KPATKA XAPAKTEPUCTHKA HA ITPOJIYKTA
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WANLAHITENRA ATEHLIWA 110 NEXAPLT3ATA

1. HME HA JIJEKAPCTBEHHA NPOAYKT

Kpamxe X&paKmepucmuKka HR NPOGYRME - npunamuua 1
0/ L2/ O. ﬁJ
PECIIMBAKC 3a peua 25 mg TabneTxu. Kom Pea. Ns .......co.s
RESPIVAX for Children 25 mg tablets. E"'—"'"""""'""""""'" i z"""o"" 57 J 1 7 Ug zml_:'F
PA3POUWBHUE NE ...ccvrreenerssnnsarsorsossof avssnsnsrsarsaressssas
2. KAYECTBEH H KOJIMUECTBEH CHCTAB | OgoBpBHUE [ ....o.oveerereeres O e
AKXTHBHH BeleCTBA;

Beska Tabnerka PecnmBakc chabpka 25 mg nuodIH3HpaHH YOMTH OaKTepHasiHH KyJITYPH OT CJieJHHTE
MHKpPOOHH BUzOBe: Strepfococcus pneumoniae, Branhamella catarrhalis, Streptococcus pyogenes ot rpyna A,
Haemophilus influenzae type b, Staphylococcus aureus, Klebsiella pneumoniae B KOIIHYeCTBa,
chOTBETCTBYBaIH Ha 0,625 x 10° KneTku oT BCeku BH. |

IToMOIOHO BEIIECTRO ¢ H3BECTHO AEHCTBHE: MUIESHHIHO HHIIECTE.

3a NEJHKUA CIIACHK HA OMOIIHKTE BENISCTBA BIDK T. 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka.

4. KIMHIYHA JAHHH

4.1. TepaneBTHYHHE NOKA3AHUS

PecriiBake € mnpenHasHaueH 3a NEpopalHa HMYHOTEpAUMA M HMYyHONpoQHIAKTHKA Ha HecneudpHyHH
3a00NsBaHUA Ha QHXaTENHATA CHCTEMA M MMa MHOTO JOOLP e(eKT [pH JICUCHHETO HA eNa M BB3PAcTHH,
CTpajallid OT Y€CTO NMOBTAPAINM C€ H MPOTHYALIH XPOHHYHO HH(pEKIMHA Ha NHXATEIHATE ITHTHINA:

- OCTPH DPOHXHTH H TPaXeOOPOHXHTH

- XPOHHYHH H peLiAKBHPALIH OPOHXUTH H TPAXEOOPOHXHTH

- OCTPH Y XPOHUYHY TOH3HIMTH, QapUHITHUTH H JIAPHHTHTH

- OCTPH ¥ XPOHWYHH PHHHUTH, CHHYHTH H OTHTH

- Y€CTO MOBTAPAINH ¢¢ OPOHXONHEBMOHHH

- HHpEKIHY Ha IMXATeIHATA CHCTeMA, PEIUCTSHTHH Ha aHTHOHOTHYHA Tepamus

- HH()EKIMH Ha AMXaTeNHATa CHCTEMAa, NPHAPYKABAHM CbC CBPBEXIYBCTBHTEIHOCT KbM AHTHOMOTHLM H
HPYTH XUMHOTEPANCRTHLA

- IOATHCKAHE HA HMYHHATA CHCTEMA B PE3V/ITAT OT PATMYHMU 3260/ ABAHNAS

- yH¢peKUMO3Ha OpOHXHATHA acTMa

- NIPWIOKEHHE Ha PeclMBaKC mpe3 eceHHO-3AMHHA CE30H € MHOTO MOAXOMSIN MPEIH HAH MO BpeMe Ha
FPHNHH  ENHACMHM, KOTaTO HErOBHMAT NpOQHUIAKTHYEH WIM TepaneBTHYeH edekr mHo OTHOIIEHHE HA
Pa3sBHBAIMTE CE BTOPHYHH OakTepHaTHN HHOEKIMH € MOAYEpTaHO GJIaronpHsTEH.

