KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA

A TH0 NEKAPCTB

1. MME HA JIEKAPCTBEHUS MPOAYKT

PECITMBAKC 3a Bw3pactu 50 mg tabieTku.
RESPIVAX for Adults 50 mg tablets.

| Paspsiuerive Ne

-

2. KAYECTBEH U KOJIMMECTBEH CHhCTAB

AKTHBHH BellleCTBa:

Besika taGnerka Pecnmpake cpabpka 50 mg nmoduansupanu y6uth GakrephaniHu KyJITYpU OT CJIEHHUTE
MHKPOOHHU BUJIOBE: Streptococcus pneumoniae, Branhamella catarrhalis, Streptococcus pyogenes OT Tpyna A,
Haemophilus influenzae type b, Staphylococcus aureus, Klebsiella pneumoniae B xonnuectsa ChOTBETCTBYBALIU
Ha 1,25 x 10° keTku oT Beeku BHL.

[TomMommHO BelecTBO ¢ M3BECTHO AEHCTBUE: MIIEHUYHO HUILIECTE.

3a MbJIHMS CITUCHK Ha TIOMOLIHMTE BELIECTBA BIXK T. 6.1,

3. JEKAPCTBEHA ®OPMA

Tabnerka.

4. KIMHUYHU JAHHHA
4.1. TepaneBTHYHH NOKA3AHHS

PecniBake e npennasHaueH 3a nepopaiHa uMyHOTeparus u MMYHONPO(HUIAKTHKA Ha Hecrelu(puuHu
3a00/IsBAHNA HA /IMXaTeHATA CHCTEMA M MMa MHOTO 100bp e(eKT Mpu JIEYEHNeTO Ha Jiela U Bbh3PacTHH,
CTpajallli OT YeCTO MOBTAPAILM C€ M MPOTHYAILH XPOHMYHO HH(EKLUN HA INXATETHUTE THTHILA:

- OCTpU OPOHXUTH U TPAXeOOPOHXUTH

- XPOHWYHM U PELIMIMBUPALIM OPOHXUTH U TPAXeOOPOHXHTH

= OCTPH M XPOHUYHH TOH3UIIUTH, GAPUHIUTH U JTAPUHTHTH

- OCTPH ¥ XPOHHYHU PUHUTH, CHHYUTH U OTUTH

- 4eCTO MOBTAPSILIN e OPOHXOMHEBMOHUH

- MH(EKLUMHU Ha IMXaTeIHATA CUCTEMA, Pe3UCTEHTHH HA AHTHOHOTHYHA Teparus

- MHQEKLMN Ha IMXaTe/THATA CHCTeMA, MPHAPY/KABAHHU Che CBPBXUYBCTBUTEJIHOCT KbM aHTUOUOTHIH 1
APYrH XUMUOTEpaneBTULIA

- IOATHCKAHE HA KMyHHATa CHCTEMA B PE3YJITAaT OT Pa3IMYHHU 3a60/19BaAHNS

- MH(eKLHo3Ha OPOHXHMATHA acT™Ma

- IPUJIOXKEHHE Ha PecrinBake npe3 eCeHHO-3MMHUS CE30H € MHOTO MOJIXO/ISLL NPE/IU WITK 110 BPEME Ha
TPHITHI CTTHICMHH, KOTaTO HETOBUAT NMPO(GHUIAKTHYEH HIIH TepareBTHYCH e(eKT Mo OTHOWICHHE Ha
Pa3BUBAILATE CE BTOPUYHM OaKTepUaTHu HHPEKLMH € MOIUepTaHo OnaronpusreH.

4.2. Io3MpoBKa M HAYHH HA TPHIIOKEHHE

3a uenMTe Ha MMyHOTEparnUsTa U UMyHonpoduiakTukata Pecriake 3a Bb3pacTHu ce npusara ¢ JHEBHa
no3a 50 mg 1o ciieHus HaYKH: S
JEYEBEH KYPC (MUMYHOTEPAIIUS) — B npoab/okeHre Ha 30 auu o 1 TabneTka nuet
[J1A1HO; TIONUtbpKALL KYPC HA JICYCHHE — 3a MOCTUraHe Ha MPOAbJDKUTETeH edexr
fpenoprHBa ripuemManeTo Ha 1 tabnetka PecnmBakc cyTpuu Ha riagmo B MPOJIbIDKEH
focnieioBatesini Mecena. Tosu kype Moske a ce noBTopH cie 5-6 Meceria.
MMPOPUIIAKTHYEH KYPC (MMYHOIIPO®UJIAKTHKA) — no 1 Tabnerka
CYTPHH Ha IIATHO B IPOABJKeHHE Ha 20 THU B TPH MOC/IEI0BATEIHN Mecella.
[Ipenopbusa ce npodunaktukara na 3anouse Tpe3 Mecel| OKTOMBPH.




B ciyqanTe Ha 3HauMTEIHO MOJATHCKAHE HA MMYHHATA CHCTEMA B PE3YJITAT HA PA3IMYHU 3a00/IsBAHUS B T.4.
U 3JI0Ka4€CTBEHH, KYPCHT Ha JICYCHHE MOXKe Ja ObJe yab/DKeH, Kato OojHuTe npuemar PecrimBakc 1o 1
TabyieTka CyTPUH Ha IJIaJIHO 0e3 NpeKbCBaHe B MPOAb/KEHHE Ha 3-6 Mecela.

