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1. UME HA JIEKAPCTBEHUS ITIPOAYKT

Ymkanop ¢puamupanu tabneTku
Umckalor film-coated tablets

2 KAYECTBEH U KOJIMYECTBEH CHhCTAB

| puamupana Tabnerka cbabpka:

Teuen exctpakr ot kopenu Ha [lenaprounym (Pelargonium sidoides DC radix) (Eps® 7630, DER
HatuBeH 1:8-10); ekcrparenT etanon 11% (m/m).

[ITOMOLLIHO BELIECTBO C U3BECTHO JIEUCTBUE: JIAKTO3A.
3a NbJIHUA CITUCHK HA NMOMOILLHUTE BELLECTBA BHIKTE TOUKA 6. 1.

3, JJEKAPCTBEHA ®OPMA

®unamupana tabnerka
YepsennkaBo-kasaBu Kpbriim puamupanu TabiieTKH.

4. KJIHHUYHH JAHHHU

4.1. TepaneBTHYHH NOKA3ZAHHSA

Octpu HH(pekuMK Ha auxaTennure mbTuia 1 YHI-o6nacTra, kato OpOHXHTH M CHHY3HTH
4.2. Jlo3HpPOBKA H HAYHH HA NPHJIOKEHHE

Jo3upoBka
Bvspacmuu u wonowu nao 12 2oounu: 1 Tabnerka 3 mbTH AHeBHO (CYTpUH, 00e/ U Beyep).

[leouampuuna nonyrayusi

Heya medncoy 6 u 12 2o0unu: 1 Tabnerka 2 nbTH AHEBHO (CYTPHH U Beuep)

YMKaiop He ce npernopbysa 3a ynorpeda Ha aeua noja 6 rojJAMHM, Thi KaTo JieKkapcTBeHaTa (popMa He €
MOAXO/s11A 3a Ta3u Bb3pacToBa rpyna.

HauuH Ha npuiokeHue
TaGnerkure TpsOBa /1a ce npueMaT HECABBKAHU C MAJIKO TEYHOCT.

[ I]pOABLIKHUTENIHOCT Ha JieYeHHe

[IpenopbuBa ce JIEYEHHETO /1a NPOABIKH HAKOJKO AHM Cllel OTIIyMsBaHE HA CUMIITOMHTE, 3a Jia Ce
MPEeAOTBPATH PELIM/UB.

[ Ipoab/KHTEIHOCTTA Ha JiIedeHHE He TpsiOBa 1a HAIXBBPJIS 3 CEAMMLIM.

4.3. IlporuBonoxkazanus

- CBPbXYYBCTBUTE/IHOCT KbM aKTMBHOTO BELUECTBO WJIM KbM HSKOE€ OT MOMOLUHMTE BelLlecTBa,
u3bpoeHu B Touka 6.1
- TEIKKH 3a00J11BaHUs HA YepHHUS APOO0, ThH KATO HAMA 0CTATHYHO HAOIOAEHUS TIPH TE3H

CIyyaH.
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4.4. Cuennannn npeaynpeskaeHHs H NPeANa3HA MEPKH Npu ynoTpeba

AKko cuecTogHKETO B He ce nono0pH B pascToAHME HA e1HA ceaMULA, NPH TEMITepaTypa, NoAbpKaHa
HAKO/IKO AHH W/IH HapyuwieHa 4YepHoApoOHa (yHKUMA OT pasjivyeH MPOM3IXOA, NP 3aATPYAHEHO
AMUIaHE HIH KbPBaBH XpauKkH, TpaOBa KOHCY/ITaLIMA C neKap.

[lauvenTH ¢ panko cpewans BpoAcHH NpobieMH ¢ HEMOHOCHMOCT XbM rajakTos3a, Lapp-nakTaseH

AeMUMT WM TNIOKO3EH/ranakTo3eH CHHAPOoM Ha Manabcopbuma He TpsabGBa na npueMaT To3M
NIEKAPCTBEH MPOAYKT.

4.5. BsammoaeiicTBHe ¢ APYIH JIeKAPCTBeHH NPOAYKTH H APYrH GopmMR HA B3aHMoAeHCcTBHE
Jlocera uama cbobLIeHKS 3a IeKapCTBEHH B3aHMOACHCTBHA.

IIpn nnauebo-kOHTPONIMpaHO ABOHHOCIANO W3CNEABAHE BLPXY 34paBH AOOPOBOILUM HE € MPOSABEHO
B3aumopeiicteue Mexay Eps® 7630 u neHuumans V.

