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1. HME HA JEKAPCTBEHHSA HPOIYKT . 21-02- 822

KPATKA XAPAKTEPUCTHKA HA OPOJY
Kanedpon 18 mg/ 18 mg / [8 mg 068yt Tabnerku
Canephron 18 mg/ 18 mg / 18 mg coated tablets

2. KAYECTBEH 1 KOJIHYECTBEH CHCTAB

| o6BuTa TabneTka CHIBpKa:

AKTHBHH BEINECTBA:

Yepren karTapHoH, cTpbk (Centaurium erythraea Rafn., herba) 18 mg
Hesucun, kopen (Levisticum officinale Koch, radix) 18 mg
Po3smapun, nuct (Rosmarinus officinale L, folium) 18 mg

TToMolHK BelllecTBA: TaKTO3a MOHOXMAPAT, ITIKKO34, 3aXapo3a

3a MbHHA CIIHCEHK HA MOMOIIHKTE BELIECTBA, BHXTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

O6rHTa TabneTka

Kptriu, apoifHO W3IrbKHANM, Opakesd OOBHTH TabIIETKHM ¢ TIaAKA NOBBPXHOCT.

4. KJIMHHYHH JAHHHA

4.1 TepanepTuuny NOKa3anuN

TpaanumoHen pacTHTeneH ASKapCTBEH MPOJYKT, KOHTO C& M3TION3BA KATO MOAABPHKAIIO JICUEHHE H B
NOITb/IHEHHE KbM CNEUM(HYHE MEPKY, MPUJIATAHM B CJTYYaH HA JIEKH OILIAKBAHUA NPH BL3NAIHTETHH
NPOLICCH HA MHKOYHKTE METHILA K 34 MpeJna3Bade oT OTIAraHe Ha IHICHK B Gn0pewtHTe NpH BBIPacTHH

W 1H1a Haa 12 roguam.

4.2 JIoIRpoBKa H HAYHM HA UPHJIGKEHHE

Jozuporka
HHERYHA 033
ToanER ];nnb';q,mnei(::o 0ma pueBHa Jo3a
Tluua naz 12 roausm u 2 obBHTH TAONETKH 6 0OBUTH TabneTKH
BB3PACTHH

He ca manuqHM N0CTAaTBYHO JAHHM 32 CreUH(HIHH MPENOPbKH 33 03aTa B ClIyYad Ha HapyLfcHa
Owu0peina/yepHOAPOOHA DyHKIMA.

Hedugmpuuna nonvaayus

Kanedpon o6uTs TabneTkn He Tpabsa qa ce Mpuyiara IpH Aella Ha BB3PacT NMoA 12 rogHHH.

Haunn #a npuaoxerue

Ja ce nmpreMa Mo eIHa 1103a CYTPHH, ofel H Bevep.

O6eyuruTe Tabmerku Tpabra aa ce mpueMart, 663 1a ce CILBKBAT, ¢ AOCTATBYHO
(Hanpumep, ¢ vaima Boa).




HeobxonuMo € na ce npeMat A0CTATHYHO KOTHUECTBO TEWHOCTH MO BPEME Ha JIEHEHHETO,

IIpONBIKUTENHOCT HA JIEYCHHETO

HpOJI’bIDKHTCJIHOCTI‘a Ha JIEYCHHETO C TO3ZH JICKAPCTBEH NPOAYKT HE € TOYHO OrpaHHycHa. [Toseye
HH(opMaLMA MOXe 1a Noaydure B pasgen ,,00ppHeTe cneuHaiHO BHHMaHHE MpH ynorpefara Ha
Kanedpon o6euTH Tabnerkn”.

43 IlporHBonokazanus

- CBPBLXUYBCTBHTENHOCT KBbM 4KTHBHWTE BELUECTBA, KbM JPYTH PacTeHMs OT CEMEHCTBO
Cennnxonsetnn (Apiaceae, Umbelliferac) (HanmpuMep aHacOH, KOIBpP), KBM aHETON
(KOMIICHEHT HA €TEPHYHKTE MACTa) WIH KbM HAKOE OT NOMOLIHHTE BElNECTRa, M30pPOeHH B T.
6.1;

-  AKTHBHH NEOTHYHH A3BH;

- Jla He ce fOMyCKa KOHCYMAallMd HA MOJIEMH KOJIMYECTBA TSYHOCTH B CITy4aH Ha OTOK, JBJDKALL
C€ Ha HapyilleHa cbpAe4Ha Wiy OnOpeuna GyHKIMA, W/HNK aKo JIeKap € NpenopbYai HaMalleH
TIPHEM HA TEYHOCTH.