4.3. IIpoTuBonokazanus

PecrniBakc e mpoTHBONOKA3eH B CilydyanTe Ha aBTOMMYHHH 3a00/1SBAHKS C TIOBHIIEH CHHTE3 HA AHTUTEA.
4.4. Cneunajinu npeaynpe;IeHusi H NPeANasHH MepPKH IPH ynoTpeda

IIpenaparsT cbabprka NUIEHMYHO HUITECTE, KOETO MOXKE JIa IPECTAB/IABA OMACHOCT 33 XOPa ¢ LIbOJIHAKHSL.
4.5. BsaumopeiicTBue ¢ IpyIH JIeKAPCTBEHH NPOAYKTH H Apyrd pOpPMH HA B3aHMOAeiicTBHE

He e nabmonaBana HechbBMECTHMOCT ¢ ApYrH JIEKApCTBEHH CpeicTBa. PecnvBakc Moxke na Obae
KOMOWHHMpAH ¢ BCAKO JPYro JieUeHHe, BKIOYMTENHO M aHTHOMOTHYHA Tepars. [103BonsBa MHOT'OKPaTHO
NpUJIOKEHHE 03 OMacHOCT OT MPUBUKBAHE.

4.6. ®epTHIAHTET, GPEMEHHOCT H KbpPMeHe

PecrinBake He ce npenopbusa Ja ce nmpuiara npes mbpeuTe 3 Mecela Ha GPEMEHHOCTTA.

4.7. Epextn BbpXy cnocoGHOCTTA 32 odupane H paGoTa ¢ MALIMHH

PecniiBake He nosnumsBa crocobHOCTTa 32 modHUpaHe ¥ paboTa ¢ MALIMHH.

4.8. He:xenanu JIeKapCTBEHH peakuuH

Jo cera He ca HabmonaBaH! HexKeNnaHyu peakii. KinHUYHUTE pesyJiTaTu IOKa3BaT MHOI'0 100pa
MOHOCHUMOCT.

CpolliaBate Ha M0103MPAHK HEXKETAHH PEaAKIMU

CbobaBaHeTo Ha MOA03UPAHH HEKeTaH! peakiuu el pazpeluaBane 3a yrnorpeda Ha jieKapcTBEHHUs
MPOAYKT € BakHO. ToBa 1Mo3BoJIsIBA /1a NPOABIKH HAOTIOIEHHETO HA ChOTHOLLEHHUETO 0J13a/PHUCK 3a
JIeKapcTBeHUs IPOAYKT. OT MEMLMHCKHUTE CIIELMAIMCTH Ce M3HCKBA J1a ChOOIIABAT BCSKA [oJ03UpaHa
HEKEIaHa peakiis Upes HallMOHa/IHa CUCTeMa 3a ChoOlaBaHe, TOCOYeHa Mo-10.1y: M3mbIHHTeNHA areHIus
IO JIeKapcTBaTa

yi. . Jlamsan I'pyes* Ne8, 1303 Codus,

Ten.: + 359 28903417, yebeaiit: www.bda.bg

4.9. llpenozupane
Hsima cho0enus 3a ciyqan Ha npenosupate.

5. PAPMAKOJIOTUYHU CBOMCTBA
S.1. ®apmakoAMHAMHYHH CBOMiCTBA

®apmakosoruysa rpyna: ATC kox: LO3AX 00
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6. PAPMAIEBTUYHU JTAHHHA
6.1. CnuchbK HA NOMOILHHTE BellecTBa

MHKpOKpHCTaJIHa LeJysio3a, MIeHWYHO HULIECTE, KOJIOUIAJIeH CHIIMLIUER JAHUOKCH I, 663BOIIGH, IMOBH/I0H,
MarHe3ueB cTeapar, I€KCTpaH 40, BKJIFOYEH B ChCTaBa HAa aKTUBHOTO BELIECTBO.

6.2. HecbBMecTHMOCTH

DOU3NKO-XUMHYHH HECHBMECTUMOCTH HSMA.
6.3. Cpok Ha rogHoct

3 ronuHM.

6.4. Cnenuajny yc/I0BHsI HA ChbXpaHeHHe

Ha ce cpxpansBa npu Temneparypa nox 25° C.
Ja ce chxpaHsBa Ha TBMHO MSICTO, HEZIOCTBITHO 3a Jelia.

6.5. lannu 3a onakoBKaTa

Pecrimpakce 50 mg ce onaxosa o 10 6p. TabneTku B Guctep ot NOJIMBUHUIXJIOPUIHO (HOIHO U aTyMHHHEBO
oamo. Tpu GaucTepa 3ae1HO ¢ JIMCTOBKA Ce MOCTABAT B KAPTOHEHA KYTHSI.

6.6. Cneunajnu npeanasHu MePKH NPH H3XBbPJIsiHE

Hsima crienmainy u3uckBaHmsl,

7. IPUTEXXATEJI HA PABPEIIEHUETO 3A YIIOTPEBA

“bYJI BMO — HII3IIB” EOO/I,
Codust 1504,

Oy 5. Cakb3os Ne26

Tes. +359 2 944 61 91

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

8. HOMEP HA PA3PELIEHUETO 3A YIIOTPEBA
20010516/09.01.2002

9. JATA HA TbPBO PA3PEIIABAHE 3A YIIOTPEBA

Jlara Ha nbpBo paspemenue: 18.12.1987 r.
Mara Ha nocnenHo nogHossiBane: 02.04.2012 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA: 02.2015




