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1. HME HA JEKAPCTBEHHA IMTPOAYKT psrae Mo /

CHHYVIIPET obeutu Tabnetku

SINUPRET coated tablets

2. KAYECTBEH A KOJIHYECTBEH ChCTAB

Enna obsura Tabnerka cvabpika:

Axmuenu aewyecmaa:

Gentianae radix (TunTaBa, KopeH) pulv. 6 mg

Primulae flos cum calycibus (Urnuvka, ussaT ¢ uanika) pulv. 18 mg

Rumicis herba (Kncenen, ctpbk) pulv. 18 mg

Sambuci flos (Uepen 613, usar) pulv. 18 mg

Verbenae herba (Bupbunka, cTpouk) pulv. 18 mg

[TlomMomH# BELIECTBA ¢ U3BECTHO NASHCTBHE: TAKTO3a MOHOXHKpAT, 3aXapo3a, copOHTO, TeyHa
CIIKOKO3A.
3a 'bJIHKA CNHCHK HA NOMOLLHHTE BELLECTBA, BHMKTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

O0BuTa TabneTKa
Kpbriu, ABoHHOM3MbKHAIK, 3e/eHH TabNeTKU ¢ rNaaka NOBLPXHOCT.

4, K/IHHHWYHH JAHHH

4.1 TepaneBTAYAA HOKAIAHAHS

[lpu AeueHHe Ha OCTPH M XPOHHHHH BBL3NATEHHUR HA NApaHa3ajHUTE CMHYCH H PECHRPATOPHHS
TPAKT, KAKTO U KATO AOMBIHUTENHO CPEACTBO Y AHTHOMOTUYHO NeveHHne Ha Te3M 3a00IBaHuS.

4.2 lo3upoBKa H HAYHH HA NPHIOKEHHE

Bov3pacTHu ¥ noapacTealuM Hag 12 roauun: 2 06BUTH TabaeTKU 3 NbTH AHEBHO.
Heua ot 6 ao 11 roauun: 1 oOsnTa Tabnerka 3 nbTH AHEBHO.
Cunynpet o0BuTH Tabnetkn Tpabpa Ja ce nornbwat ueliM, 6e3 aa ce AbLBYAT, C MAIKO TeYHOCT

(varp. yawia Boaa). IlauveHTH Cc 4yyBCcTBUTENEH cToMax Tpsbmra Aa 6bAAT NOCHLBETBaHWU A
npuemar Cunynper 06BUTH TabneTkn cnen xpaHeHe.

[poaAbMKHUTENHOCT Ha NMPUWIOKEHHE:
CuHynper obButH TabneTkn He TpabBa aa ce npuemart noseue ot 7 - 14 aHu. Mons euxre
HHpopmalmaTa B T.4.4. Cneunanuu npeaynpexiacHus v NpeanasHy MEPKM Npu ynoTtpeba.

4.3 IlpoTRBONOKA3AHHUN

Ha He ce npunara fipH CBPBXUYBCTBMTENHOCT KbM 2KTHBHUTE BEILUECTBA WM KbM HAKOE OT
MOMOIUHHTE BELIECTBA, H3OpoeHH B T.6.1.

4.4 Cneunanan npelynpexIeHHa H NpeaAnazHu MePKH NpH ynorpeba




AKO CHMMIOTOMMTE NMpOAL/LKABAT MOBe4e OT 7 - 14 aHM, BNOWIABAT C€, WJIK Ce€ TOBTapAT
MEPHOAHYHO, WIH aKO C€ NOSBH 331yX, NOBHILIEHA TEMIMEpaTypa Wik rHOKMHH XpaukH, JIEYEHHETO
TpsOBa Ja ce NpeoleHH.

To3u nekapcTBeH NMPOAYKT ChALPXKA IIOKO3a, NaKkTo3a, 3axapo3a M copburon. NMaumenTtn ¢
BpOAEHa (PYKTO3HA HENOHOCHMMOCT, ranakTO3HA HEMOHOCHMOCT, reHeTHUHO Oo0yClioBeHa
NaKTa3Ha HEeAOCTAaTBLYHOCT, TIOKO30-TanakTo3dHa Manabcopbuus uau 3axapo3o-H3oMasiTaseH
AepuunT He TpabBa na npuemar CuHynper o0BuTH Tabnerku.