4.2. 1038poBKA H HAYAH HA NPRICIKEHHE
He ce mpenoprupa ynorpebara Ha Pecrmpaxc IpY AcLA NOA 3 FOAMHH NOpanH HE,IIOCT& P ) f

Oe30MacHOCTTa. 3a UeanTe Ha HMYHOTEpANKATA H MMyHONpoduiakTukara Pecrmpakc® ce fipidsigre
oT 3 Ac 14 roguHu ¢ NHEBHA 4032 25 mg 10 CIACSAHMA HAYHH: &

JIEYEBEH KYPC (MMYHOTEPAIIHSI) — B npops/pkenne Ha 30 miu 1o 1 Tabietkh ABgss “ﬁ FemricHa
[1aaHO, II0AABpKAID KYPC HA JICYEHHE — 3a MOCTHraHE Ha IMPOIBDKHTENEH ede ' E mvielo:;
Npenoph4Ba npHeMaHeTo Ha 1 tabnerka PecniBakc cyTpuH Ha ragHO B [IPOABJDKEHIY Ha
NIOCACAOBATEIIHE MECeLIA. 103 Kype Moxke 1A Ce MOBTOPH cliex 5-6 Mecena. !
NPOPHJIAKTHYEH KYPC (MMYHOITPO®PHIAKTHKA) — 1o 1 Tablerka Peci®
CyTPHH Ha ITalHO B IIPOAR/DKEHKE Ha 20 IHH B TPH HOCIEN0OBATEIHH MECeIa.




Ilpenopbusa ce npodrIakTHKaTa Zja 3a104He Ipe3 Mecel] OKTOMBPH.

B crydauTe Ha 3HaYMTEIHO NOATHCKAHe HA HMYHHATA CHCTEMA B PE3Yy/ITaT Ha PasIHYHU 3a00/IMBaHHus B T.4.
H JIOKAYECTBEHH, KYPCHT Ha JICUeHHe MOXKe Ja OBAe yaAb/DKeH, Kato OosnHHTe npueMar Pecrmeakc no 1
TabJIeTKa CyTpHH Ha rMafaHo 6e3 NPeKbCcBaHE B MPOABDKEHHE Ha 3-6 Mecela.

4.3. IlpoTRBONOKA3ZAHHS

PecnuBakc e NpoTHBONOKA3aH B CIlyYAWTe HA ABTOMMYHHY 3a00/4BaHUs ¢ OBHILIEH CHHTE3 HA aHTHTENA.
4.4, Cnensannm npeaynpexieHus H NpeAnasHH MEPKH BpH ynoTpeda

IIpenapaTsT chaABpKa MIICHHYHO HAITECTE, KOSTO MOXKE Zia MPEACTAB/IABA OMACHOCT 32 X0Pa C [bOJIHAKHAL.
4.5. BaanmopelicTBHE ¢ APYIH JIEKRPCTBEHN OPOAYKTH H Apyrd $opMH Ha B3aHMOAeHCTBHE

He e HabmonaBaHa HECHBMECTHMOCT C J[PYTH JICKApCTBEHH CpeacTBa. PecnmBake MOXe aa Omae

KOMOHHHMpaH C BCAKO APYTO J€YCHHE, BKITIOYHTENHO H aHTHOHOTHYHA Tepanus. I1o3BojABa MHOTOKpPATHO
MpUIoKeHHe Oe3 ONACHOCT OT IIPHBHKBAHE.

4.6. DepraaHTET, DPEMEHHOCT H KhpMEHE

PecrnmBakc He ce npenopbsyuBa Aa ce npuiara npe3s mLPBUTE 3 Mecela Ha OpeMEeHHOCTTA.
4.7. E¢dexTH BBpPXY ciocofHOCTTA 332 modupane H pabora ¢ MALIHAK

PecniMBakc He moBHABaA criocoOHOCTTA 3a odHpaHe ¥ paboTa ¢ MAIIKMHK.

4.8. HexelaHu 1eKapCTBEHH PeaKNHH

Jlo cera He ca HabMmonaBaHu HexenaHu peakuud. KnuHudHuTe pe3yaTaTH MOKa3sBaT MHOIO A0Opa
TIOHOCHMOCT.

