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1. HME HA JJEKAPCTBEHHS IIPOXYKT | 2 ﬂ * M

Hp

TOH3HIOTPEH TAOIETKH
Tonsilotren tablets

2. KAYECTBEH H KOJIMHECTBEH CbCTAB
1 Tabnerka (250 mg) ceappKa:

AXTHBHH BEIICCTBA:

AtponuayM cyndypukym (Atropinum sulfuricum) trit. D5 12,5 mg
Xenap cyapypuc (Hepar sulfuris) trit. D3 10,0 mg
Kanuym ouxpomukyM (Kalium bichromicum) trit. D4 50,0 mg
Cunuues (Silicea) trit. D2 5,0 mg
Mepkypuyc Ouitonarye (Mercurius bijodatus) trit. D8 25,0 mg

HOMOEHH BELICCTEA € H3BECTHO gCﬁCTBHeZ JJAKTO3a MOHOXHApAT, 3aXapo3a
3a MBIHHSA COHCHK HA MOMOLIHHUTE BEIECTRa BIX 6.1

3. JIEKAPCTBEHA ®OPMA

Tabnerxa. bana a0 nourn 6:4ma, Iocka TabneTka CbC CKOCEHH PHOOBE, Moxe Ja ce Habmoaasa
MO3aH4Ha CTPYKTYpa.

4. KIAHHYHH JAHHH

4.1 TepaneBTHYHA NOKAZAHUS

OCTpPI H XpOHHYHHM PpCUHIUBHPAIIKW TOH3MIHTH, YBCIHYABAHEC Ha CIHBHIHTE B JETCKa
BBE3PACT H JICHCHHEC CIICA XAPYPrHYHO OTCTPAHABAHC HA CIIHBHIINATE.

4.2 lo3upoBKA W HAYHH HA ynoTpeda

Z !03H| JOBKA

BB3pacTHH: IIPH ocmpu cobcmoaKus ce IpreMa 1o 1TabseTka Ha BCEKH Yac O MakcumyM 12
TablleTKM HA JEH, JOKaTO HACTHIHK NoJobGpenue. 3a nocredsaiyo teyenue WIN NIPA XPOHUUHY
monzuaumy ce npueMart mo 1-2 tabnetku 3 OETH Ha JeH.

1leduampuuna nonynayus

Jena Ha BB3pACT OT 2 N0 6 TOAHHH: Hpu OCHPU CbCMOAHYUL U 3d HOCAED

npU XPOHUYHY CoCMOoanYA, 1A ce TipHeMa no 1 Tabnerka 3 IbTH Ha JIEH. £/
-

Hena Ha BB3pacT oT 6 10 12 rofuun: npu ocmpu CeCmoaHuA Aa ce IPHEM 1@‘ -

BCEKH 2 uaca, 70 MakCHMyM 6 TableTkd Ha JeH, AOKAaTO0 HACTHIIH




noczzeaeau;o JReyenHye UNHN npy Xporu4YHY CHCMOoAHNA, Ja CE IIpHEMa 110 1 Tabnetka 3 ITHTH Ha
JCH.

Jeua Ha W Han 12 rOAMHE: NIPH Ocmpu Cbemosanya 1a ce pHeMa no 1 TabneTka Ha BCEKH 4ac
10 Makcumym 12 TabneTkn Ha A€H, AOKATO HACTHIM Monobpenue. 3a nocredeaiyo nevenue u
OPH XPOHUYHO CbCmoAnue, 1a ¢e npyueMar 1-2 TabneTku 3 nbTH Ha JEH.

Be3pacTHH W jeua ¢ yeenuwenu chueuyy npueMar | Tabmerka 3 OBTH Ha JICH.
[IpenopBUHTENHO € IeYSHHETO Ja IPOTBIKH 6-8 CeAMHLH.

[lpu xporuunu ¥ peyudusupayy Cbcmoanua € MOAC3HO IPOBEKIAHETO HA HAKOJIKO Kypca Ha
JIeUeHHe TOIHIIHO, BCEKH OT KOUTO IO 6-8 CemMUILIM.

Hauuy Ha npuno;xeHHe

Tabnerkute TpAOBa Na ce OCTaBAT Ha ce pa3TonAT OaBHO B ycTaTa.
3a MankM Jena e Bb3MOXKHO TableTKUTe Ja ce CTPUBAT K CIIEI TOBa Jd ¢€ Pa3TBapAT B MAJKO
BOJA.

