBeZie A0 HaTpylBaHe Ha MeTMOpMuH.

3. XAK CE HPHEMA NEQAJTEKCHH SR AKTABHC
Bunazu npunazaime ILlepanexcun SR Axmasuc cnoped uHCMpyxyuume Ha
JEKYEQUfIS NEKAD.

Hauun na npunoxcenue
Ilo nexapcko IpeAnucanme.

Tabnerxure Iledanexcur SR AxraBmc ce IpHeMaT Ipe3 ycrara, Oes mga ce
PaA3meNdT, CMauKBaT, pasnpalliaRaT WIK CABBKBAT, 4 Ja ¢& IMOTIBINAT UelH ¢ Yalra
BO7a, CIEN XpaHeHe.

Obuuwaiinu do3u
Obuuaiigara no3a 3a BB3pacTeEy ¢ 750 mg [Ba IBTH JHEBHO.

Ilpy wHQEKNHY Ha KOKaTa ¥ MEKWTe THKaHHM, CTPENTOKOKOB (ApHHIHT H JIeKH
HEYCIIOXHeHY Mu(eXKIud Ha YpUHapHMA Tpakr, fosara ¢ 375 mg nBa OBTH
IHEBHO.

TIpu Texxy padekEr MoXe fa ce napaT 2 TabneTku oT 750 mg JBa IBTH HA JeH.
He 6uBa na ce gajpHIinaBa MakCHMallgEaTa A03a oT 4.0 g fHeBHO.

Ilpy manweHTHE ¢ I[IOQYEPTAaHO HaManeHa OBOpeyHa QYHKUMA (KpEaTHHHMEHOB
KIEpBHC < 20 ml/min) qHeBHaTA X032 He TpAOBa Aa Hagxsbpld 1.5 g.

Tlpu meua Haj 5 roAMINHA BB3pacT jozaTa € 375 mg aBa IBTH AHEBHO. Tasy fo3a
MOJKE Ha Ce VABOH NPH TEXKH HHPEKIHH.

Ipodenscumennocm Ha REYEHUEMO

OOuualinaTa NpOXBIKHTENHOCT Ha Iederue che Iedanexcns SR AxTaBHC IIpH
nosedero uudexnuw e 7-14 mmm. Ilpr webexmuu, OpHYHHeHH oT Gera-
XEMOUMTHYHE CTPENTOKOKH OT Fpyna A, JedeHHeTo He TpA0Ba Ja & Io-KpaTKo OT
10 pmEm, 3a jpa ce NOpPeHOTBpaTH I104BaTa Ha pPEBMATHYMECH IPUCTBEIL HIH
TIOMEpPYIOHEDPHT.

Axo cre wusmoi3Banm mo-roisiva pmo3a Iedanexcun SR AxraBuc ot
npeanyacanara

IIpu npuem ma no-gucoxa 003a om npednucanama, €e0Haza ce obvpHeme 34
1OMOY KM Aexap!

Cumnmomu na npedosupane

CummrtoMuTe Ha Opefo3upaHe MOoraT fa BKIIOYBAT TafcHS, IIOBPBINAHCG,
CTOMANIHG HEPA3IIOI0XCHHIC, paBCTPOifICTBO ¥ [I0ABA HA KPBB B YpHHATA.

PRt

HeobxomimMo € na ce IpOCHeisBaTl IKU3HEHOBOKHHTE q)yHKJf IfI,,u(,IEIfII_]IaHG,,,.
CHPASHHA NefiHOCT), BOOHOTO H COMIEBO PABHOBECHE B KPBBTA. 3 :




Hama cnenpduger agtugoT. IIpoMuBKa Ha CTOMAXa Ce Hajlara caMo NpH IoeMaHe
wa medanexcHE B Ho3u 5-10 mweTH Ham MaxcaMamauTe. Ilpumoxednvero Ha
AXTHREH BEBITIEH 3aMeHs HIH JOIBIBA H3MPa3BAHETO Ha CTOMaxa; IMOBTOPHOTO
OpueMaHe Ha aKTHBEH BBLIEH CHEl M3BECTHO BpeMe MOXe J2 YCKOpH
H3TsYBaHeTo Ha abcopbupaHuTe Bede KONMYECTBA OT JIEKAPCTBEHHA IIPOLYKT.
TIpu Heo0X0oUMOCT ce IpHUIaraT CHMIITOMATHYHHE CPENICTRA.

IIpu nposisu Ha cumnmomu Ha npedosupane, He3abaeHo ce 06vpHeme KoM aexap!

Axo cre nponycHana Aa npuxoxure Iedanexcan SR Axrapuc
AKO cTe IMpolycHany eyl IPHeM, B3eMeTe IIPOLYKTa BEB BPEMETO Ha CIEIBaIIHI
perynspeH npueM 0e3 fa ypennuagare qo3ara.

