KPATKA XAPAKTEPUCTHKA HA INIPOAYKTA

1. HME HA JIJEKAPCTBEHHS IPOJIYKT
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KDBMKA XAPIKITAUCITILKE HE NPOGYKme - TIDUA0XeHUS 1

bporxunper cupon ‘I'P ; )
- a3peweHue _
P S sommme. 632737 1T AB
 OQOGDOMUE M ot caeriininesera Jrisirarirarsirans roivasiarrsns
2, KAYECTBEH H KOJTHMECTBEH CHCTAB ' B .

1 ml (cvorsercTBam Ha 1.12 g) Bponxunper cupon crabpxa.
168 mg TedeH ekcrpakt or Thymus vulgaris L. wmi Thymus zygis L., cTpex, Wi cMEC OT ABaTa BAJA

(Mamgepka) (1:2-2.5);

ExcrparesT. pasrBop Ha amossk 10 % mv/m / ramuepon 85 % m/m / eramon 90 % v/v / Boga

(1/20/70/109)

16.8 mg TeaeH excrpakt ot Hedera helix L., nuct (sacrta Opsionan) (1:1);

Excrparesr: craHon 70 % v/iv

O0ino craABPKARHE HA €TAHOI:, Makc. 5 % m/m, ekBuBaNcHTHO Ha Makc. 7 % v/v

[ loMOITHH BEMECTBA C M3BCCTHO JSHCTBHE,
TcucH Manturon: 417.8 mg

CopOuron (ceaspkain ce B Teanus Marmuron): 28.4 mg

3a reHYS CITHCBK HA MOMOIIHITE BCHICCTRA BITe ToqKA 6. 1.

3. JEKAPCTBEHA ®OPMA

Cupon

bponxunper cupon ¢ ceerTinokadggra, npospasHa TeuHocT. [1o BpeMe Ha ChXpaHeHHE MOXE Ja C€ NOAVYH

NCKO OMBTHABAHE H/HIHM yTaliKa, KOSTO MOXE Aa € CYCTICHAHPA ITOBTOPHO.

4. KJIMHHYHU JAHHH

4.1 TepaneBTHYHH NOKAIAHHA

PacTuTeIeH aekapCcTBeH MPOAYKT, H3NOI3BAH KaTO OTXPayBall0 CPEACTBO NPH NPOAYKTHBHA KALTHIA.

Bponxunper cHpOn € MoKa3aH NpH BH3PACTHH, IOHOMH M JeHA Ha BB3PACT HAJ 2 TOTHHH.

4.2 o3upoBKa H HAYHH HA NPHICKEHHE

Hlo3nposxa

Mauuenrs

Eanoxparna a03a 3

NbETH JAHEBHO

Oo6ma nueBHa 4034

Bo3pacTHHE H 10HOUM OT 12 roguHn 5.4 ml , Aflo,
Heua ot 6 1o 11 rogunn 4.3 ml //
Heua or 2 no 5 roannu 3.2 ml g A
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bporxunper cupon ¢ NPOTHBONOKA3aH NPH JACUA 104 2-TOAMINHA BB3pPACT (BK. Touka 4.3
I IpoTHBONIOKa3aHusS ™).

Creyuanuu nonvaayuu
Hama gocraThuHO JaHHM 33 KOHKPCTHH MPEHOPBKH 33 A034TA NPH NALHCHTH C YBPCACHa QyHKIMA Ha
OnOpewwrTe/aepuus apod.

Hawns Ha npuaoxkeHne

[lepopanno npunoxcusne.

Pasxmarere xobpe npean Beaka ymotpeba!

bpouxunper capon ce npuema 3 et gHEeBHO (CyTpHH, 00ea, BCYEP) C MOMOLUTA HA NMPHIOKEHATA
mcpurciHa vammka. [lormeimaiitc Bpouxunper cupon sepaspeaen. Iluittc Manko TedHoCT (3a
APEAITOYHATAHE BOJA) ClIeA NPHEMA Ha TCKAPCTBCHHA OPOAYKT.

[IpoasprurrensocT Ha ynorpeda
AxO CHMOTOMHTC IPOZB/DKABAT HOBCYEC OT | cCAMHIIA MO BpeMmc Ha vnorpebara Ha ACKAPCTBCHHS
MPOAVKT, TpsOBa Ja ¢€ NOTHPCH KOHCYITAUMA C NIEKap WK PapMaucsT.