4.6. DepTRIAATET, OpeMeHROCT H KbpPMeHe

bezonacHocTTa No Bpeme Ha OpeMEHHOCT M JakTalMA He e noTBbpaeHa. Kato npeanasva Msapka
NopaaH HEAOCTATLYHO NAHKH, yoTpebaTa no BpeMe Ha OpeMEHHOCT H KbPMEHE HE Ce MPENopbYBa.

4.7. E¢exTn BLpXY cnocoGHocTTa 32 modapane u paboTa ¢ MamHEH
He ca u3BecTHM.
4.8. HexenaHn nekapCcTBeHH PeaKliHH

Ouenkara Ha TE3U peakuMH ce Ha3upa Ha cneaHaTa KnacudUKaUuus 3a YeCcToTa:

MHuoro wecTn: Yectn:

rmosedye oT | Ha 10 mauMeHTH [lo-manko ot 1 Ha 10, Ho noBeue ot | Ha 100
NauKueHTH

Heuectn: Peaxn:

[To-manko ot 1 Ha 100, Ho noseye ot 1 Ha 1000 | [To-manko ot 1 Ha 1000, Ho noeeue ot 1 Ha 10

MaLHEHTH 000 nauueHTH

Mauoro peaks:

1 M HHTO eauH Ha 10 000 nauneHTH, BIUTIIOYHTENHO M CAYYaH C HEM3BECTHA YECTOTA

PecnupaTopHH, rpbHH W MEAUACTHHAIHK HAPYLIEHUA:
Panko: neko KbpPBEHE OT HOCA

CTOMRI.IIHO-EPEBHH HApPYLUICHHA:
HeuecTo: CTOMALLHO-4YPEBHH OILU1aAKBaAHHA
Pagko: neko KBEPBCHC OT BCHLUHUTC

XenatoOunWapHH HapyLIeHUA:
YepHoapoOHa GyHKUMS OT pa3iuueH NpOHU3X0[; NPHHHHHO-CIEACTBEHA BPb3Ka MEXIY TE3M HAXOAKH

H MPHJIIOXKECHHCTO HA MPOAYKTA HAMA. YectoTaTa He e U3BecTHa.

HapyiieHHs Ha KoXaTa ¥ NoAKOoxHaTa Thkan/HapyweHus Ha UMYHHAaTa CHCTEMA:
Paako: anepruyHM peakuuu

CrobiaBane Ha NoJ03MpaHH HEXENAHH peakuUMH

CrobuiaBaneTo Ha NOAO3MPAHH HEXENAHH PEAKLIHH CNell pa3pelasaHe 3a yi
NpOAYKT € BakHO. ToBa no3ponsaBa Aa NPoAbMKH HAOMKOAEHHETO HA CBHOTH
npoaykta. OT MEIHLMHCKHMTE CNEUHATHCTH ¢€ M3MCKBA Ja CLOOLIABAT BCAK
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peakLHs 1pe3 HALMOHAIHATA CHCTEMa 3a choOwaBane, B U3nbinHuTenHATa ar€HUMS NO NeKapCcTBara,
yn. "Jlamsan ['pyes® Ne 8, 1303 Codms, ten. +35 928903417, yebceaiiT: www.bda.bg.

4.9, Ilpeao3upane

CHMOTOMH Ha npegosMpaHe aocera He ¢a ChoOInaBaHu.
5. ®APMAKOJIOTMYHHU CBOHCTBA

S.1. DapMAKOAHHAMHYHH CBOHCTBA

DapMakoTepanesTHYHa rpyrna: NPoAYKTH 3a JIeYEHHE Ha KALLIMUA U NpocTyaHH 3abonasaHus. ATC
koa: R 05

YMKanop ¢hbabp)Ka €KCTPakT OT KopeHH Ha Pelargonium sidoides, pacrenue, xapaktepHo 3a FOxua
AdpHka.

IlpH ONHTH C XXHUBOTHH CNEA NEPOPATHO NpWiaraHe Ha €KCTPAKTa NPH MHULLIKH, Oellle 1eMOHCTPHPAHO
MOTUCKAHE Ha OOJECTHUTE CHMNTOMHM (HecmeuM(HUYHH, HACTBHNBALUM MPH HHOEKLHMOIHM
3aD0NABAHKA), KAKTO U AHTHOKCHAAHTHU CBOMCTBA, JEMOHCTPHPAaHH TIPU OPaJHO MPWICKEHHE HA
€KCTPAKTA BbPXY MHLUKH.

