KPATKA XAPAKTEPHCTHKA HA ITIPOAYKTA
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1. UME HA JJEKAPCTBEHHUS ITIPOAYKT F ASNLAHUTENAR RE'E:HB,F!FI nG JIEE{&?L {3ATA
KpamKa Xapaxmepucmuxa Ha NRogyKkma - ﬂp uAoxeHue 1
PECIIMBAKC 3a Bp3pactHu 50 mg TabneTkH. Kont Pea. e aj (9 o l’2J 7 é _____
RESPWAX for Ad]ﬂts 50 mg tablets. " - ::: -----------------------------------------------------
| Paapatienue e
2. KAYECTBEH H KOJIMYECTBEH CHCTAB 1 OgospeHue Me ........ O |

AXTHBHH BelIeCTBA:

Beaka tabnerka PecruBakc chbabpxka 50 mg nuodunuskpann yOuTH GaKTepHaNHH KyIATYPH OT ClESHHTE
MHKpOOHH BHMIOBE: Streptococcus pneumoniae, Branhamella catarrhalis, Streptococcus pyogenes or rpyna A,
Haemophilus influenzae type b, Staphylococcus aureus, Klebsiella pneumoniae B konnuecTBa ChOTBETCTBYBALIH
Ha 1,25 x 10° keTku ot BoeKu BUA.

IToMOLITHO BELECTBO € H3BECTHO AciCTBHE: MIISHHYHO HALIECTE.

3a IBITHMA CIIMCHK HA MOMONIHHTE BElIecTBa BIDK T. 6.1.

3. JEKAPCTBEHA ®0OPMA

TaOnerka.

4. KIMHAYHH JAHHH
4.1. TepaneBTHYHH NOKA3aAHHS

PecrmBakc e npenHasHadeH 3a IepopalHa UMYHOTEpAlHs M MMYHONPOQHIAKTHKA Ha HecTeLu(pHIHu
3a00/1sBaHH Ha ZHXATEHATA CHCTEMa W MMa MHOro JOOBLp edeKT IIPH JICYEHHETO HA fela H BB3PACTHH,
CTpajally OT YeCTO NOBTAPALIH C€ U NPOTHYAIIM XPOHAYHO HH(EKITHH HA AMXATEIHHTE ITETHILA:

- OCTpH OPOHXHTH H TpaxeoOpoOHXUTH

- XpPOHMHH H peUdAMBHpall OPOHXUTH K TpaxeoOpoHXUTH

- OCTPH H XpOHHYHH TOH3MNIHUTH, (APUHTHTH U JTAPHHTUTH

- OCTPH ¥ XPOHHYHH PHHWUTH, CHHYHTH U OTHTH

~ YeCTO NOBTAPHIH € OPOHXOITHEBMOHHH

- HHeKLMU Ha JUXATeSTHATa CHCTEMA, PE3UCTEHTHH HAa aHTHOHOTHYHA TepanHs

- HH}EeKIMY Ha IUXATEHATA CHCTeMa, IPHAPYKABAHH CEC CBPBXUYBCTBUTEIHOCT KBM AHTUOMOTHLM H
APYTH XHMUOTEPANEBTUIIH

- NOATHCKAHE HA UMYHHATa CHCTEMA B pe3yJITAT OT pa3IM4YHH 360 IBaHHA

- HHeKkMozHa GpOHXHATHA acTMA

- IPHIOKEHHE Ha PecnuBakc npes eCeHHO-3HMHHA CE30H € MHOrO MOAXOAANI TIPeH HITH 110 BpeMe Ha
I'PHITHH CIIHACMHH, KOraTO HErOBHAT NPOQHIAKTHYEH WIH TeparieBTHYEH e(eKT o OTHOLIEHHE HA
Pa3sBHBALIKTE C€ BTOPHIHH OGaKTepHaNHU NHPEKIMH € [IOAYEPTaHO OIIarOnpUsATEH.