Tora nekapctso chabpka 0,22 mg copbuton BbB Beaka oOBHTa TabneTka.

Toea nekapcTso cbabpKa No-Manko ot 1 mmol HaTpuii (23 mg) B eana obsuTa Tabnetka, T.¢.
MOKE Na C€ KaXKe, Y€ NPaKTHYECKH He ChAbpiKa HaTpUii.

Zeua

Ynorpebarta npu acua no-MankH ot 6 roaMHH HE Ce NpenopbyYBa NOPaRH JiKNca Ha AOCTATLYHO
JaHHH.

4.5 BianmoaeicrBHe ¢ APYTH JCKAPCTBCHH NPOAYKTH H APYrH JOpMH HA BIaHMoOAeHCTBAE
B3anmope#icTBus ¢ Apyry lieKapcTBa 3acera He ¢a H3BeCTHM.

4.6 @epruanrer, 5PeMEHHOCT H KbpMere

bpeMeHHOCT » KbpMEHE

Kakro BcHuky nekapcTeeny npoaykty CHHynper oOBUTH Tal/leTKH MOXKE [a €€ W3MOJ3BAT Mo
BpEME Ha OPEMEHHOCT M KbPMEHE CaMo cle/] CTPUKTHA OLIEHKA HA PUCK-TTOA3a OT HabnioaBallus
nexap.

OepTUANTET

[1pu npoyuBaHus BbpXy %KBOTHH Npu CuHynpeT oOBUTH TabneTku He ca HabmoaaBanu edekTH
BbpXy GepTUIHTETA.

4.7 EdpexTa BLpXYy cnocobrocTTa 33 modnpane n pabora ¢ Mamman
JlekapcTBeRHs MPOAYKT He NMOBNAHMABA CNOcOOHOCTTA 3a WodupaHe U paboTa ¢ MaIIHHM.
4.8 Hexenann nekapcTBEHH peaknHu

3a oueHKa Ha YeCTOTaTa Ha HEXKEMAHHUTE JIEKAPCTBEHH PeaKUMM Ca BbBEAEHH CNIEAHUTE
KATErOpHH:

MHuoro uectu (=1/10)

Yectu (21/100 go <1/10)

Heuectu (21/1 000 mo <1/100)

Penku (21/10 000 o <1/1 000)

Msuoro peaku (<1/10 000)

C Hen3BecTHa 4ecToTa (OT HANMYHHTE JaHHH He Modke Na 6bae HanpaseHa OLEHKa).

CTomauinu onjaxsaHHa (KaTo cToMalliHa 60/1Ka, NOBPBLLAHE) CA HEYECTH.
Ko)xHM peakunum Ha CBPbXUYYBCTBHTEIHOCT (KaTo eKk3aHTeMa, o6pus, cupbesx) ca pen
Ocsen TOBa MOXE Na ce MOSBAT ANEPIrHUYHK PEaKiMK KaTO AHIMOEAEM, 3a]yX K
JIMLIETO.




[Ipy mupBY OpOABH HA peakUMA HA CBpBUYYBCTBUTENHOCT CuHynper ob6BuTH TabneTku He TpaOBa
OTHOBO A4 Ce NpueMmar.

Coobiiagane Ha MOAO3UPAHU HEXKEAAHHU pEaKLIMK

CrobuwaBaneTo Ha NOXO3HPAHW HEXKETAHW peakuud Caea paspeuiaBaHe 3a ynorpedba Ha
NEeKapcTBEHUA MNPOAYKT € BaxHO. ToBa no3BonsBa Ja MOpoAb/KM HabmoaeHHeTro Ha
CLOTHOLIEHUETO NOJI3A/pHCK 33 JIEKAPCTBEHUS NpoAYKT. OT MEAULIMHCKHTE CMELIHANHCTH Ce
M3NCKBA da C¢bOOLLABAT BCAKA NMOJO3UPAHA HEXKENAHA PeakuMs upe3 HAUMOHA/IHA CHCTEMA 3a
cpobinaBane B M3mbanuTenna areHims no nekapcreara yi. . Jlaman I'pyes” Ne 8, 1303 Codmus,
Ten.: +35 928903417, yebeaiir: www.bda.bg,

