KPATKA XAPAKTEPUCTHKA HA NPOAYKTA
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2. KAYECTBEH H KOIHUECTBEH CBCTAB = = = —————liopwveenn.

Bcaka Tabnerka PecnuBakc 3a Bw3pacTHH coaepxa 50 mg nuodpunnsupann youtu SakrepnasiHi Ky aTypH
ot (killed bacterial cultures of). Streptococcus pneumoniae, Branhamella catarrhalis, Streptococcus

pyogenes ot rpyna A, Haemophilus influenzae type b, Staphylococcus aureus, Klebsiella pneumoniae B
KONMYECTBa, ChOTBETCTBAIIM Ha 1,25 x 10° xierks OT BCEKH BHA.

3a IMBJIHHA CITHCHK HA MOMOLIHHTE BelllecTBA BHXKTe TOYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka.
Tabnerkure ca ¢ 6an no 6neno-kadgs LBAT C MO3a€YHA CTPYKTYpa.

4. K/IHHHYHH JAHHH

4.1 TepaneBTHYHH NOKA3AHAS

PecninBakc 3a Bb3pacTHH € MpeaHa3HadeH 3a NEpopajia UMyHOTEpanHd H HMYHONpOQUIAKTHKA Ha

HecneumupuuHy 3abongaBaHya Ha AUXaTeNHaTa CHCTEMa H MM& MHOTO A00Bp edeKkT npH JIEUSHUETO Ha

Bb3PAaCTHH, CTPAJALUH OT YECTO MOBTAPALIM CE H MPOTHYAHIW XPOHUYHO HHPEKUMH HA AUXATETHHUTE

MLTULIA:

OCTPH OPOHXHTH H TPaxcOOPOHXUTH

XPOHHYHH H pELIHIMBHpALLIH OPOHXHTH M TPaxXeOOPOHXHTH

OCTPH M XPOHHYHHU TOH3WINTH, GAPUHTHUTH U JIADHHTHTH

OCTPH H XPOHHYHH PUHHTH, CHHYHTH 4 OTHTH

YECTO NOBTAPALIH c€ OPOHXONHEBMOHHH

MH(PEKLMH HA ANXaTEIHATa CHCTEMA, PE3UCTEHTHH Ha aHTUOMOTHYHA TEpanus

MHPEKUHMH Ha JHUXaTenHaTa CHCTEMA, [MPHIAPYXKABAHH CBhC CBPBXYYBCTBHUTCJIHOCT KbM

AHTUOMOTHULIM U APYTH XHMHOTEPaneBTHLH

¢ MMOATHCKAHE H& UMYHHATa CHCTEMAa B PE3YJITATAT OT pasnu4HH 3abonaraHuA

e HH}eKUHO3Ha OpOHXHATHA acTMa

® MpPUIOXKEHHE HA PecrUBaKe 3a PE3PACTHH NMPE3 €CEHHO-3UMHHA CE30H € MHOTO NOAXOAALL MpeaH
H NO-BPEME Ha FPHITHH €MTHAEMHH, KOTATO HETOBHAT NPOGHIaAKTUYCH HIH TepalieBTHUYEH €eKT
MO OTHOLUEHHE HA pa3BHBALLMTE C€ BTOPHYMHHM OakTepHaTHH HHOEKUHH € MOOYEPTAHO
OnarofpHATHO.

4.2 03HpPOBKA H HAYHH HA OPHJIOKCHAE

Jlo3UpoBKa
3a LenuTe Ha UMYHOTEpANUMATa M HMYHomnpodunakTHkata PecnuBakc 3a BB3PACTHH CE TMpHIara c

AHeBHA Ao3a ot 50 mg.

HauyuH Ha MpUIIOKEHHE

JIEYEBEH KYPC (MMYHOTEPAIIHNA):
e B npoawkeHHE Ha 30 ouu no | TabneTka AHEBHO, CYTPHH Ha TJIAHO.




® MOAABLPKAIL KYpPC HA JieueHHe — 3a MOCTHIaHE Ha NPOABDKHTEICH €QEeKT OT JICYHEHHETO ce
npenopb4Ba mnpuemaHero Ha | Tabnerka PecnuBakc 3a BBIpPacTHH CYTPHH Ha [aJHO B
NpOAB/DKERHE Ha 20 nopeaHH AHH B 3 NOCACAOBATEIHH MeceLld. T03W Kypce Ha JICHEHHEe MOXKe J1a
ce MOBTOPH ciel 5 - 6 MeceLa.