4.2, Io3HpoBKA H HAYHH HA NPRJICKEHHE

3a nenwre Ha MMyHOTepanMaTa H UMyHonpodHnaxTikara PecrBakc 3a BE3PACTHH Ce mpiiara ¢ JHECBHA
Ao3a 50 mg o creaHHA HA4YHH:

JEYEBEH KYPC (MMYHOTEPAIIUS) — & npontiokense Ha 30 184 no 1 TabneTka nHEBHEET

[1aJIHO; MOATBPXALL KYPC HA JIEYEHHE — 33 IOCTHIaHe Ha HpPOXBDKUTENEH edexT // QN Yiyie
HpeTopE'iBa NPUEMaHEeTO Ha 1 TaGneTka PecnuBakc CyTpHH Ha riajHO B Opoawibkenne a0/ b
nocjieAoBaTeHA Mecera. To3u Kype Moxe J1a ce HOBTOpH Cliel 5-6 Mecerna. .3 Y
MPOPHMJIAKTHYEH KYPC (MMYHOIIPO®HUINAKTHKA) — no 1 Tabnerka Pe @ SRl AHERAO,
CYTPHH Ha [JIATHO B MPOAB/DKEHHE Ha 20 JHH B TPH HOC/IEA0BATEIHHA MeCena. N\ TSRt

IIpenopbuBa ce mpodHnaKTHKaTa A2 3aN0YHE IIPE3 MECEL, OKTOMBPH. '3'




B cnyuanTe Ha 3HAYUTENHO NOATHCKAHE HA HMYHHATA CHCTEMA B Pe3YJITAT HA pa3/IH4HH 3a00/19BaHHA B T.Y.
H 3JI0KaYeCTBECHH, KYpChT Ha JIeUeHHe Moske Ja Oble yaw/bkeH, kato OonHuTe IpueMar PecmuBakc mno 1
TabneTka CyTpHH Ha rajgHo 0e3 NpexbepaHe B IPOTWIDKEHHE HAa 3-6 Mecella.

4.3. IlpoTnBonokazanun

PecnHBakc € IMpOTHBONOKA3EH B CTy4alTe HA ABRTOMMYHHH 3a00/IsBaHHAA C MTOBULIIEH CHHTE3 HA AHTHTENA.
4.4. Coennannm npeAynpexieHns H NpeANazHH MEPKH NpH ynorpeba

IlpenapaTsT ChABPXKA MIEHAYHO HHINECTE, KOSTO MOXKE Ja TIPEICTARIABA OMTACHOCT 3a XOpa C HbOJAHAKHAL.
4.5, BzanmoaeiicTBRe ¢ APYIH JeKAPCTBEHH NPOAYKTH H ApYTE GopMHE Ha B3aAMoaeHCTBHE

He ¢ HabmonasaHa HECHEBMECTHMOCT ¢ JPYTd JIEKAPCTBCHH cpencTBa. PecnuBakc Moske na O6bae
KOMOHHHpAH ¢ BCAKO IPYTro JICUCHHE, BKIINOUYHTEHO H aHTHOMOTHYHA Tepanus. Ilozponasa MHOrokpartHo
npunokeHne 6e3 ONacHOCT OT NMPHBHKBAHE,

4.6, PepruiiuTeT, OpeMEeHHOCT H KbPMEHE

PecnimBakc He ce npenopbyBa Aa ce npriara npes MspBHTE 3 Mecella Ha OpeMeHHOCTTa.

4.7. EdexkTH BLpXY cnOCO0HOCTTA 38 modupane B pafoTa ¢ MAIKBH

Pecnurakc He nosiausBa CiocoDHOCTTA 3a IodHpaHe 1 padboTa ¢ MAINHHH.

4.8. Hexxe1aHH eKAPCTBEHH peaknnH

Ho cera He ca HabMmo1aBaHN HeXellaHH peakumi. KIIHHMIHHTE pe3y/ITaTH moKa3saT MHOIO Joopa
TIOHOCHMOCT.