Chobmapane Ha NOAO3UPAHH HEXEJIAHYU PEaKIIMY
CrobmasaHeTo Ha OZO3MPAHH HEXEIAHH PEAKLHM ClIE/ pa3penlaBaHe 3a ymoTpe6a Ha JeKapCTBeHHS

IPOAYKT € BaxHo. TOBa HO3BONABA Ja MPONBILKH HAGMIOAEHHETO HA CHOTHOLIEHHETO MOJI34/PHCK 33
JIEKapCTBEHMA MPOAYKT. OT MEIULIMHCKHUTE CICLIHATACTH Ceé H3HCKBA Aa ChoOIABAT BCAKa MOAO3HpaHa
HEXE/JaHa peakUuud 4pe3 HalHOHAIHA CHCTEMA 34 CholInaBaHe, MOCO4YEeHa MO-A0Ny. M3mbiHUTENHA areHIMA
IO JIEKApCTBATA

yiL. , Jdaman I'pyes* Ne8, 1303 Codms,

TelL.: + 359 28903417, yebcaiiT: www.bda.bg

4.9. Illpenozmpane

Hama cpo0luenus 3a ciryyan Ha ipeio3HpaHe.

5. PAPMAKOJOTHYHHU CBOUCTBA

3.1. ®apMakoIHHAMHIHH CBOHCTBA

®apmakonornuna rpyna; ATC xoa: LO3AX 00

MexaHn3bM Ha neHcTBHe - PecnmBakc NpeacTaBifsBa IONMGAKTEPHAICH
NOBUIIABA €CTECTBEHATA PE3UCTEHTHOCT HAa OPTaHH3MA U crielpHIHHA HMYHUTET

Ha MXATe/IHWTE ITHTHIIA Ype3 CTUMY/IMpaHe Ha XyMOPAJITHHTE U KIETHYHH (aKTopH g
Tol HMMa nokazaHo CTHMyNIMpalnO gelCTBHE BBPXY KIE€TKMTE Ha HMYHHATa ﬁ:ﬁc% '
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ME3CHTePHYMa H B 3HAUMTE/IHA CTENEH BBPXY nuMbouaauTe oOpasyBanua B Genug Apod, pasmoioKeHH
NEPUHOPOHXHUAIHO.

6. PAPMAIIEBTMYHHU JAHHHA

6.1. Couchbk Ha DIOMOIHATE BEeNleCTBA

MHKpOKpHcfanHa 11€J1yJ103a, MIICHHYHRO HULIECTS, KOJIOHAAIEH CHIIHIIHEB THOKCH], O€3BOJIEH, MOBHIOH,
MarHe3HeB CTeapar, AEKCTpaH 40, BKIIOYEH B ChCTABA HA AKTHBHOTO BEILECTBO.

6.2. HechBMeCTHMOCTH

(DH3UKO-XMMHYHHA HECHBMECTUMOCTH HAMA.

6.3. Cpox Ha roaHocT

3 romuHu.

6.4. Coennannu ycJIOBHS HA ChXPAHEHHE

Ha ce cexpansea npu TeMnepartypa noa 25° C.
Ja ce cpxpaHaBa Ha ThMHO MACTO, HEIOCTHIIHO 33 Iela.

6.5. {anAH" 33 ONAKOBKATA

PecnBakc 25 mg ce onakosa o 10 6p. TabneTky B GaucTEp OT NOMHBHHIIXIOPHIHO (OIHMO ¥ aJTyMHHHEBO
¢onHo. TpH bimucTepa 32€AHO C IUCTOBKA CE NOCTABAT B KAPTOHEHA KYTHAL.

6.6. Cnenuaysgn npeana3’Hu MepKH HPH H3XBbpPASHE

Hsama cnermaiin n3ucKBaHMsd.

7. IPHTEXATEJ HA PAZPEHNIEHHUETO 3A YIIOTPEBA
“b¥YJI BUO — HI3IIE” EOOJ,

Copna 1504,

6yn. . Cakszor Ne26

TeJL. +359 2 944 61 91

daxc: +359 2 943 30 75
¢-mail; bulbio@bulbio.com

8. HOMEP HA PA3SPEIIEHHUETO 3A YOOTPEEA

20010515/09.01.2002

9. JATA HA ITBbPBO PA3PEIIABAHE 3A YIIOTPEEBA

Hata Ha mepeo paspemenue: 18.12.1987 1.
Hata Ha nocneaHo noaHoBABane: 02.04.2012 r.

10. JATA HA AKTYAJIM3APAHE HA TEKCTA: 02.2015