4.9 Ilpeao3upane

Hsama nanum 3a npeacidpaHe NpU xopa.
B Cilydad Ha NMpPCAOZHPAHC ONHCAHHUTC HEXCAAHH JICKAPCTBECHH PCaKLiUKW MOXE A CC YCUAT,
Jleyenue INpyu HHTOKCHKaLlKH. AKo ce 3abenexcaT CUMNTOMH Ha OTPABAHE UK NPECAO3IHPAHEC, TC

TpAOBa Aa ce TPETHPAT CUMNTOMATHUHO.
5. ®APMAKOJOI'MYHH JAHHHA
3.1 PapMakoaHHAMHYHRA CBOHCTBA

ATC xoa: ROSCA 10

B n3cneaBanua ¢ XKMBOTHH € NOKa3aH CEKPETONHTUYHUA (AHECTE3UPAHU U TPAXEOTOMU3HPAHH
3afium, TecTBaHe C (PEHON HEPBEHO NPH NITEXO0BE), KAKTO N MPOTHBOBB3NANUTENHUA (H3CNEABAHE
NPH NIIbXOBE CbC carrageenan — rnpean3BuKana eaema) edekr Ha Cunynper. CeKpeTOAUTHYHHAT
edexT e GazupaH rnaBHO Ha croMalwHug peduiekc. [TpoTHBORLINANUTENHOTO AcHCTBHE MOXKE 13
Ce OTA4JC HA BAHAHUETO BbPXY NPOCTArlasiuHOBATA CHHTE3A.

IIpx uH BUTPO H3CcEABaHE (TECT 3a peAyLHpaHe Ha TUIAKATA) € PA3KPUT 3abpXKALIUAT eDEKT Ha
CUHyrpeT BBPXY pa3snpoCTPaHEHHWETO Ha rpun A, naparpun W pecriMpaTopHH# CHHLWTHAIHH
(syncytial) supycw.

B HAKOAKO KOHTPOAHMPAaHM KIMHUYHH NpOY4YBAHHA € YCTaHOBeHO, ve CHHYMpET peayuupa
THNHYHUTE CHMNTOMH Ha CHHY3WT Karo rnasodosHe ¥ NOCTHA3aHO OTHYaHE M NoJo0paBa
pe3yATaTUTE OT PEHTI€HOBUTE H3CNEABAHUS HA MAKCHIAPHHUTE CHHYCH.

5.2 GapMaKoKHHETHYHHE CBOHCTBA

cDﬂpM&KDKHHETH‘IHHTG M3C/IeABAHHA HE ¢a HANMHYHM U HE Ca BB3IMOKHH, ThH KaTo aKTHBHO
AeHCTBAlllMTE BEILESCTBA BCE Ol HE ca YCTAHOBCHM,

3.3 IlpeaxIHHAYHH TaHHAH 32 6e30MacHOCT

TokcnunuTe edexkTH He ca AoxiaaBaHd HWUTO 3a CHUHYNpPET, HUTO 3@ HErOBHTE OTAENHM
KOMMOHEHTH. [lpoBeAeHH €a TOKCHKONOrWYHM M3CJIEABaHUS C NPOALDKMTENHOCT A0 13
CEIMHLIM, KaTO H3NOM3BAHUTE 03K Ca OT 5 A0 50 MBTH NMO-BUCOKH OT Te3H, PUIAraHK NMpH Xopa.
He ce HabnrosaBaT reHOTOKCHUKH, TEPATOreHHH M TOKCUUHH eDEKTH BbPXY PEnpoOAyKTHBHOCTTA.
Hopu npu Hali-BUCOKHTE H3NION3BaHM A03H He ce Joknansa 3a edext Bbpxy nnoaa. [pu Tean
A03H ce Hab10NaBa HAMAJIEH PUEM HA XPaHa OT MaitKUTe, KOETO BOaH 10 3aryba Ha Terno.
Enva obsuta Tabnerka Cunynper cbabpxa He noseue ot 0,018 mg npouseoanu
XHOPOKCHAHTpaUCHa OT KHUceneua (ONMUCaHW KATO eMOJIMH).

