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1.  MME HA JJEKAPCTBEHHSI IPOJIYKT amp-... XL 360 186

MnekcHBepT Kpem T
Flexivert cream

2, KAYECTBEH U KOJIMMECTBEH CbCTAB
| g Kpem chabpKa:

AKTHBHO BELIECTBO:

0.10 g pacturenen npenapar ot Yepen oman (Symphyium x uplandicum) (0,5 - 0,7:1), cbeTos1L C€ OT:
0,04 g reuen ekctpakt ot Yepen oman, ctpbk (Symphytum x uplandicum herba) (1.2 - 1,5:1),
€KCTPAKIIMOHEH Pa3TBOPHTEI: BO/A;

0.06 g TeueH ekcTpaKT OT NpecOBaHUs OCTAThLK Cle/l BOAHA eKCTPaKUMs Ha Yepen oMaH, CTpbK
(Symphytum x uplandicum herba) (0.7 - 1.1:1). ekcTpakunonen pasrsopuren: etanon 30 % (06./06.).

IToMoOLIHH BELLIECTBA C H3BECTHO ACHCTBUE!
59 mg etanon (06wo chabpkanue Ha etanon npudi. 7.4 % (06./06.)), 1.5 mg copbuHOBa KucennHA,
40 mg nponUIEHIITUKOI, aPOMATH, ChIbPIKALLN ATEePreHH.

3a NbJIHUA CMIHMCHK HA NOMOILHHUTE BELIECTBA BHAKTE TOUKa 6. 1.

3. JEKAPCTBEHA ®OPMA

Kpem

bsan 10 GexoB kpem ¢ xapakTepeH MUpHC

4. K/IHHHYHH JAHHH

4.1  TepaneBTHYHHN MOKA3AHNUA

TpaaumMonen pacTuTeeH IeKapeTBEH MPOAYKT, H3MOI3BAH 3a TOKATHO Je4YeHHe Ha ThITH
HapaHsBaHUs (HATBPTBAHKA, HABAXBAHHS, CIIOPTHH M MHUMEHTHH TPABMH, MYCKYJIHH M CTABHH

OONKH).

”pOlIyKT’l)T NMpe/cTaBligBa TPaJIMUHOHCH PACTUTEJIEH JIEKAPCTREH IMPOJAYKT 3a Oonpe1CNeHHUTE
NMOKa3aHHA, OCHOBABAlllK C€ H3LAIO HA ABJIIroroJaviuHa ynmpeﬁa.

(DJieKCHBEPT Kpem ce M3M0/13Ba MPH Bb3PACTHH W IOHOLWHK Haa |2 roauHu.
4.2  Jlo3MpoBKa N HAYMHH HA NPHJIOKEHHE

g!()'}ld POBKa

Buspacmuu u wonowu nao 12 200unu:
Meuua ¢ abmkuna okono 2-3 oM (pauseaiia ce Ha 1,0-1,5 g kpem) ce Hanacs 2-3 nmbTH ik
3acernarara obsiacr.

Heouampuuna nonyiayus

FipuaoxceHye 1




Ynotpebata npu geua noj | 2-roguwna BbIpacT He ce Npenopbyra {(BxK. Touka 4.4 , Cneuuantu
NpeayNpPeKASHUA W MPEANa3HA MEPKH NpH ynotpeba™).

HauuH Ha npunokeHne
3a NpHNOKEHHE BbPXY KOXKATA.

(DJTCKCHBC]DT KpEM € OAXOAAL 33 NPUI0KEHHE NOJ NPEBPBL3Ka.

IIpoAbaKUTETHOCT Ha yrioTpeba
JlexapcTBEHUAT NPOAYKT He TpaOBa aa ce npuaara NoBeye oT 2 CEAMHLH.

AKO CUMIITOMHTE C€ B/IOLIAT WM HE ¢ NOJOOPAT cned 3-4 AHK OT MPUIOKEHHETO Ha IEKAPCTREHHA
NpoayKT, TpAOBa 1a ce KOHCYNTHPaTE C Nekap, hapMauesT WK KBUTHDHUAPAH ClIEUHATHCT MO
3APABHH TPHXKH.

4.3 IIpornBonoka3anmus

CBpbXUyBCTBUTETHOCT KbM AKTUBHOTO BELUECTBO WM KbM HAKOE OT TOMOLUHHTE BELLECTRA,
n3bpoenu B Touka 6.1.