NMPOPHITAKTHYEH KYPC (UMYHOITPOPHJIAKTHKA): no 1 Tabnerka PecnuBakc 3a
BB3PACTHH AHEBHO, CYTPUH Ha INajHO B NpoaAwDKeHHE Ha 20 2HM B 3 MOCNEAOBATEIIHH MeEceLa.

[TpenopbuBa ce npoduiakTvKaTa Aa 3arouHe [pe3 MeceLl OKTOMBPH.

B ciyyauTe Ha 3HAUWTENHO NMONTUCKAHE HA MMYHHATa CHMCTEMA B Pe3yJITAT Ha pazIHYHH 3aboniBaHus
B TOB& YHCJIO M 3JI0KAYECTBEHH, KYPCHT Ha JIGUSHHE MOXKe Aa Oblie YAB/DKEH, KaTo OonHUTE npuemar
TabneTku PecnuBakc 3a Be3pacTH no | TabneTka ¢cyTpHH Ha raanHo 6€3 npekbeBaHe B NMPOAB/DKEHHE
Ha 3 — 6 Mecena.

4.3 Hpornsonokazanas

PecnuBakc 3a Bb3paCTHH € NPOTHBONOKA3CH B CAYYAHTC Ha ABTOHMYHHH 3a00N9BaHUA ¢ NOBHILEH
CHHTC3 Hd aHTHTE1A.

CBPBXUYYBCTBHTEIIHOCT KbM AKTHBHOTO BELLIECTBO HIH KBM HAKOE OT MOMOILHMTE BEILCCTRE, H3OPOSHH
B TOYKaA 6.1.

44 CpneuHanuu npeaynpexkicHAS H NpeANa3HH MepPKH nNpH ynoTpeba

[IpenapaTbT ChABPKA NIIEHHYHO HUUIECTE, KOETO MOXE A3 NPEACTaBAfsBA ONACHOCT 3a Xopa ¢
LIOJTHKAIHS (HEMMOHOCHUMOCT KBbM IJIYTEH).

[IpocieAMMOCT
3a aa ce noaoOpH npocaeauMocTTa Ha OHONOTHYHHTE JICKAPCTBEHH TMPOAYKTH, HMETO H NaPTHIAHUAT

HOMEP HA NPUIOXKEHHA IIPOAYKT TPsAOBA SCHO Ja c€ 3allHCBaT.
4.5 BsauMojgeilicTBHE ¢ APYIR JIeKAPCTBeHH NPOAYKTH H APYrH GopMH HA B3aHMOAcHcTBHE

PecniuBakc 3a BB3pacTHM Moxke Aa Obae KOMOMHHMpaH C BCAKO APYTro JieUeHHe, BKIHOYHUTETHO H
aHTHOMOTHYHa Tepanua. [lozponsaBa MHOTOKPATHO NPHIOkeHHe 6€3 ONacHOCT OT IIPHBHKBAHE,

4.6 QDeprHAHRTET, OPEMEHHOCT H KBPMEHE

Pecri¥Bakc 3a BBE3pacTHU HE C€ NMPpenopbYBa Aa Ce Nnpunara npe3 mepBuTe 3 MeceLa Ha OpeMeHHOCTTa.
4.7 EdexTH BHpXY cnocobnoctTa 3a modnpane 1 pabora ¢ MAIMHHA

PecnuBakc 3a Bb3pacTHH HE MOB/IMABA CMOCOOHOCTTA 3a o¢upaHe v paboTa ¢ MALLIUHH.

4.8 Hexeannu NeKapcTBeHH peaknnn

Ho cera He ca HabnonaBaHU HexeaTeIHH peakiUHH. KIHHHUHHTE pe3yJiTaTH NoKa3BaT MHOro gobpa
NOHOCHMOCT.

CrobitaBaHe Ha MOJO3UPAHH HEXKENAHH peakLMH
ChofmaBaHeTo Ha NOJO3UPAHH HEXKENAHH PeaKLMH cllef] pa3pelliaBaHe 3a ynorpeba H 8 SeRABATERY
NPOAYKT € BaxHO. ToBa no3BoisRa Aa NPOAL/DKH HAOMIOAEHHETO Ha CHOTHOLLIEHUS 7 1
NEKAPCTBEHHUA NMPOAYKT. OT MEAHLIMHCKUTE CNECLIHATUCTH CE€ HIUCKBA Aa choOLIaBar
HEXeJlaHa peaKLiHsa Ypes:
H3nmbiHHTENHA areHuHs no JekapcTeara
yn. ,JlamsaH ['pye* Ne 8, 1303 Codmus,
Ten.: + 359 28903417




yebcaiT: www.bda.bg

4.9 Ilpeao3npane

Hama cboblieHn 3a ciiyyay Ha Npeao3HpaHe.