TabneTknTe ce NpHeMaT [OJOBHH Ya¢ NPEAM WIH Cle]l XpaHEHe.
4.3 IlpoTuBONOKa3aHuSA

CBpBXUYBCTBUTETHOCT KbM XPOM, JKHBAK UITH KbM HAKOE OT JPYTHTE AKTHBHH BELIECTBA HIIH
KBM HAKOS OT OCTAHAJIMTE ChCTABKU Ha TOBA JIEKAPCTBO, H30poeHH B T.6.1

Jla He ce H3NOA3BA NPH  Jeia 104 2 TOAMIIIHA Bb3PacT.
4.4 CneuMaaHu npeaynpexaeHns U NpeaNa3Hu MepKH Ipu ynotpeba

To3d NPOAYKT CbAbPKA JaKTo3a H 3axapoza. [lauMeHTH, KOWTO ¢TpajaT OT HACIEACTBEHA
Ta/J1aKTO3HA HEIOHOCHMOCT, Lapp JlakTasHa HENOCTATHYHOCT HIM TIIOKO3€H / TalaKTo3eH
CHHAPOM Ha ManabcopOIMsA, KakTO M MAlHCHTH C PEIKH HacleNCTBEHHM MpoOieMH Ha
HEMOHOCHMOCT KBM (PYKTO3a MIM CYKpasa- W30OMAlTa3Ha HeLOCTATHYHOCT He TpAGBa na
NpPHEMAT TO3M JIEKAPCTBEH MPOAYKT.

IIpeotienka Ha TepanusTa € HeoOXoIUMa:

- AKO OCTPOTO CBCTOSIHHE HE ¢€ MOA00OPH WIH Ce BIOWIM B IBPBHTE 2 IHU OT HA4aNOTO HA
Tepanu:Ta,

- aKO BH3HUKHAT JOIBIHHUTEIHH OTJIAKBAHHUA, HALIPHMED TeMmepatypa Haj 39°C.

IMauuentH, cTpagauy or 3a005BaHE Ha HIMTOBHIHATA 3JIe3a (XHIIEPTUPOUIH3bM) TpAdBa Aa
ce KOHCYITHpAT C JIeKap, Ipeay Aa npueMaT ToH3UIIOTpEH.

4.5 BzanmogeilicTBHe ¢ JpYrM JIEKAPDCTBEHH MNPOAYKTH H ApPYrH ¢OpPMH Ha
B3aHMoOJeHcTBHe 2

He ca Habmomarawy B3auMOICHCTBHA C APYTH JCKAPCTBEHH NTPOIYKTH. Y
XOMEOIATHYeH JICKapCTBEH MNpPOAYKT HE M3KIUBa ymoTpebara Ha
TIPOAYKTH.



INaiueHTUTE CE CHBETBAT 1 €€ KOHCYJITHpAT € NeKap, ako IMPHEMAT, HACKOPO ca NpHeMalli
AITH MOXKE JIa MPHEMAT APYTH JICKAPCTBEHH TIPOAYKTH.

3abenexxa: JlelicTBHETO Ha XOMEOMATHMYHHTE JICKAPCTBEHH INPOAYKTH MOKe Ja Obae
HeONAroNpUATHO IOBAHAHO OT BpeAHH (AKTOPH Ha JKHTCHCKHTE HABHIM, K2KTO H OT
CTHMYJIAHTH, aJIKOXOI M TIOTIOH.

4.6 DepTUHINTET, GpEeMEHHOCT H KbpMEHe

KakTo NMpH BCHYKM OCTAHAIH JI€KapcTBa, MO BpeME Ha OPEMEHHOCT HIH KbpMEHE,
Ton3zunoTpex TpaOBa 1 ce mpHeMa caMo cliel OTYHTAHE Ha CHOTHOMICHHUETO MOJ3a-PUCK.

4.7 Edextu BLpXY cnocofHocTTA 32 modupaHe H paboTa ¢ MaIMHH
TOH3MNOTPEH He NOBIKABA CIOCOOHOCTTA 32 IoQHpaHe M paboTa ¢ MaIIHHH.
4.8 Hezkenanu JieKapcTBEHH peakuyu

Muoro penxu (<1/10,000) wim ¢ HeM3BecTHA YecTOTa (YECTOTaTa He MOXe Ja ObJe olicHEHa
OT HaIMYHWTE NAHHHK); .
PeakiHi Ha CBPBHXYYBCTBHTENIHOCT, HapuMep kKoxeH o0pus. B Tesu ciyyau e HeoGxomuMo
Aa ce IPEyCTaHOBH JCUEHUETO ¢ TOH3MIOTPEH M Ja C€ INPEANPHEMAT TMOAXOIALIH
TepaneBTHYHH MEPKH.

Axo ce MOABH MOBHIIABAHE HA CNIOHOOT/AENAHETO TPAOBA Ja C¢ HAMAlH [103aTa HIH Ja ce
TIPEYCTaHOBH JICYEHHETO.

3abenexka: C’BH.[GCTBYB&IIIH’IC OMIIAKBaHHA MOI'aT BpPCMCHHO [a C¢ BJOIIAT, KOTraTo Ce
npueMar XoMeOIaTHYHH JICKapCcTBa (Ha'-laJIHO XOMCOMNMaTH4IHO BJ'IOH.[aBaHe). B Tesun Cliydad €
HeoOXxoauMa KOHCYATAHA C JICKAp H NMPCYCTAHOBABAHE HA JICYEHHETO.