4.4  Cneuwannu npeaynpexaeHus M Ipeana3sHH MepKH NpH ynotpeba
Jla ve ce npunara BPXy YBpeeHA WK pa3apa3HEHA KOXKA.
Tpabea na ce U30ATBA KOHTAKT ¢ OUUTE HITH AUTABHLIMTE.

Phuere TpaGea 1a ce MUAT npean U cien ynoTtpeda, ako Te He ca 06nacTTa, KOATO TpAGBa na ce
TpeTHpa.

IleanaTpHyHa NMOIMY/IALHA

Ynotpebara npu aeua noa 12-roaniina Bb3pacT He ce NPENopbysa, NOPaH IUICA HA JOCTATHYHO
JaHHH

Homowynu sewgecmaa ¢ uzgecmuo deiicmeaue

Cop6urHoBaTa KHCe/IMHA MOXKE 1A NPEN3BHKA NOKAIHY KOXHHU PEakuyu (Hanp, KOHTAKTEH 1epMaTHT).
To3u nekapcTBeH NPoOlyKT CLAbPAKA APOMATH, ChABLPKAILW UHTPAII, UWTPOHENON, EBreHoy, d-
NHMOHEH, IHHANOA K repaHnon. Liutpan, unTponenon, esreHos, d-1HMOHEH, JIHHANON U repaHroN
MOTaT A3 NPHUYHHAT ANEPTHYHH PeaKiMH.

To3n nekapcTsen NPoayKT ChAbP* A IPHOANZNTENHO 59 Mg anKoX0N (€TaHON) BLB BCEKH IPaM, KOETO
€ CKBHBANEHTHO Ha npubauznTento 7.4 % (06./06.). Moxe 1a NpHYMHM ycellane 3a napeHe BhpXy
YBpEeAeHa KOXa.

To3u nexapcTeen npoay«T chabpxka 40-60 mg npONKMNEHTIHKON BB BCAKA 1030BA €AHHHLA.

4.5  BsammojeiicTBHe ¢ ApYyrH JeKapCTBEHH NPOAYKTH ¥ ApYrH GopMH HA B3aHMoAelicTBHE

He ca npoBexaanH npoyusanua 3a B3aUMoIecTBHATA,

4.6 DepTHaHTeT, GPEMEHHOCT H KBpPMeHe

bpemennoct




Hsma win uma orpanuyenn 1aHHu 3a ynotpebaTa Ha pacTUTE/IEH Mpenapar oT YepeH OMaH Nnpw
OpemeHHM ke, DaekcHBEPT KPeM He ce NPernopLyBa 1o BpemMe Ha GpeMeHHOCT.

Kbpmene
He e u3BecTHO Ja/iu pacTUTETHUAT Npenapar oT YepeH oMan/meTaboauTH ce EKCKpeTHpaT B KbpMmarTa.

He moske 1a ce M3KIIIO4H PUCK 3a HOBOPOIEHOTO/KbpMmaueTo. DiieKCHBEPT KpeM He TpadBa 1a ce
fpuara no BpemMe Ha KbpMeHe.

Depruaurer
Hsima naHnu 3a edekTHTE Ha pacTHTEIHHMS NpenapaT OT YepeH oMaH BbpXY (hepTHiIMTETA.

4.7  Edexkrn Bbpxy cnocobHocTTa 32 modupane n padora ¢ MAIIMHK

He ca nposekaanm npoyusanus 3a edektute BbPXY crocobHOCTTa 3a wodupase u paboTa ¢ MatiMHy.
4.8 Hexenann peakunmu

Muoro yectu (1/10)

Yecru (1/100 no <1/10)

Heuectu (1/1 000 1o <1/100)

Peaku (1/10 000 1o <1/1000)

Muoro peaku (<1/10 000)

C Hen3BecTHa YeCTOTa (OT HAJIMYHUTE JIAHHW HE MOJKe J1a Ob/le HANpaBeHa oleHKa)

HaDYLueHHFI Ha KOKaTa W NoJAIKOYKHATa ThKaH

Mtuoro peaku:
B mMHOrO penku ciayuan Moxe J1a ce NOABH epUTEMA.

CnoOliaBpaHe Ha M0103MPaHH HEKEIAHW PEaKLIMKU

Co01aBaHeTo Ha NO03UPAHN HEXENAHH PEAaKIMH Clle/l PEFHCTPALIMA HA TPAJMIIMOHEH PACTHTENEH
JIeKapCcTBEH NPOJYKT € BaxkHo. ToBa no3BosigBa Aa Npoab/uKH HabII0JeHHETO Ha De30NacHOCTTa Ha
JIeKapcTBEHUA NPOAYKT. OT MEAMLIMHCKUTE CNELHAMCTH Ce H3UCKBA J1a ChoOLABAT BCAKA
Mo103MpaHa HeKelaHa peakius ypes:

HM3nbanuTenHa areHuMs no gekapereara

yi. "Jlaman I'pyes™ Ne 8

1303 Codus

Ten. +35 928903417

yeOGcaiT: www.bda.bg

4.9 Ilpenozupane

Hsima choOuienn ciiyyan Ha npeaosupasie.