44 Cpensanne mpeAynpexaeHAs H NpeANasHH MepKh OpH ynoTpeba

AKo ce noABAT NOCTOAHHA BHCOKA TEMIIEPATYpa, ClIasMH, KPbB B YPHHATa, IPH HEMPEKBLCHATA HYXJa
OT YPHHHPAHE H OCTPA 3aPBKKA Ha yPHHA, TPEnOPHYBA CE [AlMEHTET /1A €& KOHCYATHPA C JIEKap.

Kauedpon 00BHTH TabneTku chIBpXKAT IiIOKO3a, 3axaposa H fMakToza MoHoxHapar. [laumedtn ¢
pPeAKH HAacHeACTBEHM mNpo0meMH Karo  [IIOKO30-TanakrtozHa Malabcopbiuusa, ranakrosHa
HHTONEPAHTHOCT, o0uy nakraszed aeduumr (Lapp), $pykrossa HHTONEpPaHTHOCT M 3axapaso-
H3OMAITa3Ha HEAOCTATHYHOCT He TPAOBA Na NpHeMAaT TO3H NEKapCTBEH NPOAYKT.

Heouampuvna nonynayus
Toau nexapcTeen npoayxr He TpaGBa Ja ce nNprema oOT fena noj, 12 roauHy.

4.5 BaamMojeiicTBHE ¢ JPYTH JIEKAPCTBEHH NPOAYKTR H APyrH opMA HA B3aEMo/eHcTBHE

Hocera ne ca HabmozaBaHu BauMoneHCTeMA ¢ APyTH JeKapcTBeHH mpoaykTH. He ca nposexaaHy
NpOyYBAHHA 38 B3AHMOOEHCTBHE.

4.6 DepruamETeT, GpeMEHBOCT H KhPMERE

bpemennoct

YMepeHo KOnHuecTBO JaHHH 3a OpeMeHHM xeHH (Mexny 300 - 1000 pesyararn oT GpeMEHHOCTH)
MOKa3Ba, 4¢ He € Hanmile MandopMaTHRHA HITH (eTo/HeoHaTaHa ToKcHYHOCT Ha KaHedpon oOrHTH
Tabnerky.

HacnensannsTa BbpXy KHBOTHH He NOKA3BAT PENPOAYKTHEHA TOKCHYHOCT.

Ako nexapsr npelieHH 3a Heo0XONHMMO, MOXKe 3 ce 0OMHMCIH MpHeManeTo Ha Kanedppon obBuTH
TabneTkn Mo BpeMe Ha OpeMeRHOCT.

Knpmene
He e M3BecTHO Nany akTUBHHTE BeLICCTBA/METabOJNMTH Ce EKCKPETHPaT B KbpMaTa.
KBPMEHOTO JieTe He Moxke na 6bae uskmoycH. Kanedpon o0BuTH TabneTks He Tpadbea
MO BpEME HA KbPMEHE.

®eprannTer
Hama nanny otHOcHO edexTuTe BBpXY (epTiimrera npu xopa. IIpy npoyusanus B
ca Habmonaranu eekTH BLPXy QepTIIIHTETA IIPH KEHCKH M MBKKH SK3EMIUTAPH.



4.7 EdexTH BLPXY cnocoGuocTTa 33 modupane # paboTa ¢ MAIIMEH
He ca npoBexaanm npoyuBanus 3a edexra BbpXy cnocoGHOCTTa 32 wodHupane H paboTa ¢ MALIMHH.
48 HexenanH NeKAPCTBEHH PEAKIHE

3a OUEHKA Ha 4ECTOTATA HA HEXETAHHTE JIEKAPCTBEHH PEAKLHH C2 BHBEACHH CIICRHHTE KATCrOPHH!
Msoro yectu (=1/10)

Yectu (=1/100 mo <1/10)

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

Penxu (=1/10 000 no <1/1 000)

Muoro pemxu (<1/10 000)

C HeM3BeCTHA YeCTOTA {OT HANHYHUTE JAHHH He MOXe a Ob/ie HanpaBeHa OLEHKa).

CroMalllHO-4peBHH HapyLIeHAs
Yectu (21/100 o <1/10): cromMamHo-upesHd HapyuieHus (TaaeHe, HOBPBLOAHE, AHAPHA).

Hapymenus Ha HMyHHATA CHCTEMA
C Hew3pecTHA YecTOTa (OT HAIHYHWTC AAHHM HEe MOXke Aa ObAe HanpaeeHa OIEHKA): AEPruyHy
peaKLHH.

