KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHMHUS IMTPOAYKT T
ML HHATENHA ATEHUNS RO NEKAPCTBATA

Kbamxa xapakmepucmuxs wa npegyxma  lNpusoxexue 1

Kbm Pea. Ne /J/Vognﬂs‘

FPaspeweHue Ne

somamp.. 65" U3 -0

L OQOBDRHUE No ..o o

Ocaurt Konuk ITunynu
Osanit Colic Pillules

XOMeoaTH4YeH NeKapCTBEH MPOAYKT

2. KAYECTBEH A KOJIHYECTBEH CbhCTAB
10 g nunynun coawpkat: Chamomilla recutita D12 100 mg
1g ca npubausurento 120 nunynm.

3a TRJIHHA CMHCBK HA MOMOILHHTE BELIECTBA BHXTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

[Tunynwu
Benu nuaynu cbe cnagbk BKyC H 6€3 myupHc.

4. K/JIHAHHYHHU JAHHH

4.1 TepaneBTHYHH NOKAZAHHA

XoMmeonaTHueH NeKapCcTBEH NMPOAYKT 3a 00/1eK4aBaHe Ha KOJIMKK U METEOPU3BM MPH KbPMAUETa H
JeLa Ha Bb3pacT Hal 2 CCAMHLM.
[IpHAOKEHHETO HA TO3M XOMEONAaTHYEH JCKapCTBEH MPOAYKT B ONMHCAHHWTE YKa3aHWA C€ OCHOBaBa

W3KJTIOUYHTETHO HA XOMEONaTHYEH OMNMT.
Ocanut Konuk ITunynu e nokasaH npy KbpMaveTa Y cLa Ha BB3PacT OT 2 CeAMMLIH,

4.2 JIo3HpOBK2 M HAYHH HA NPHJIOKEHHe

Ho3npoBKa
Jleua Ha BB3PACT OT 2 ceAMHLUM A0 2 roauHHK: | nuiyna 4 10 5 MbTH AHEBHO AO BTOPUA O€H, OT TPETHA

JeH HaTaTbK No | nuayna 2 nbTH AHEBHO.

Teua ot 2 A0 6 roaunn: 3 NHAYAH 4 A0 5 MbTH AHEBHO A0 BTOPHS AEH, OT TPETHA ACH HATATBK MO 3
MWIYIH 2 ITBTH AHEBHO.

Jeua Ham 6 roauHK: 5 NIy 4 00 5 MbTH AHEBHO A0 BTOPHS AEH, OT TPETHA ACH HATATHK MO J
NMUIYAH 2 TBTH JHEBHO.

Jla ce HaMa/TH YeCTOTaTa Ha npueMa cnea noaobpasaHe Ha CHMITTOMUTE.

[Mpu neua Ha BBb3PACT OT 2 CEAMHLH 10 2 MeceLa: NWITYIUTE C€ NpUaraT ¢AHHCTBEHO
npenopbkxa. [lopaad ToBa, ye HAMA AOCTATBYHO JaHHH, H3NO3BAHETO HA TO3H JIEK
MpU AeLa Ha Bb3pacT nof 2 CEAMHLH He CE€ NMpenopbUBa.



HauuH Ha OpUI0KEHHE:

[lepopanHo NPUNIOKEHHE.
Heua Ha BB3pacT OT 2 CeAMHLH 10 2 FOOUHH: NHIYAHTE C€ NOCTABAT B YCTHATA JIMFaBHLIA MEXAY

AONHATA YCTHA H BEHLIUTE.
Heua Han 2 rOAMHY: NWIYJIHTE C€ NMOCTABAT NOJ €3WKa A0 [ThJIHOTO UM pa3TBapsHe.

4.3 IIpoTHBOnOKa3anuA

CBPBXYYBCTBUTEINHOCT KBM aKTHBHOTO BELIECTBO WIM KbM HAKOE€ OT NOMOLIHHTE BELIECTBA,
H30pOeHM B TOUKA 6.1,

44 Cneunajuu npeaynpexacHus ¥ NPeANAHH MEPKH OpH ynorpeba

B cny4all Ha HESICHM W TEXKM ONJIaKBaHHs, KAKTO M B Cayqad Ha ro-npoab/KHTeNnHo OoneayBaHe,
XOMEOMAaTHUYHOTO JieueHHe TPAOBa Aa Ce HA3HAuM OT NeKap.

B HauanoTo XOMeOnaTUHHOTO NEYEHUE, CHLUECTBYBALMTE OINIaKBaHHA MOraT BpEMEHHO Ja Ce Biowar
(MBEPBOHAYANHA PEAKLUA).

AKO Taid IMbPBOHAYAllHA PeaKkiys € MHOI0 CHAHA MK MPOAL/KH NO-ABArO BpeMe, MpeKparere
npHeMa Ha JiekapcTBOTO A0 orcnabeavero H. B cayuai, ue neueHne € HeoOXOAMMO W Clien TOBA,
JIEKapCTBEHUAT MPOAYKT MOXE Aa NpOAb/DKH J1a ce npunara B obHuaiiHaTa 103UMpOBKa.

Beako no-npoABbIKHTENHO JIEYEHHUE ¢ XOMEONaTHUYEH JIEKApPCTBEH NPOoAYKT Tpabsa Aa ce Habnioaasa
OT JIEKap, ThH KaTO B CJTy4al Ha HEMPAaBHUIIHO IEYEHHE MOTAaT J1a C€ MOSIBAT HOBH OMNJIaKBAHMA.