Cro0iasane Ha NONOIWPAHN HEKSHAAHN PeaklvY

CrobinaBaneTo Ha NoJO3HpaHK HEXKesIaHN peaKu i CJIe]] paspellaBaHe 3a yIoTpeba Ha J1eKapCTBEHUA
NPOAYKT € BaXkHO. ToBa 11038014982 Ja NPOAB/DKH HAOMIOIEHHETO HA CHOTHOMICHHETO NOM33/PUCK 34
JeKapCTBeHHs NpoAyKT. OT MeIMLHHCKIUTE CIELMATIMCTH Ce€ H3HCKBa /la ¢ho0InaBar BCsIKa ITOJI03HpaHa

HEKe/laHa peakuis Ype3 HalHOHAMIHA CHCTeMa 3a cholInaBaHe, [0CoYeHa no-goay: Hansauurensa areHUH,
IO JIEKapcTBaTa

yi1. ,,Jlaman I'pyer* Ne8, 1303 Codus,

Ten.: + 359 28903417, yebeaiir: www.bda.bg
4.9. IIpeaozupane

Hsima cbo0mienns 3a cryvay Ha NpeAo3upaHe.

5. PAPMAKOJOTHYHH CBOMCTBA

5.1. PapmaKkoaRHAMHAYHHE CBOHCTBA

®apmakonoruyna rpyna; ATC kon: LO3AX 00

Mexanmsem Ha gedictBMe - PecnmBakc mpeacTapispa TOMMOAKTEPHATEH HMYHOCTHMYAGT _
NOBUINABA €CTECTBEHATA PE3HCTEHTHOCT HA OPraHU3Ma U CrieLMHYHIA HMYHUTET KM P (o
Ha JUXATCTHUTE ITETHINA Ype3 CTHMYyJIHpaHe Ha XyMOpaTHHUTE H KIIEThYHH (PAKTOpH Ha * oo
Toit mMa gokasaHo CTHMYNHMpalno AeHCTBHE BBPXY KICTKHTC HAa HMYHHATA CHGTema™

ME3CHTEPHYMa M B 3Ha4YMTElIHA CTCNEH BBpXy duMdouaHuTe obpaszyBanus B 6enua apRie
NepuOpOHXHAITHO.



6. PAPMAILIEBTHYHH JAHHH

6.1. CnEchpK HA NOMOIIBATE BeIECTBA

MHKpOKpHCTaIHA LIEITYI038, NMIEeHHYHO HHIIECTe, KOJOHAANSH CHIHLIMEB THOKCHI, He3BOeH, MOBHIOH,
MAarHe3HeB cTeapaT, AeKcTpaH 40, BKIMOYEH B ChCTABA HA aKTHBHOTO BEIIECTBO.

6.2. HechBMECTHMOCTH

(DIBI‘I]{O-XHMH‘]}IH HCCHBMCCTHMOCTH HIMA.,

6.3. Cpox Ha rognoct

3 roauHM.
6.4. Cneuna/ing yc10BHA HA ChXpaHeHHe

Ja ce chxpaHsBa npu TeMuepatypa nog 25° C.
Ha ce cpxpaHaBa Ha TBMHO MACTO, HEJOCTHITHO 34 Jela.

6.5. Jlannu 33 onakoBKaTa

PecrmBakc 50 mg ce omakoea no 10 6p. tabnerku B GIHMCTEP OT NOMHBHHWIXJIOPHAHO (OIIHO H ATYMHHHEBO
¢onuo. Tpu GircTepa 3aeAHO ¢ THCTOBKA Ce MOCTABAT B KAPTOHEHA KYTHA.

6.6. CnennajnH npeana3sHi MEPKH HPH H3XBbJIANE

Hama cienanum H3HCKBaHAA.,

7. HIPHTEXATEJL HA PASPEHIEHHETO 3A YIIOTPEGA

“BYJI BUO — HII3IB” EOO/,
Codun 1504,

Oyn. 5. Cake3os Ne26

Tel. +359 2 944 61 91

akc: +359 2 943 30 75
e-mail: bulbio@bulbio.com

8. HOMEP HA PA3PEIIEHHETO 3A VIIOTPEBA
20010516/09.01.2002

9. IATA HA TTBPBO PA3PELIABAHE 3A YIIOTPEBA

Hata Ha mepeo pazpemenmue: 18.12.1987 r.
Jata Ha mocnenno nonHoessane: 02.04.2012 r.

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA: 02.2015