CroblllaBane HA MOZO3MPAHH HEXKENAHH PeaKIny
CoboblaBaneTo Ha MOJO3UPAHHM HEXENaHH peakiui clel paspeliaBaHe 3a yHnorpeba Ha

NEKApCTBEHHS MPOXYKT € BaXHO. TOBa MO3BONABA Ja NPOJBIKM HabIIONCHHMETO Ha
CHOTHONICHHETO TON33/PHCK 32 JIEKapCTBEHHA NPoRyKT. OT MEAHUMHCKHTE CIICHHAMCTH ce
U3HMCKBA Ja cr00MIaBaT Bedka NoJo3HpaHa HeXellaHa peakunsa upe3 M3ObIHHTEeNHa areHuus
10 JIeKapcTBara:

yi. ,,Jamsn I'pyes” Ne 8

1303 Coduist

Ten.: +359 28903417

yebcaiiT: www.bda.bg

4.9 Hpenoznpane

Hsma moxnajsaHd ciy4ad Ha npeno3upaHe.

5. ®APMAKOJIOIT'HMYHH CBOHCTBA

@apmakomepaneemuwa epyRa. XoMeomnaTHYCH JICKApPCTBEH IIPOOYKT




XomMeonaTuyHarTa TEpanus CE pa3idyaBa 3HAYMTEIHO OT KOHBEHIMOHAIHATA MeJUUMHA M0
OTHOLUEHHe Ha pa3bupaneTo 3a 3a00JABAHMATA W M3MOJ3BAaHETO HA JIEYeOHMTE BEILIECTBA.
XoMeomaTHYHUTE CPE/ICTBA HE C€ W3NOM3BAT KaTo CypoBHM Marepuaiu wid Ounku. Te
O0OUKHOBEHO ca NOTeHUMpPaHH, Ype3 MNOCIE/AOBATCIHM paspexiaHus M pasOubane, 3arosa
XOMEOMaTHATA € peryjJdpaila Tepamda, KOATC He BIHAEC AHPCKTHO HA CHMITOMHTE.
XOoMeOoNmaTHIHUTE CPeICTBAa CTUMYIIHPAT MeXaHHU3MHTE 3a cOOCTBEHA 3al{TA Ha OpraHU3Ma 1
No TO3H HAYWH AKTHBUPAT CAMOJNCYMTENHUTE CHIH. XOMEOMATHATA He € MpeIHMHO
NeKapcTBEHa Tepalus, ThH KaTo XeNaHoTo JciicTBHe ¢ coOcTBeHaTa peaKuus Ha OpraHH3Ma.
OTroBoOpbT HAa OpraHy3Ma KBM XOMEONATHYHUTE JIeueOHH BEIIECTBA € CTPOro HHAHBUIYAJICH,
cropen paziu4HUTe cuMnromu. [lopaau tosa He Morar Na ObIAT onpeesicHH CIEIHbHYHH
3a o3ara (papMakonorudau edekTy, GapMakOKHHETHYHHU H (apMaKoJHHAMHYHH JaHHH.

5.1 ®apMakoJUHAMHUYHH CBOWCTBS

Henpunoxumo

5.2 GapMaKOKHHETHYHH CBOiicTBA

Henpunoxumo

5.3 IlpeakanHUYHH JAHHH 33 (e30MaACHOCT

Henpunoxumo. ToHZMIOTpEH KaTo XOMEONAaTHYEH JEKApPCTBSH MPOAYKT HE € NMPEMHHABAl
npe3 IPERKIHHUYHYA MPOYYBaHUS.

6. GAPMAILEBTUYHUA JAHHH

6.1 CnHCHLK HA MOMOILIHUTE BeIECTBa

3axaposa

JlakTo3a MOHOXHApAT

Marne3sues cTeapat

6.2 HecumecTHMOCTH

Hama H3BecTHH

6.3 Cpok na roasoct

5 rOAHHH

6.4 Coneunannu ycJioBHA HAa ChXPAHEHHe

To3H neKapcTBEH NPOAYKT HE H3UCKBA CIIEUHANIHH YCJIOBHA HA ChXpaHEHHE.

6.5 Bua n chabpxkaHue HA ONAKOBKATA

20 Tabnerku B OmucrepH OT amymuHui u PVC B KapTOHEHa ONakoBK
ynotpe6a. 40, 60 TaGnerky B OaKoBKa.




6.6 Cnennajinn Npeana3HHd MePKH NPH H3XBbPJAsIHE

Hama crienusanHi H3UCKBaHHA.

7. IIPHTEXKATEJI HA PASPEUIEHUETO 3A YIIOTPEBA
Alpen Pharma GmbH

Steinenfeld 3

77736 Zell am Harmersbach

['epManus

8. HOMEP HA PA3SPEILIEHHETO 3A YIIOTPEBA
20040330

9. JATA HA IbPBO PA3PEIUABAHE/MOJHOBSBAHE HA PA3PELIEHHETO
3A YIIOTPEBA

08/07/2004

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

04/2020