4. Bb3MOXHHA HEXEJAHH PEAKTIAA
Kaxmo u ecexu Opyz nexapcmeen npodyxm, Llepanexcun SR Axmasuc mooce 0a
NPEeOU3BUKA HENCENAH IEKAPCMEEHU PEaryUL,

HexenamdTe TeKapCTBEHH peakllnw IpH neuende cbe Lledanexcun SR Akrasuc
Ca OTHOCHTENHO pelxd. HexenanuTe peakiiiy, KOHTO ¢a JOKIaABaHy, BKIIOYBAT:

Cmomamino-upeény: FHail-decrara HexelaHa peaknyd, HaOIIOZaBaHa OpH
nedenye ¢ nebanekcuH, e quapusrTa. Ta ofade pamKo ¢ ZOCTATHYHO TEXKA, 32 Ia
OIIpaBfae IpeKparsBaHeTo Ha jedeHHeTo. BL3MOXHH ca rajeye, IOBpBINAHE,
CTOMAITHY KONHKH, BB3HAlCHAe HA YCTHATA IHraBHLa, NPEeXOJeH XOJeCTaTHICH
xenaruT. CHMIOTOMHTE Ha INCEBHOMeMOpaHO3eH KOJUT MOraT Ha Ce MOSBAT IO
BpeMe WIH CIeT NEYSHHeTO ¢ aBTHOHOTHK.

Cspoxuyscmeumentocm. AIEPrAYHY Peakiiiy MOraT Ja ce mOsBAT IOX dopmara
Ha OOpUB, YPTUKAPHS, aHTHOEAEM (OTOK Ha MEKUTE ThKAHY HA HIETO ¥ HIHATa) K
PEOKO pasiHYHM WO TEXeCT KOXKHE allepTMuHM peakiuu (eKCyHaTuBHA
myntadopmena epurema, CcHHApoM Ha CTHBBHC-JDKOHCBH H  TOKCHYHA
emmepManna Hekponusa). Tesn peaxnun 00M4aiHo H3UE3BAT Cle[ peKpaTsBaHe
Ha IpHeMa Ha JeKapcTBeHMS IPOAYKT, Maxap W B HAKOM ClIydad MOXKe 7a -ce
HATOXKHY IOOABPXKala Tepanusd. AHA(QUIAKCHSI CBHINO € FOKIagBaHa, Maxap H
MHOI'O PAAKO.

Kpwsonocna u numpna cucmema: PInxko MOoXKe Ja ce IOABAT NPOMEHH B KPhBHAT2
KapTHHa (OBpaTEMa HEYTpOUeHHs, eo3uHOMMINd, XHIONpPOTpOMOMHEMHS,
TNEBKOUEHHA H XEMOIUTHIAA aHEMH).

Ienmpanna nepsna cucmema: riaBobomde, ¢nabocT, 3aMasHoOCT, CBETOBEPTEX,
00FpKaHOCT.

Hpyeu: craBemn 6ONKH, aHanes Chpoex.

IpomsmruTennara yuoTpeba Moxe Aa FOBele A0 CBPBXPACTEX Ha YCTOHUMBH

MEKpoOpranm3My, Hagpumep Kanpuga, KOeTo MOXe ja NOBEAe A0 Pa3 _-}ﬁgxc ‘Ha.
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pass3BsBaHe Ha YCTHATA JMTaBAlla W BYJBO-BaTMHHT, KaKTO € M IpH IAPYIH
AHTHOMOTHITHA.

Pamxo ce mowiapsa 3a oOparimMo Bp3NaneHHE Ha OnOperuTe (HHTEpCTHIHMANCH
Hedput). JoxnamBaHy ca NpeXOfHH TOKadBAHHSA Ha YepHOAPOGHHTE CH3UMM M
KpBBHATA ypes.

Aro 3abenescume KaKeumo u OQ € HeJCENARYU Peakyuill, KOUmo He ca OMpAaseHu 8
masy AUCMOGKA, MOJLL CoobUeme 3a Mmosd HA NEKYEaUUa lexap Uiy QapmMayesm.

5. YCJIOBHS HA CHhXPAHEHHAE

Ja ce crxpaHABa Ha MACTO HEZOCTBHIHO 32 Hell2.

Ipu Temueparypa nox 25°C. [la ce a3y OT Biara.

Jla e ce ymoTpe0bsBa clel H3THIAHE CPOKA, YKa3aH Ha ONakoBKara!
Cpox Ha rogeocT: 2 (fBe) FOIUHY OT jaraTa Ha IIPOH3BOACTBO.

6. JOIIBJHHUTEIIHA HH®OPMAXHA
3a BCaxa MOMBIHATENHa HHGOPMalus OTHOCHO TO3H JEKAPCTBEH NPOAYKT Ce
o0pBinaliTe-K6M MECTHOTO IIpeZICTABUTENCTBO Ha IIpuTexaTens Ha pa3pelleHieTo

3a ymoTpeba.

"Axrasuc" EAJ]
Oyn. "Kaarums Mapus Jlyusza" Ne 2
Codus, berrapus
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