5.  ®APMAKOJIOrMYHU CBOMCTBA
5.1  dapmakoIHHAMHYHH CBOHCTBA

dapmakorepanenTuyHa rpyna: JIpyru npoayKkTH 3a CTaBHa M MyCKyJ/iHa GosiKa 3a TOKaIHO

MPHIOKEHHE //'._,..‘....,__.‘_:‘\“
ATC kox: MO2AX ' ?&&9&‘%20 /}{:j‘\_‘

(DJIeKCHBEPT € TPaJMLIHOHEH PACTUTEICH JIEKAPCTBEH NPOAYKT.
He ca nposexcianu hapMakoJMHAMHYHK IIPOYYBAHHS.



52 @apMaKoKHHETHYHH CBOHCTBA
He ca nposeskaanH GpapMakoKMHETHUHH IPOYUBAHHS,
5.3 IlpenxauHA4HH AaHHH 3a GezomacHocT

Heknuununute naHHu He nokassat ocoleH PHCK 3a XOpaTa Ha 6322 Ha KOHBEHLMOHANHO MPOYYBaHe
3a reHOoTOKCHYHOCT {AMES-TecTt).

He ca npoBexaann agexraThu H3NUTBAHUA 32 PENPOAYKTHBHA TOKCHYHOCT H KAHUEPOreHHOCT.

6. PAPMAILEBTHYHH JAHHHN
6.1 CnHCBK HA NOMOIIHANTE BELIeCTBA

[IpeuucTeHa Boaa
Makporon-20-rinuuepon MoHocTeapar
I'nuuepon moHocTeapat 40-55
Hzonponun mupKcTar

Eranon 96 % (06./06.)
Okrunaoaekanoa

IMponunen ravkon (E 1520)

H3ugno pauemuueH anda-rokodepunauerar
HumeTrkon (100 cst)

XuapokcHeTHIt catduMnar
Cop6unosa kucenuHa (E 200)

Macno ot po3mapuH

Macno oT enxoBH HrKYKY

6.2 HecnBmecTHMOCTH
Henpunoxumo.
6.3 Cpox na rogHoct

3 roiMHH.
Cpok Ha rogHoCT cAea MbPBOTO OTBapiHe: | roauHa.

6.4 CneunajaHn yc10BHS 3a CEXpaHEeHNe

Hama cneunantm yc/ioBua 3a ChxpaHeHHe Ha HEOTBOPCHHS JIEKAPCTBEH NPOLYKT.
Ja ce cbxpanaBa npu Temnepatypa nog 25°C cied mbpBOTO OTBapsHE.

6.5. Buau cbabpkanHe HA ONAKOBKATA

Tyba, nakupana oTBBLTpe, YNNBTHABALLO NOKPHTHE (B KpauilaTta Ha Ty(ata) W Gsi1a Kanauka Ha BHHT
CbC CPEACTBO 3a NpobHBaHe.

Onakosku ot 20 g, 50 g, 100 g vinu 150 g kpem.

He Bcuuky BHIOBE ONMakoBKK Morat aa Obaar MycHaTH Ha masapa.

6.6 CnenHannu npeAnasHA MEPKH NPH HIXBbPISHE

Henanon3saHuaT nekapcTaeH NPoAyKT WK OTNAXbYHWTE MATEPHAITH OT HETO TpabRa
B CbOTBETCTBHE C MECTHHTE U3HCKBAHUA.
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7. NPHUTEXKATEJ] HA YAOCTOBEPEHHE 3A PETUCTPALIHSA
Dr. Theiss Naturwaren GmbH

Michelinstr. 10

66424 Homburg

Iepmanus

8. HOMEP HA PABPEHIEHHETO 3A YIIOTPEBA

Per. Ne: 20240025

9. JATA HA ITbPBO PA3ZPEINABAHE/MOAHOBABAHE HA PASPEIIEHUETO 3A
YIMOTPEBA

Jlata Ha nupeo pazpelnaBane:
Jlata Ha mocieaHo noaHoBABaHe:

10. JATA HA AKTYAJIN3HPAHE HA TEKCTA

10/2025