5. ®GAPMAKOJOI'NYHU CBOUCTBA

5.1 ®apMakoAHAAMHAYHE CBOHCTBA

dapmakorepanesTHyHa rpyna: UMyHocTuMmyanTH, Jpyru umyHoctuMynanTH; ATC koa: LO3AX 00

MexaHu3bM Ha NeHCTBHE
PecniuBakc 3a BB3pPacTHH NpEACTABNABA NOJHGAKTEpHANEH HMYHOCTHMYJIATOp, KOHTO NOBHIIABA

€CTECTBEHATA PE3HCTEHTHOCT HAa OPraHMW3Ma U crieM(HYHHA HMYHHTET KBM Pa3jiIHYHH HHQEKLHMHY Ha
JHXATENHHTE MLTHLLA YPE3 CTUMYIHPAHE HA XYMOPATHUTE H KJIETHYHY PAaKTOPH HA UMYHHATA CHCTEMA.
Toii uMa 10Ka3aHO CTHMYJIHPALIO ACHCTBHE BBPXY KJIETKHTE Ha MMYHHATA CHCTEMa Ha uepBara W
ME3eHTEpPHYMA U B 3HAYHTETHA CTENEH BBPXY TUMGORIHHTE 00pa3yBaHus B Oenus ApoOd, pa3mookeHH
nepUdOpoHXHATHO.

6. OAPMAIIEBTHYHH JAHHHA
6.1 Conachk H2 TIOMONIAHTE BELieCcTBA
MukpokpucTanHa uenynosa

IIieHHYHO HHUIECTE
KonoHaeH 6e3BoaeH CHWINLHEB OHOKCHI

[loBuAOH

Mardesuen creapar

HekcTpaH 40, BKIIOUEH B ¢CHCTaBa HA aKTUBHOTO BELLECTBO.

6.2 HecbBMECTHMOCTH

He e HaOmogaBaHa HECHBBMECTHMOCT C APYTH JICKAPCTBEHH CPEACTBA.
6.3 Cpox Ha rogHoCcT

3 ronuHH

6.4 Chnennajauy yCJIOBRA HA CHXPARCHAE

Ila ce cpxpanaBa noa 25°C.
Jla ce cuXpaHABa B OPHIHHANHATA OMAKOBKa, 34 a ce Mpena3H OT CBeTIHHA.
Jla ce cbXpaHaBa Ha MACTO, HEAOCTBITHO 3a IELa.

6.5 BaaHcHLALPXKAHHE HA ONAKOBKATA

PecnuBakc 3a s8b3pacTHH 50 mg ce onakosa no 10 6pos Tabnerku B 6aucTep oT NONUBHHHNXIOPUIHO
¢donyo ¥ anmyMHHHEBO donno. Tpr GimcTepa 3a€aHO ¢ JIMCTOBKATA C€ NOCTaBAT B KAPTQ :
W2 /o y,

-

6.6 ChnensaJHH NpeANa3HE MepKH NPH HIXBLPIAAHE

HeH3non3saHuAT IeKApCTBEH MPOAYKT WIH OTNIAABLYHHTE MaTEPHanM OT HETo
B ChOTBETCTBHE C MECTHHTE H3HCKBAHMA.




7. TIPHTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

..b¥Jl BHUO — HLI3IIb* EA],
ova. , Juko Cakb30B™ Ne 26,
Codun 1504,

brarapus

8. HOMEP(A) HA PAZPEIIEHHETO 3A YIIOTPEBA

Peructpauuonen Ne 20010516

[1-17368/ 02.04.2012

9. JATA HA ITBPBO PA3PEILIABAHE

Iara Ha oupBO pa3pemapaHe: 18.12.1987 r.
JlaTa Ha nocneaHo noaHoBaBaHe: 02.04.2012 r.

10. JATA HA AKTYAJIH3UPAHE HA TEKCTA: sonun 2025 1.