4.3 HpoTuBonokazanus

CBpBXYYBCTBHTETHOCT KbM AKTHBHHTE BEIIECTBA, APYTH PACTeHus OT cemelicTBo Lamiaceae (Labatae)
unu Araliaceae, nmm HAKOA OT OCTAHAJIMTC CBCTABKH HA TOBA JICKAPCTBO, H30OPOCHHU B TO4ka 6.1,

Jeua noa 2-roauinHa BL3pacT
4.4 Cneunannu npeaynpemxscHHs H NPeARa3HH MePKH NpH ynotpebda

AKO CHMIITOMHTC NPOJL/PKABAT MOBCYC OT | CCAMHMLA MM CC BJIOLMAT AO BPCME HA ynorpedara Ha
ACKAPCTBCHHA NMPOAYKT, TP40Ba Aa ce MoTspCH KOHCYITALHA ¢ IeKap WA (apMaueBT.

Ilpy nosga Ha AUCAHEH, TPECKA WIH FHOMHH MK KbPBABH XPauk TPAOBA 43 CC MOTHPCH KOHCYITALMS
¢ nekap M dapManesT.

IlpenophuBa ¢¢ MOBHIICHO BHHMAHMC NPH NAUMEHTH C TacCTPHT WM cromainHa f3sa. Ilanuexrty ¢
TaCTPAT MM CTOMAUIHA fA3BA TpsOBa Ja C€ KOHCYITHPAT CBC CBOA JIEKap, NPEAM 13 H3MOM3IBAT

bporxunper cupon.

Tosn nexapcTBEH MPOAYKT ChABPHKA TCUCH MATTHTON.

Tozn nexapersen npoaykt chaspxa 153.4 mg copburon 8B 5.4 ml, 122.1 mg copOuron BeB 4.3 ml u
90.9 mg copOuron 8bE 3.2 mi, KOSTO ¢ cKBUBANCHTHO HA 28.4 mg/ml

[MaienTH ¢ peaxH HACACACTBEHH NPOGICMH HA HCNMOHOCHMOCT KbM GpykTO3a He TpAOBa Aa MpUeMaT
TOBA JEKAPCTBO.

Toszs nckapcreer npoAvKT chaspxka nmpudnusurenao 300 mg anxoxon (eTtanon) B 5.4 ml, koero e
eKBHBAJNCHTHO Ha 56 mg/ml (5 % m/m). Koauuccreoro B 5.4 ml oT TO3H NCKAPCTBCH MPOAYKT C
eKBUBAJICHTHO HA & ml Oupa i 3 ml BuHO.
Tosu sexaperseH npoaykr ceabpxka npuOmuzuTenHo 240 mg anxoxon (cradHon) B 4.3 mi, koero ¢
SKBHBICHTHO Ha 56 mg/ml (5 % m/m). Komuaecresoro B 4.3 ml or T03m ACKapCTBEH MOPOIYKT ©
CKBHBAICHTHO HA 6 ml 6Gupa e 3 ml BHHO.
To3u nexapcrBen npoaykr cbabpxa nmpuOnmantenHo 180 mg anxoxon (eraHon) B 3.2 ml, koero ¢
cKkBUBANCHTHO Ha 56 mg/ml (5 % m/m). KomuuecrBoTo B 3.2 ml OoT TO3M ACKApPCTBCH MPOILYKT €
CKBHBAICHTHO Ha 5 ml Oupa wim 2 ml suHO.

Masnko BepOSTHO € KOTHYECTBOTO ANMKOXON B TO3H NEKAPCTBEH NPOAVKT Ja HMA ¢ DT ARG
H IOHOLIH, KATO C(ICKTHTC MY NIPH ACLIA ¢ MAJIKO BCPOATHO 43 6baar :ﬂﬁCﬂﬂS&Hﬂ ZPNEHO 6 QAN

cheKTH MPH no-MankM Jela, HanpuMep ChHIHBOCT. KONMWuecTsoTo ankoxo L B\
NPOAYKT MOXKE Aa HPOMCHH HAYHHA, MO KOHMTO JACHCTBAT APYTH JICKAPCTEA. S
[laumenTeT CE CHLBETBA B NIMCTOBKATA Ja € KOHCY/ITHPA C NCKap #aH (hapMaugpTs
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[eauarpuana nonyaauns

bpoHXHIIPCT CHPOL ¢ OPOTHBOLIOKA3AH OPH ACLIA oA 2-roAHIIHA Bh3pacT (Bx. Touxa 4.3). B coyaait 5a
VITOPHTA HITH MTOBTaPSHIA CC KAIJIHHA MPH ACLA HA BB3PacT MeXAy 2 - 4 roauHu TpAOBa Aa CC TOTHPCH
JIEKAPCKA NOMOIL,

4.5 BianmopeiicTBHE ¢ APYTH NEKAPCTBEHH NPOAYKTH M xpyrH QOpMH Ha B3auMOoAeHCTBHE

Jo MOMEHTa He ca M3BECTHM B3aHMOJICHCTBMA C APYIH IEKapcTBeHH mpoaykTd, He ca mposexaann
IIPOYYBAHHA 34 KIHHHYHH B3aAWMOICHCTBHA.

