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JlexapCTBEHO BELECTBO

Bcsika TabneTKa ceabpKa 25 mg anodunanzmpaHo NEKapCTREHO BEL!.!,ECTBO 2a
feua u 50 mg sAuodunauzMpaHO AEKApCTEEHO BEWECTRO 23 Bb3PacTHH
CbCTABEHO OT nuoduanznpaHn yomtu GakTepuanHn KyATYpU OT CHEBHUTe
MuUKpo6Hu BuAOBE: Sireptococcus pneumoniae, Branhamella catarrhalis,
Streptococcus pyogenes ot rpyna A, Haemophilus influenzae type b,
Staphylococcus  aureus, Klebsiella  pneumoniae B KoanuecTsa
CHOTRETCTRYBalUM Ha Mo (),.625)(1()9 KRETKM OT BCEKM BUA 3a Aela u no
1,25x10° )ieTKN OT BCekM BUA 32 BB3PaCTHU.

lNomMolyHN BELLECTRA B . 32 Respivax® TabneTiu

25mg 50mg
MuUKpoKpucTanHa 0,052 0,066
Lesnynoza
Mwennyko HuLlecTe 0,051 0,065
KonoupaneH cMAMUneR
auoxena 6e2204¢eH 0,003 0,006
MoenaoH 0,007 0,010
MarHezunee creapaT 0,002 0,003
Hexctpad 40 BKJIOUEH B 0,015 0,030

JIEKAPCTREHOTO BELLECTRO
JTexapcrBera opma - Tabnetku,

IMoxasarpks - TMpopykTbT Respivax® e npepHasHaueH 3a nepopasiHa
MMYHOTEpanus U uMyHonpodmaakTika Ha HecrieuuduitnTe 2abosisiBaHust
Ha AUXaTenHaTa cucTeMa M UMa MHOro Bo6bp edeKT npu NEYEHUETO Ha
Aela W BLIPACTHK, CTPaZaliM OT 4YeCcTO MOBTApPAlM ce ¥ rpoTuyally
XPOHUYHO UHMEKLNM Ha JUXaTERHUTE MbTULLE:

- OCTPpM OPOHXUTH N TPaXEOOPOHXUTH

- XPOHUYHY N peluanBupally GPOHXMTN U TPaxeobpoHXUTH

- OCTPU U XPOHUUHMN TOHRMAUTY, DIPUHIUTU 1 AAPUHTUTH

- OCTPU U XPOHUMHU PUHUTU, CUHYUTN N OTUTU

- YECTO MOBTAPSILLN ce HPOHXONHEBMOHUN /:‘5 SR

- MHGEKUMN Ha AuXaTenHata cUcTeMa pesum'eﬂ'n-m Haw SHTUBUOTUUHA
Tepanus \ T




- UHMpEKUMM Ha  puXatenHaTa  cucteMa  MpUApYXaBaHW  ChC
CBPBLXYYBCTBUTESIHOCT KbM aHTUBMOTULM 1 APYTU XUMNOTEPaNeBTHLMN.

- MNOATUCKaHE Ha UMYHH&aTa CUCTEMa B PE3YATAT OT pasniniHn 3a60saBaHmsA
- UH(PeKLMO3Ha BpoHXuanHa acTMa

-nipunoxeHneto Ha Respivax® npez eceHHo- 3UMHUS nepUOf € MHOrO
NOAXOASILO NPEAK WU RO BPEME Ha MPUNHU €RUAEMUU, KOFaTO HErOBUST
npocbuaakTUEH WAKM TepaneBTUMEH edeKT N0 OTHOUWEHUE Ha
pasBMBalUMTE €€ BTOPUYHM OaKkTepUanHU WHGPEKUUM € NoAUYEPTAHO
braronpusiTeH.

BOsSHpoBKa 1 HaYnK Ha ITPpHIICHERNE

3a WenAnTe Ha UMyHOTEpanusiTa ¥ MMyHonpodwmnakTMkata Respivax® ce
fipufiara KaKTo CfiefBa: 3a Bb3pacTHU - ¢ AHEBHa Jo3a 50 mg, a 2a jeua
OT 3 A0 14 roguHy - ¢ AHEBHa Aoz2a oT 25 mg.

Respivax® ce npusara no cregHus Haumh:

Jleueben kypc ( WmyHotepanus) - B npogwiixeHne va 30 gnu no 1
TabsieTKa AHEBHO CYTPUH Ha FAGAHO; NMOAADBPXKALL KYPC Ha fieyeHue — 3a
NOCTUraHe Ha npoawkuTEneH edeKT OT NEYEeHMEeTo Ce npenopbYBa
npueMaHeto Ha 1 TabneTka Respivax® cyTpuH Ha FAagHO B NPOABIKEHNE
Ha 20 AHK B TpU fOCAERORaTENHN Mecella. Toau Kype MOXeE Aa ce NOBTOpU
ciie 5-6 Mecena.

MpochunakTuuer kypce (MmyHonpodunaktura) - Mo 1 Tabnetxa Respivax®
AHEBHO, CYTPUH Ha rnagHo B npoab/KeHMe Ha 20 AHU B TpU
nocreaoRaTeNnHn Meceula. lpenopbyBa ce npothunaKkTukata Aa 2ano4yHe
npez mMecel OKTOMBPU.