CHHYNpeT ChAbpKa LBETOBE OT MITIHKA C YaWiKa, YHETO ChIbLPKAHME Ha TNIPH
rpaHinara ot 1,25 ppm (cnpsaMo NeKapcTBEHHS IIPOAYKT).

6. DAPMALHEBTUYHHU TAHHH




6.1 CnHeBbK HA MOMOUWHHTE BeleCTBA

Tabaemno aopo

Kenatuu

JlakTo3a MOHOXHApAT

KaprodeHo HuiuecTe

CunnuueB AHOKCUA, KonouaeH 6e3soaeH
CopOuron (E 420 (i))

CreapuHoBa KHCENHHa

[IpeuncreHa soja

Obeuska

OcHoreH DYTUIMETAKPHIATEH CHIIONTUMEDP
Kanuues kapbonar (E 170)

PaduHKHpaHO pHLIMHOBO Macno

Xnopogun Ha npax 25% (cbabpxka MeHH koMnaexkceu Ha xnopodunuuu (E 141 (11)) ¥ rnoxo3a,
TE€YHa, U3CYLUEHa Ype3 pasnpallaBaHe)
Hexcrpun

Teuna rmoko3sa

HUnuaurokapmMuH anymuHues nak (E 132)
Jlex marsesues OKcua

LlapesuyHO HUllecTe

MOHTAHITMKOIOB BOCHK

Pubodnasun (E101 (i))

Lilennak

3axapo3sa

Tank

Turanos anokcua (E 171)

6.2 HecbBMecTHMOCTH

DOU3UYHH U XHMHYHHU HECHBMECTUMOCTH HE €a W3BECTHH J0 MOMEHTA.
6.3 Cpok Ha roanocTt

3 roAuHH.

6.4 Cneunanng ycJIOBHSA HA CbXPAHEHHE

Ha ce chxpaHaBa npu Temnepartypa noa 30°C.
Hla ce cbxpansiBa Ha MecTa, HEAOCTHNHH 32 Aela!

6.5 Buj ¥ ¢bAbPAKAHHE HA ONAKOBKATA

Cunynper o6euTH Tabnetku ca nocraseHH B Oaucrepu no 25 unu 20 6pos, kowto ca
ONaKOBaHU B KAPTOHEHH KYTHH, cbabpkautu 50, 100, 200 wnu 500 o6BuTH TabneTkm.

3a GnUCTEpHUTE CE U3MON3BAT CIIEAHUTE MATEPHANIM: OT J0JIHATA CTPaHa: anyMUHHEBO (OJIHO, OT
ropHata ctpaHa: PVC/PVDC donmuo. '

6.6 Cnenuanuy npeana3HH MepPKH IIPH H3XBLPIAHE
Hama cneurdanHu U3UCKBaHHA.
JlekapcTBEHHTE NPOAYKTH He TpAOBa Ra ce UIXBLPAAT B KAHANU3AUHWATA HITH ¢ OUTO

OTNagbLH,.

7. IIPUTEXATEJ HA PA3ZPEIIEHHETO 3A YIIOTPEBA




BIONQRICA SE
Kerschensteinerstrasse [ 1-15
92318 Neumarkt/T epmaHus

8. HOMEP HA PA3PEINIEHHETO 3A YIIOTPEBA

Per. nomep: 20050037/25.01.2005

9. JATA HA IIBPBO PA3ZPEIIABAHE/TIOOJHOBSBAHE HA PASPEHIEHHETO
3A YIIOTPEBA

Harta Ha mbpBO paspemasane: 25.01.2005
Hara Ha nocneano nogHoBsBaxe: 09.07.2010

10. JATA HA AKTYAJ/IM3BUPAHE HA TEKCTA

Onu 2025 r.