4.6 DepTunnTer, GPEMEHHOCT H KbPMEHE

bpeMeHnocT

Hsma HanHukM AaHHE 33 ynotpeGaTa Ba Bposxunper cHpon npH OpeMEHHH JKCHH # TIPOYYBAHNSA BBPXY
»KHBOTHH 110 OTHOLICHHC HA PCTIPOAYKTHBHATA TOKCHUHOCT (Bxk. Touka 5.3). He ce npenoprusa
ynorpebara Ha bporxunper cuport o BpeMe Ha OpEMERHOCT.

KnpMmeHe

He ¢ M3BCCTHO AaAH AaKTHBHHTC BCHICCTBA Wi MCTA0OIMTHTE HA BpOHXHIIPCT CHPON CC CKCKPCTHpAT B
4OBEHKOTO MaHumHO MIMKO. He MOXe a3 ce U3Kk/IrouH pucK 3a KbPMEHOTO HOBOpOAEHO/KbpMaye. ETo
sauo bponxunper cupon He TpaOBa A3 CC H3MOA3BA NO BPCMC Ha KbPMCHC.

DCPpTHANTET
Hama nanmiyHu JaHAH OTHOCHO ethexTute Ha Bporxunper cHpon BupXy QEPTHIRTETA APH XOpa.

4.7 EdexTn Bbpxy criocofHocTTa 38 modypane u pafora ¢ MAILIHHA
He ca nposeacaany npoyaBaHus 3a epeKTa BEPXY CHOCOOHOCTTA 3a modwpane H paboTa ¢ MANTHHH.
4.8 Hexenann JeKapcrBeHH peaKuny

Hapyimmenns #a AMyHHaTa CHCTEMA

Peaxu (= 1/10,000 no < 1/1,000): CBpbXUYBCIBHTEIHOCT/AIEPTHYHH PEAKIIMH C KOXKEH OOpDHB.
HewnzsecTHA 4eCTOTa (OT HAMMMHHTE JAHHWA HE MOXE Ja ObJc HAlpPapeHAa OLCHKA HA 9eCTOTaTa):
CBpPBXYYBCTBHTC/THOCT/ANCPrHYHN PEAKLMM KATO AMCIHEA, YPTHKAPHA, NOAYBAHE Ha JMIICTO, YCTATA
n/umn papunkca, aHapHIaKTHIHA peakIH.

CTOMAMIHO-YPEBHH HAPYIICHHS
Heuecrn (= 1/1,000 po < 1/100); CromManiHo-4peBHH HAPYUICHHS KATO CIIA3MH, TAJIEHE, [IOBPBIHAHE H

JAAPHA.

B ciryuali Ha ITHbPBH NPU3HALM Ha CBPBXYYBCTBHTCIHOCT/QNCPrHtiHa peakims bpoHxunper cupon He
Tpa0Ba Ja ¢ NpHeMa OTHOBO.

Cpo0mapane Ha NOAOINPAHH HEXKECTAHH PEAKLIHH

CpobmaBaHCTO HA MOAO3MPAHK HCKCIAHA PCAKIMM CIICH PA3pCIiABAHE 32 YNOTpeda Ha JCKAPCTBCHHA
APOAYKT € BAXKHO. TOBA MO3BOAABA 43 MPOABIKY HAOMIOAEHHETO HA CBOTHOUIEHHETO TTON3A/PHCK 32
JICKAPCTBCHUA mMpoaykr. Or MCIMHMHCKHTC CICIIHANNCTY CC M3HCKBa A ChoOINABAT BCAKA NOAO3HPAHA
HOKCIaHa peakims uypes Mamemaurenna areHums no aekapcrearta, yviu. Jamsu I'pyes™ Ne 8, 1303

Cogmna, Ten.: +359 2 8903417, yebeaiit: www . bda.bg.

4.9 IIpexosupane

B cayuad Ha OpPeAO3HPAHC MOTar A2 CC NMOABAT CTOMAIIIHH HAPYUICHHA KaTo T

AHAPHIA.
JlgMEeHHUEC Ha IPEAO3UPaHE:



B ciryyaii Ha npeaosupase TpsOBa Ja ¢C 3aNnOUHC CHMIITOMATHYHO ACUCHUC.

5. @®APMAKOJOIHYHMU CBOMCTBA

3.1 ®apMakoaHHAMHYHH CBOHCTBA

DapMakOTCPanCBTHYHA I'PYIA. CKCICKTOPAHTH, KOMOMHAIHH
ATC xoa: ROSCA10

Mexaunssm Ha ACHCTBHE
Bbpouxumnper cupon nposessa Hakonko dapmaxoauHamMirH# akTHBHOCTH. (TrOBOPHUTE MEXAHH3MH HA
ACHCTBHE BCE OLIE HE €& HAITLTHO HACHTHMHITHPAHH .