[loTBbLpaeHH ca ciieqHUTE €PEKTH in Vvitro:

CrumysiMpaHe Ha HeCTICUH(HUHHTE 3ALMTHH MEXAHH3IMH:

- CTUMYJIHpPaHe YECTOTaTa Ha LIMIHApHOTO OMEHE HA eMUTETHHUTE KNETKH,

- MOAY/IHPAaHE CHHTE3a Ha HHTEpdEepoH U NPOHH(IAMATOPHH LIMTOKHHH,

- CTUMYJIHpaHe aKkTUBHOCTTa Ha NK-KineTkH

- CTHMYIUpaHe Ha GarouUTHTE, EKCMPECHA Ha aIXe3UATa Ha MOJIEKY/IUTE, XEMOTAKCHC
AHTHMHKPOOHH edekTH:

- YMEPEHH OHPEKTHH aHTHOAKTEpHATHY K AaHTUBHPYCHH CBOIMCTRA

- 3aCHJIBA HHXHOHMPAHETO Ha aXe3MATa HA A-CTPENTOKOKHTE KbM HITIOLEHH/)KUBH EMHTENHH KIIETKH
- UHxHOHpaHe Ha -nakTamazarta

LIMTONpPOTEKTHBHH CROMCTBA:

- HHXUOHUpaHe Ha YOBELLKaTa NEeBKOLIMTHA €1acTasa

~ aHTUOKCHIAHTHH CBOHCTBA

5.2. PapMaKOKHHETHYHH CBOKHCTBA

YMKaNop € KOMIUIEKCHa CMEC OT MHOXECTBO KOMNOHEHTH. LlenMAT eKCTpakT ce cMsATa 3a aKTHBHA
cybcraHums. @apMakOKHHETHYHH JAHHH 33 OTAETHUTE cyOcTaHUMH HAMA.

5.3. I[IpeaxkTHHHYHA AanHH 32 Oe3onacHoCT

HeknuHHUYHHUTE AaHHKW HE NIOKa3BaT PHCK 3a XOpaTa.

6. DPAPMAIIEBTHYHH TAHHH
6.1. CnHchbK HA NMOMOILHHTE BellecTna
ManTtoaekcTpuH

MHKPOKPHUCTATHA Le/Tyi03a
JlakTo3a MOHOXHApAT
Kpockapmenosa HaTpHi
[lpeuMnUTHpPaH CUIHUMEB AKOKCHU
MarHe3sues creapar

Xunpomenosa 5 mPas

Makporon 1500

Yepsed xenesen okeua (E 172)




Tank
AnTtHpasnesBawla emyncus SE2 cyxo Betlectso (ChAbpXKa JMMETHKOH, MaKpOTOJNCTEAPUIOB €TEp,

KONOWAEH 0e3BoJeH CHIMLIHEB JHOKCH, COPOMHOBaA KHCENTHHA)
6.2. HecsBMecTEMOCTH

Henpunoxumo

6.3. Cpox Ha roanocT

5 FOAHHH.

6.4. CneuHasiHH YCJIOBHA HA ChHXpAHEHHE

To3u nexapcTBeH NPOIYKT HE HIUCKBA CMEUHATHH YCJOBHA 34 ChXpaHEHHe.
Ha ce cbXpaHsaBa HA MECTA, HEOCTHIIHM 3a Jicla.

6.5. Bua H chALpKAHHE HA OHAKOBKATA

dunmupanuTe TabnetkH ca nocraseHn B bauctepu ot PVC/PVDC ¢ anymMuHueBo $oaHo B ONAKOBKH
no 15 u 30 punmupann TabneTkH.
He BcrukH BUOBE OMakOBKK MOraT Aa 6baaT MycHaTH B npoaaxba.

6.6. CnenHa/IHH OpeanazHH MEPKH MPH H3XBBPIARE

Hama cneunantu usncksanus. Hew3anon3paHUAT nekapcTBeH NMPOAYKT WIH OTNaAbYHHTE MaTepUanu
OT Hero TpadBa Aa ce U3XBBPJIAT B ChOTBETCTBHE C MECTHUTE U3IHCKBaHHA.

7. I[IPHTEXATEJI HA PAZPELHIEHHETO 3A YIIOTPEBA

Dr. Willmar Schwabe GmbH & Co. KG
Willmar Schwabe Str. No 4
76227 Karlsruhe, ['epmanus

8. HOMEP HA PASPEILEHHETO 3A YIIOTPEBA

Per. Ne: 20140148

9. JATA HA ITbPBO PA3ZPEHIABAHEMTIONHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Jlata Ha mbpBO pazpewaBane: 28.04.2014 r.
Hata Ha nocnenHo nogHoesBaHe: 18.07.2019 r.

10. JAATA HA AKTYAJIMBUPAHE HA TEKCTA

12/2024