B nHcToBKaTa ce CBABPXA [IPCNOPEKA MALMEHTET Ja CTIpe IIpPHEMa Ha ICKApCTBEHUA NPOJTYKT A 1a CE
KOHCYIITHpa Hezabarho ¢ JICKap, ako HAKOA OT T€3H HCKEITAHH peaKHH CC IMOABH.

Crofiapane Ha MOJO3UPAHY HENKCTAHE PEAKLIMH
CrobiapaneTo Ha NOJO3APAHU HEKENAHM PeaKi|y Clell paspellaBate 3a ynoTpeba Ha IEKapCTBEHAA

MpoAYKT € BaxHo. Tora No3BonsBa Aa NPOIBIHKA HAGIONEHHETO HA CHOTHOLIGHHETO [OJI3A/PUCK 3a
JeKapcTBeHHd npolykr. OT MEIMOMECKHTE CHCHMATHCTH Ceé M3MCKBa jAa CboOmapar Begka
MOIO3MPAHA HeKeIaHa pPeakilis dpe3 HAlHOHAJNHA CHCTeMa 3a cho0maBane B HanwIHHTEIHA areHIMA
N0 JieKapceTsata yi. ,,Jlamsan [pyes” Ne 8, 1303 Codmun, Ten.: +35 928903417, yebeaiiT: www.bda.bg

4.9 Hpenosupane

Jocera He ca ¢cho6ImaBanM CIydan Ha Npeno3upasxe.

Mepxku npu npenosnpane:
B cryyaii Ha peno3ypaHe ce Npuiara CHMITOMaTHYHO NeYEHKe.

5. ®APMAKOJOIAYHH CBOMCTBA
5.1 ®apmaxoaHHAMHYHEH CBONCTBA
®dapmakoTepanerTH4HA rpyna: [Thkouo-nonosa cucrema u nmojosu xopmonn, ATC kon: G04BX

B Hakxonxo knuaHumu mpoyueanma Kanedpon e poeen no Gups cnag Ha OTUTAKBAHHATA [IpH
BB3NANHTENHE 3a0onABaHHs Ha edepeHTHHTe NHKOYHH NHTHIA. Pesynrature, HabmopaapaHs no
BpeMe Ha Te3H KIMHHYHH NPOYHBAHHA, HOKa3paT NPOTHBOBE3NAMMTENHO, CHA3MONMTHYHO, aHTH-
HOUMUETITHBHO H aHTHOaKTepHanHo aciicTere Ha Kanedpon.
Tesu KIHHHIHH JAHHA e NOMBIBAT W MIOAKPENAT OT PE3YNTATH OT MPEAKIHHHYHH TIPS
In vitro, Kanedpor nposssiBa AHTHOKCHAAHTHO, KAKTO W NPOTHBOBB3MAIHTEN
HamansBa XHMu4eckHa pamukan DPPH, kakto B ¢QH3HONOrHYHO 3HAYHMMTE
KHCTIopoa U asor. B nomeanenne, Kanedpon unxubupa ocBofoxnasasero Ha In




LMTOKHHH W NpoH3BEXJaHETO Ha NeBKoTpueHH. [IpoTHBORB3NANUTeNHOTO AckictBue Ha Kanedpou e
JNOITBIHUTENHO NEMOHCTPUPAHO B MOAEN I Vivo HA BB3MAJIEHHE IIPH [LTLXOBE.

Kanedpon ynpakHABa cna3MONMTHYHM ¢eKTH BLPXY H30MHMPAHH HBHUM HA NHKOYHHS MEXYp NpH
X0pa H IUIBXOBE eX Vivo H HOPMAIH3KPa YPOIHHAMHAYHUTE [IAPAMETPH, KaTo YECTOTATA HA YPHHHpaHe
M KanaiHTeTa Ha ITMKOYHMA MeXYyp, NPH MOJEN in Vivo Ha IUTHXOBE C eKCNEpPHMEHTaNeH UHCTHT. B
cbuIMA Mozien in vive Kanedpox npossssa aHTH-HOLMLENTHBHA eheKTH.

In vitro, Kaveppon HaManaBa aIxesHsaTa Ha YpONaTOreHHUTe GAKTEPHH KBM ENHTENHHTE KIETKM Ha
TMHKOYHHS MEXY].

Onucanu ca orensn koMIoHeHTH Ha KanedpoH, KOWTO NpHTEXKaBaT AHTHOAKTEPHAIHA aKTHBHOCT H
NPOABABAT JIEK JHYPETHHEH (KT, KOMTO MOAmOMara aHTHOAKTEPHANHATA aKTHBHOCT, Thil KaTo
DakrepuHTe C€ OTAENAT OT MHKOYHKTE ITETHIIA.