Heua:
[pu aeua noa 2-meceuna Bw3pacT Ocanut Konuk [Nunynn tpabsa na ce npunara caMo no Jiekapcka

npenopuKa.

l']lf:-pa,ul::l TOBA, Y€ HAMA AOCTATHYHO JAHHH, U3MOJ3BAHETO HA JIEKapCTBEHHA MPOAYKT NpH Aeua rnoj 2
CEAMHLH HE C€ NPEernopbUsa.

4.8 BiaumoaelicTBHE ¢ APYrH JeKAPCTBEHH NPOAYKTH B APYrH GOpMH Ha B3aHMOAEHCTBHE

He ca u3BeCTHH.

4.6 Peprunnrer, OpeMEeHHOCT B KbpMEHE

OCaHH{T KOJIMK MHJIYJIH € NpeAHa3sHaYeH caMo 3a KbpMadeTa M elia Ha Bb3pacT OT 2 CECAMHLIH.

4.7 [EdexTHn BBpXy cnocobHocrTa 32 odupane H pabora ¢ MAINHHHA

Ocanut Konuk [unynu He noBnausABa cnocoOHOCTTA 32 WodMpaHe W paboTa ¢ MallHHH.

4.8 HexeNaHn JeKAPCTBEHHN PeaKUHH

He ca U3BeCTHH.

Crobli1aBaHe Ha NOAQ3MPAHH HEXKENAHM peaKLUH

CpobiasaneTo Ha NOAO3IHPAHH HEXKENAHW PEAKLHK ClEd pa3pelaBaHe 3a yrnoTp
NPOAYKT € BaxxHo. ToBa Mo3BondBa Aa MpOABLIKHA HabNIOAEHHETO HAa CHOTHOLLE
nexapcTBeHua npoaykT. OT MEOHUHMHCKMTE CNELUMANnUCTH Ce HW3HCKBa Ja
NOJO3UPaHAa HEXKElaHa PeaKL1a upes:




H3nbarUTEIHA areHLUHA M0 JIeKapcTBaTa
yi. ., Jdaman I'pyes” Ne 8
1303 Codus

Ten.: +35 928903417
yebcaiiT: www.bda.bg

4.9 Ilpeao3upase

HamMa n3BECTHHU Cly4yaM Ha Nnpeao3rpaHe.

5. @®APMAKOJIOTHYHH CBOHCTBA
5.1 ®dapmakoaAnHEAMHAYHH CBOHCTBA
dapmakoTepaneBTHYHA rpyna: XoMeornaTH4YeH J1IeKapCcTBeH MPOAYKT

Ocauur Konuk IMuaynu ca Genw nunyau cbe cnaabk BKyc, umnperuvpauu ¢ Chamomilla recutita
D12,

TepaneBTUYHUTE MOKa3aHWA Ha TO3H JIEKAPCTBEH MPOAYKT C€ OCHOBaBaT Ha TpaaAMLMOHHATa
XOMeOonaTu4Ha ynorpeda Ha HErOBUTE ChCTABKA.

5.2 @apMakoOKHHETHYHH CBONHCTBA

Hama undopmalims 3a papmakokuHeTHkara Ha OcaHut Konuk [Twiynm
5.3 IIpeaxanHAYHA JaHHH 33 Oe30MacHOCT

Hama nudopmauus.

6. DPAPMAIEBTHYHH JAHHH

6.1 ChnHcbK HA DOMOIIHHTE BEILECTBA

Kceuavron
Xunpomenosa

6.2 HechbBMECTHMOCTH

Henpunoxumo.

6.3 Cpox Ha rogHoct

3 FOAHHH

6.4 ChnegnanHH YCI0BHA HA ChXpaHEHHe

Ha ce crxpaHsaBa nog 25°C,
CobxpaHaBaiTe OrakoBKaTa ILTbTHO 3aTBOPEHA, 34 J1a Ce peanast OT CBETIIMHA H

6.5 Bnaau cpabpkaHHe HA ONAKOBKATA

bana nonnnponuneHoea (PP) onakoska 3a nuaynu ¢ 6ana PP-kanavka ¢ go3arop

3



5gn7,5g nuiynd B eHa ONIaKOBKa.

He BcHukH BHIOBE ONAKOBKH Morat Aa 6baar nycHatw B npoaaxda.

6.6 ChnenHalHH NPEANAIHH MEPKH NPH H3XBBPJSAHE

Hsama cnenyaniHu H3UCKBaHHA 3a H3XBBPISHE.
HeusznonssauusaT neKapcTBEH MPOAYKT WK OTNAABYHKTE MaTEPHAAH OT Hero Tpadsa aa ¢e H3XBbPJIAT

B CHBOTBCTCTBHC C MCCTHHTE H3UCKBAHHA,

7. HNPHTEXATEJ HA PABPEHIEHHUETO 3A YIIOTPEBA

Dr, A, & L. Schmidgall GmbH & Co KG
Wolfganggasse 45-47

A-1121 Wien, ApcTpus

Tten.; +43 1811 580

daxc: +43 | 811 587
office@schmidgall.at

8. HOMEP HA PAZPENIEHHUETO 3A YIIOTPEBA
Per. Ne: 20180304

9. IATA HA IIBPBO PA3SPEHIABAHE/TMIOJHOBSIBAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

HaTa Ha nepeo paspeiuapaHe: 05 Hoemspy 2018 r.
JlaTa Ha nocneaHo nogHossasaHe: 09 gespyapu 2024 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

04/2024