Mo npeueHKa Ha rEKyBaluMsi sieKap WM B CAYYaUTE Ha 3HIUUTENHO
NOATUCKaHE Ha MMYHHaTa CUCTEMa B Pe3yATaT Ha pasauuHu 3a6onsBaHns
B T.Y. U 3/IOKaYECTBEHN, KYPCHT Ha JieUEHNE MOXE Aa DbJie YABIKEH, KaTo
6onunte npueMat Respivax® no 1 TabneTka cCYTPpuMH Ha raapgHo bGe3
rpeKkceaHe B NPOABXKEHNE Ha 3-6 Mecela.

TTpoTHBOIRGKE38HNS

Respivax® e npoTneonokazeH B CAyYaUTe Ha aBTOUMYHHU 3a6onsBaHus C
NOBMILEH CMHTES Ha aHTUTENa.

Creynary MPERBYRPEXEErNST 38 YyRoTpebs - Respivax® cuawbpka
MUHUMaNHK KosindecTBa (opmangexua/or 0,001 ao 0,1 mg B Tabnetra /.
Jiekapereern ¥ pQpyr# Bsaumogeifcrensg — He e Habmopaeaha

HECBBMECTUMOCT C APYrM AeKapcTBeHW cpeactea. Respivax® moxe aa




EBpemenHoCT ¥ KEpMEHE - Respivax®

3 mecela Ha BpeMeHHOCTTa.

EcbexT BBPXY COCOGHOCTTE 38 IOHPEHE K pab0oTa © MUK -
Respivax® HsaMa oTpuLaTenHy eherTy BBPXY CnocobHOCTTa 2a Wodupate
u paboTa ¢ MallnHu.

Hescenaresiry JERaPCTBEHM PEAKIMI - [O Cela He Ca HabAlAaBaHu
HeXenaTenHy peakunn. KnMHWUHWTE pEe3yATaT¥ NOKazBRaT MHOro Jobpa
FIOHOCKIMOCT.

HE €€ NpenopLyBa Npez2 NepBUTE

DapMaKOSIOTHYEN BEHEN

MexaHustM Ha pelicTeue - Respivax® npeacrapnsiea nonubaktepuaneH
MMYHOCTUMYRaTOp, KOIITO NOBMIUABA ECTECTBEHaTa PE3UCTEHTHOCT Ha
OpraHusMa M CcheuuduYHUs MMYHWUTET KbM pasauyHy WHPEKUUW Ha
IVXaTenHUTEe MbTUILS, YpEe3 CTUMyAUPaHE Ha XYMODPanHUTE U KNeTbYHU
dakTop Ha WMyHHaTa cucTeMa. TOil UMa BOKazaHO CTUMYAMPaLio
JBelicTeve BbpXy KAETKUTE Ha WMyHHaTa CUCTeMa Ha depepaTta M
Me3eHTEpNYMa U B 3HaUMTENHa CTEneH BepXy AnmconsHuTe obpasyeanms
B 6enusi Apob pasnosoXeHu nepnGpoHXnasHo.

DaprialeBTHYEN BERHK

CnuckK Ha NOMOLWHWUTE BEUlecTBRa N TEXHUTE KONUYeCTeBa B J. 3d €AHa

Tabnetka Respivax® 25mg u  50mg

lMpepHasHavuersne
MukpokpucTtanHa 0,052 0,066 pazpexpawo Ph.Eur.
LenAynoza
MieHnYHO HMLeCTe 0,051 0,065 pazpexpaawo Ph.Eur.
KonouaaneH cuanLneEB
AVOKCHA 6e2B0OAEH 0,003 0,006 noacywaerawo Ph.Eur.
MoBUAOH 0,007 0,010 crioiiBawyE Ph.Eur.
Marnezuee creapaTt 0,002 0,003 c¢mazgallyo Ph.Eur.
AexctpaH 40 0,015 0,030 crabunuzatop Ph.Eur.

npu avodunnzauust BKAOYEH B CkCTaBa Ha IEKApCTECHOTO EELLECTBO




OUKO-XUMUYHN HECEBMECTUMOCTI HAMA.
CpoK Ha rogHocT - 36 Mecela .

CbXpaHerue - npy TemnepaTtypa niog 25° C. [la ce cbXpaHsiBa Ha TbMHO
M$ICTO HEAOCTBIHO 223 Aella.

Onakoeka - Pecnueakc® ce onakoea ro 10 6p. Tabnetkn B GAucTep ot
RONIMBUHWAXAOPUAHO osino 1 anyMmuHKneso donvo. Tpu 6anctepa 2aefHo
C INCTOBKA Ce MOCTaBST B KAMIUMPaEHE KYTHs.

MpouzeoanTten — Bynbno HL3MNE EOOA,Codust 1507,6yn.5HKo Cakbz0B 26
FpoRyKTLT Respivax® e perucrpupan B Mexcuko nog umeto Munostim -
Per.NO 464M96 SSA/ 30.10,1996.

Mbpea perucTpauvs B Penybauka Bbarapusi — npoTokos Ha Komucus 32
siekapcTBeHu cpeactea NO 479/18.12,1987r. PeructpauymoHeH HOMEp 3a
Respivax® 50 mg 20010516, =a Respivax® 25 mg perucTpauuoHeH HoMep
20010515,