5.2 DapMaAKOKHHETHIHH CBOHCTBA

HVudopmanns 3a dpapmakokuneTikara va KaredpoH Moxe Ja Gbjle MOMy4eHa OT TOKCHKOKHHETHYHH
AaHHH, cHOPAaHH IO Bpeme Ha NPOYYBAHKMATA 33 TOKCHYHOCT [PH MHOTOKPATHA 1032 110 BpeMe Ha 26 H
39 ceaMuLM, CROTBETHO NpHM IUTLXOBe M Kyvera. B mmasmennte npoOH ca m3Mepenn 12-O-
METHIIKADHO3HA KHCENWHA, Z-IUTYCTHINA M CYpO3HJ KaTO MapKepH 3a JleueOHMTEe CBhCTABKH,
coabpkam ce B KanwedpoH, karo ce usmonzea Banuauwpan LC-MS-MS Meron. MakcHmanaure
nna3sMeHHd HMBA Ca IOCTUTHATH B paMKKTe Ha 7 uaca clieg npunarade #a Kanedpon.

Karo uano, maHHHTE NOKa3BaT 3HAYMTENHH W MPONOPUMOHANHM Ha [03ara MUIa3MeHH HHBA Ha
MapKepH cJie/] nmepopainHo nprunoxeHue Ha Kanedpon. OceeH Toa He ca HabNmonapand Mpu3Haiy 3a
HETPYNBAHE KIH CNeUH(HYHH 38 1I0NIa PA3IHKH.

5.3 Iperknanavnas JanH#A 3a GezonacHocT

Hexnvauunnte IaHHK He ToxaspaT 0cofeH pPUCK 33 XOpa BB3 OCHOBA HAa KOHBEHLIHOHATHH
(apmakonorysn  w3cnemBaHMa 33 (Ge30MacHOCT, TOKCHYHOCT NpH  MHOTOKpaTHa  /103a,
FEHOTOKCHIHOCT, PENPOAYKTHRHA TOKCHYHOCT H TOKCHYHOCT HPH Pa3BHTHETO.

Hsma nannm 3a kaHneporeHeH noreruman Ha Kanedpon.

6. PAPMAIIEBTHIHU JAHHU
6.1 CnHCHK HA DOMOIMBHTE BEIECTBA

Tabremno sdpo:

NIaKTO3a MOHOXHMPAT

MarHe3meB cTeapar

IApEBHYHO HHIIECTE

noeuaoH K 25

CMAMIIHEB JHOKCH, KOJOHIEH De3BoacH

Obeuexa:

JEKCTPHH

MoHnTaH MHKOJIOB BOCHK

nmoerioH K 30

PHIHHOBO MACHO, CTYAEHO MPECOBAHO
3axaposa

LESNAK

TaNK

yepeeH xene3eH okeun (E-172)
pubodnasuu (E-101)

THTaHOB JHOKCHA (E-171)

TeYHa IiIOK033, HICYIICHA YPe3 pasnpamBaHe




Kanuues kapboHaT
UAPEBHYHO HUIIECTE

6.2 HecbBMecTEMOCTH

He ca msrectnn

6.3 Cpox 5a rogmocr

3 (Tpu) roguun

6.4 Cnennaans ycioBHs HA ChXpaHeHHe

Ha ce coxpansea mox 30 °C.

6.5 Bna B ChaALPKAREE HA ONAKOBKATA

He Bcuaku BUIOBE ONMakoBKH MOrat Aa GLaaT mycHaTH B mpogaxa.
Onaxosxa ot 3 6nucrepa or AVPVC-PVDC ¢ nio 20 o6erTH TabneTku.
OnaxoBka ot 6 Gimrcrepa ot A/PVC-PVDC ¢ no 20 o6BuTH TabneTka.
Onaxoska ot 10 6nuctepa or AVPVC-PVDC ¢ no 20 o6BuTH TabnieTkH.

6.6 CuennanAnm apeanasEn MEPKH HPR WIXBLPIISHE

HsMa crienanni H3MCKBAHWA 38 H3XBBPIAHE,

7.  IIPHTEXATEJI HA PAZPENIEHHNETO 3A YIIOTPEEA
BIONORICA SE

KerschensteinerstraBe 11-15
92318 Neumarkt

I'epmanig

8. HOMEP HA PA3SPEIUEHHUETO 3A YOOOTPEBA

Perncrpanmosnen somep: 20130424

9. JATA HA ITBPBO PAZPEINIABAHE

Jara na mepeo paspemasane 3a ynotpeba: 26.11.2013

Jlata Ha NONHOBABAHE HA pa3pelleHHeTo 3a ynorpeba: 29.08.2019
10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

Hoemepu 2021