KaHHHYHA eukacHOCT H 6e30macHOCT

Panaomu3upano, inauebo-KOHTPOMHPAHO KIHHEMYHO NPOYYBAHE 0Ka3Ba edukacHocTTa Ha 10-1HCBHO
ne4YeHHE ¢ bporxumnper cHpon nNpH BB3PACTHA DAUMECHTH, CTPAJALIEH OT OCThp OPOHXHT ¢ NPOXYKTHEHA
kawnva. Karo uamo, neuceuero ¢ bpouxunper cupon ¢ joscno A0 no-Obp30 W MO-LANOCTHO
BB3CTAHOBABAHE OT CHMITTOMHTS (MPHCTBLITH HA KaULTHLA, OLEHKA 3a TEXKECT Ha OpoRxHT # Ap.). Hanp.
HAMAJISBAHE HA MPHCTBIMTC HA Kamauna ¢ 50% ¢ Z0CTHrHATO OKOAO 2 AHH NQ-paHO npH bpoRXHNpeT
cupon B cpasHerHe ¢ nuanedo. [NepopanHoTo neuenue ¢ bpornxuper cHpon € 6e30MaCHO H CC NOHACH
aodpe.

besonachoctra n  epuxacHocTra Ha bpoHxmAper cHpom Ccé  TMOAKPEnAT OT JaHHH  OT
HEHHTCPBCHUHOHAAHH NPOYYBAHUS,

3.2 (@apMaKOKHHETH4YHH CBOHCTBA
Hsama Hannunn aaHHM 32 (hapMakoKHHCTHYHHTE CBOKCTBA Ha bpoHxunper cupon.
5.3 IIpeaknHHNYHH ZAHHH 33 (6e301aCHOCT

HeknuauudauTe gaHHH OT NPOYYBAHMA 33 TOKCHYHOCT M MVTAarcHHOCT NPH CAHOKPATHA 033 HC
MOKA3BaT 0COOSH PHCK 34 XOparta.

He ca nmpopexpanu mMpoyvBaHHA 33 TOKCHIHOCT NMPH MHOTOKPATHO MPHJIATaHE, KAaHLCPOTCHHOCT H

PENPOAYKTHBHA TOKCHYHOCT.

6. QPAPMAIUEBTHYHHU JAHHH

6.1 Crnucuk HA NOMOLUHHTE BelecTea

JIMMOHCHA KHCEMHMHA MOHOXHApAT
Ilpeuncrena sona

XUAPOKCHIPOMHAOCTANEKC

Kamues copbar (E202)

Tcuen manturon (cvaepxam copburon (E420))
6.2 HecnBMECTHMOCTH

Henpunosxumo.

6.3 Cpox uaroanocr

18 meceua
Cpox Ha TOAHOCT CNEA ITHPBO OTBapAHE: 6 Mecena




6.4 Cpeusansnu yCI0OBHSI HA ChXpaHeHHe

OpuraHaTHO 3aTBOPCHUAT ICKAPCTBCH NPOAYKT HEC M3HCKBA CICLIMAIHH YCAOBHA HA ChXPAHCHHC.
Cnen nepso orsapase: Jla ce cvxpanssa mox 25°C.

6.5 Bwuau cbhabpxanne Ha ONAKOBKATA

Kagsasu crokienn Oyrunku ¢ yerpoiictso 3a ornmusane (LDPE), kanauka #a sunT (PP) cbe 3aiqureH o1
orsapate npsereH (HDPE) u rpaayupasa Meputenna vamka (PP) za eaunuysan qo3u or 5.4 ml, 4.3 mi
H32ml

Bugose onaxoeku: 50 ml u 100 ml cupon

He BcHYIKH BHAOBE ONaKOBKH MOraT Aa ObAaT MycHATH B npoaaxoa.

6.6 ChneunanHu npeaNaIHH MePKH NPH H3XBbLPJAAHE

HsaMa cnenHanias H3UCKBAHHUA,

7.  NPUTEAKATEJ HA PAZPEUIEHHETO 3A YIIOTPEBA

BIONORICA SE
KerschensteinerstraBe 11-15

2318 Neumarkt

I'epmanus

Ten.: +49 (0)9181 231-90

(daxc: +49 (0)9181 231-265
Enexrponna nowa: info@biononca.de

8. HOMEP(A) HA PAZPEHIEHHUETO 3A YIIOTPEBA

Per. Ne

9. JATA HA TIIbPBO PA3SPEIHABAHE/MOAHOBABAHE HA PA3PELHEHHMETO 3A
YIIOTPEBA

Jlara Ha ITBPBO pa3pelaBaHe:

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA




