KPATKA XAPAKTEPUCTHKA HA TITPOAYKTA
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1. AME HA JEKAPCTBEHHMS IPOAYKT E U3TbAHRTEIHA ﬂFEHuﬁﬁ I'IE]WJ:IEKAEETBﬁfA
i Koamka Xapakmepucimiuka Ha npogyKma - [TpUnoxonus 1

JUX MAKC 1000 mg ¢punMupanu TabneTku 011018

' DoosneHue Ne
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Enna ¢punmupana tabnerka cbabpxa 1000 mg auocmuH (diosminy). - | - Sl

DH‘I M 1000 mg ﬁlIIl N CO&tﬁd tablets ‘“EEM Pea. Ne ....... 000 n i dnd arsnerEsssateronTs s
"o 4 /19 -50 doo
2. KAYECTBEH 1 KOJIMUECTBEH CBhCTAB  Pagpewenue Ne gé/ﬁ/ﬂgﬂﬁimﬂ

3a eAHMA CIHCHK HA MOMOIIHATE CpeCTBa BHKTE T. 6.1.
3. JIEKAPCTBEHA ®OPMA
POunMupana Tabnetka

JINX MAKC 1000 mg dunmupanu TableTKH ¢a po30BH, OBaJIHH, JABOHHO H3NBKHAIH, pasMep
17.0 x 9.8 mm.

4. KJIMHWYHM TAHHU

4.1. TepaneBTHYHH NOKA3AHHH

JleueHue Ha CHMITTOMH, CBbP3aHH C BE€HO3HA HEAOCTATBYHOCT HA JOJIHHTE KPaHHHIIH:
- DONKH B KpakaTa ¥ MyCKYJIHH CXBaIllaHHUA
- TeKecT B KpakaTta
Jleuenue Ha PyHKLMOHAMHH CUMITOMH, CBBP3aHH ¢ OCTPH XEMOPOKIAIHA KPH3H.
HAX MAKC ¢ noka3saH NIpyA Bb3pacTHH.

4.2, Jo3MpoBKAa H HAYHH HA NPH/IOKEHHE

ﬂOBHQGBKﬂZ

[Tpu neyeHHe Ha CHMITOMM, CBBP3aHH ¢ BEHO3HA HEOCTATHYHOCT:

[IpenoprunTenHaTa 4034 € eIHa (PHUAMHpaHa TabneTka JHEBHO M0 BpeME Ha XpaHEeHe.
[IpenopbuynTeIHATA NPOABIDKHTENHOCT Ha JISYEHHETO HA CHMIITOMH, CBEpP3aHH ¢ BEHO3HA
HEJOCTaTHYHOCT € 2 10 3 Mecela. AKO CUMITTOMHUTE HE OTCTBIAT B Pe3yNTaT Ha Jie4eHHe oT 2-3
Mecela, MaNMeHThT TPAOBA 1a ce KOHCYJITHpA C JISKap.

B cayyaii Ha 0CTpa XeMOPOMIAJIHA KPU3a MPENOpHYHTENHATA 1032 € no-BUcoKa: 1 Tabnerka 3 mbTH

JHEBHO Mpe3 ThpBUTe 4 JHK, nocneasand oT | TabmeTka 2 MhTH THEBHO CYTPHH H BEUEp npe3
CNIC/IBALOUTE 3 HH, CAMO OPH YCHJIBAHE Ha CHMITTOMMTE.

Hauuy na npunoxxeHue:

[lepopanHo MpHATOKEHHE.
Tabnerkure Morat ga 6HAaT [pHEMaHHW HHPEKTHO ¢ Yailla BOJA WIM Pa3TBOPCHH B IOJOBHMH dalla

BOAA.

CrielianHy Moy aanuu

JAAX MAKC e nokazaH npHu Bb3pacTHH.

Ileduampuyuna nonyaay
E¢HracnocTTa M 6e30macHOCTTa MPH Aena U loHomM nox 18 roauiHa pe3pact




4.3.1IpoTHBONOKA3AHAA

CBPBXUYBCTBHTEIHOCT KbM aKTHBHOTO BELIECTBO MM KBM HAKOE OT MOMOINHHTE BELIECTRA,
U3OPOCHH B T.6.

4.4. CoenHaJIHH NPeIyNPEXKACHAA H NpeANa3HH MEPKH NpA yHoTpeta

Koraro cuMrnroMuTe Ha 0CTpaTa XeMOPOHAANIHA KPH3a C€ 3aCHIBAT, AOMYyCKa ce NPHeMaHneTo Ha [1o-
BHCOKH 1034 OT JIeKAPCTBEHHA NPOAYKT, HO JISYEHHETO TPAOBa Aa € KpaTKOTpaiHO. AKO CHMIITOMUTE
He OTHIYMAT OBP30, TepanuaTa TpAOBa A¢ ce [IPEONSHH ClIe POKTONOrMYHO H3CICABAHE.

IMTanpenTa ¢ Ou0peyuHa W/nKM YepHoIpoOHa HEAOCTATEYHOCT
EdukacHocTTa 1 6€30I1aCHOCTTA Ha AMOCMHUHA MPH NaLHeHTH ¢ 6p6peuHa W/HIH YepHOAPOOHa
HENOCTATHYHOCT HE Ca YCTAHOBEHH.

4.5. BzauMopaeiCTBHE ¢ APYIH NEKAPCTBENN NPOAYKTH H IPYrH GOPMH HA B3aHMOACHCTBHE
He ca npopexxaaHd NpoyuBaHHA 3a B3IaHMOACHCTBHATA,

4.6, DepTHARTET, OPEMEHHOCT H KhpPMeHe

BpeMEeHHOCT
Ilpu H3cneaBaHnATa BBPXY JKHBOTHH HE € YCTAHOBEHO TE€PATOrCHHO JEHCTBHE. BBsnpeku, de

fe30acHOCTTa M0 BpeMe Ha GpeMEHHOCT MOXKE JIa C€ YCTAHOBHM CaMO B PE3YJITaT Ha MPOXBJUKHTE/IHHU
Npoy4BaHus, He ce HaOmoaaBa HeOIArONPHATHO Bh3AeHCTBHE BHPXY MPOTHYAHETO HA OPEMEHHOCTTA,
(eryca WiM pacTeska Ha JAETeToO.

KepMeHe
Topanu numnca Ha JAHHU 3a €KCKPELMATa HA JUOCMHH B MaHUHHOTO M/IKO, HE ¢ IIPENOpbYBa

KbPMECHE I10 BPpEME Ha JICHCHHC C JICKAPCTBCHHA HPOAYKT.

DepTHANTET

H3cneapaHuATa BEPXY XKUBOTHH 332 PENPOAYKTHBHATA TOKCHYHOCT Ha JHOCMHH HE YCTAHOBABAT
BE3JCHCTBHE BhpPXY (EPTHIUTETA WIH penpoayKTHBHATA GYHKITHA 32 103H, HAABHIIABAINH 35 IETH
NPENOPHYNTEIHATA TEPANICBTHYHA 1034, TIPH JICYeHHE B NPoabIDKeHHe Ha 26 ceIMHIH. KiTHHIIHHTE
M3C/IeIBaHUs HE Ca YCTaHOBHIIM MYTareHHH BB3/ICHCTBHA, Bb3AeHCTBHE BEPXY EMOPHOHA, Mpe- H
NOCTHATATHOTO Pa3BUTHE, H NPEKACBPEMEHHO POASHO MOTOMCTBO HAa TPETHPaHH POAUTENH TUTbXOBE
HE € 3acerHaTo. ChIeBPEMEHHO BB3ACHCTBHETO Ha JUOCMHUH BEPXY (eTyca NnpH XOpa He € H3BECTHO.

4.7. EdexTH BLPXY cI0COOHOCTTA 3a modHpane H padora ¢ MAIINAH

JIUX MAKC He pnusie WM NOBJIHABA B HE3HAYMTENIHA CTENEH CMOCOOHOCTTA 3a modupaHe H pabora
C MallIMHH.

4.8. Hexxennanu JIeKaAPCTBeHH PEAKIHH

Pagxo ca HabmomaBaHu ASPMATONIONHYHH Peak(vH (eK3eMa, KOXKHH OOpHBH, ChPOEKH, YPTHKADHA,
IUTHPHA3UC PO3ea), IPUYUHEHH OT CBPBbXYYBCTBHTEIHOCT KbM JUOCMHH. JHOCMHH MOXKe (If

HapylieHua (cToMamHH OOJIKM, rajcHe, IIOBpBINAHe, JMapusi) M APYTH /&
raCTPOMHTECTHHAIIHHA Tpakr. Peructpupand ca M HapyllleHHA Ha :
{HEeBpPOBETreTaTUBHH CHMITTOMH) — O€3ChbHUE, TPYIHO 34aCHHBaHe, 3aMaiibe

O€3MOKOMCTBO, CBETOBBPTEK, PA3dPa3HHTEIHOCT, YMOpPa, MYCKYJHH KpaMIl



NOHKXKEHO KPBBHO HA/IraHe W CHHIMBOCT, KOHTO HE H3HMCKBAaT IpeKparTdBaHe Ha JICYCHHUETO ¢
AMOCMHH H OTCTBHIBAT OBP30 clle]] NpeKpaTABaHe Ha NpHeMa Ha JICKapCTBOTO.

CHHCHK Ha HeXXeNaHWTE peakiuiy B Ta0nUJueH BH

CnenHure HEXKEIAHH PEaKIHH ca 6HIIM YCTAHOBEHU WM CHOOLICHH H Ca NMOAPEEHH CIopPeA TAXHATa

YecToTA.
MHoro yectd (> 1/10), wectu (> 1/100, <1/10), rewectn (= 1/1000, <1/100)

peaxu (> 1/10 000 <1/1000), muOTO penku (<1/10 000), ¢ HenssecTHA YeCTOTA (OT HATHIHHTE
IaHHH He MOXKe Ja Ob/le HapaBeHa OLCHKA).

Yecrora Hexenanu peaknmu
Hapywenua na nepenama cucmemd
Yectr Oe3cLHHE, TPYAHO

3aCITHBAHC, 3aMaHBaHE H
rinaBodonne, 6€3noKoHCTBO

Hapyuwenus na 2acmpourmecmunainui mpaxm

HegecTn CTOMAIIHM OONKH, TaJICHE,
NOBpHINAHE, AMAPHA, IPYTH
HapyUICHHS Ha
raCTPOHHTECTHHAJIHHS TPAKT

Hapywienusa Ha koxcama 1 NOOKOHCHAMA MbKAH.

Penxu €K3¢Ma, KOXXHH 00pHuBH,
CHPOEKH, YPTUKADHA,
NHTHpPHA3HC po3ea

Cro0Inapane Ha MOI03UPAHH HEXENIAHW PEAKIIHM
CrobInaBaHeTo Ha MOAO3UPAHM HEXEAHM PEaKUHH CIIEl] pa3pellaBaHe 3a ynorpeda Ha JIeKAPCTBSHHUA

NPOAYKT € BaXKHO. ToBa No3pongsa 12 NPOAL/DKH HAOIIOAEHHETO HA CHOTHOLISHHETO I10/13a/PHCK 32

NoA03HpaHa HEXCIIaHa Peaﬂﬂ’lﬂ apes HARAORAAHE CHOTeN Ja CHOGHANANE:
HM3nbaHUTENHA areHIus 110 nexapc'rna’ra
yi1. ,,Jamss I'pyes” Ne 8
1303 Codusn
Ten.: +359 2 8903417

yebcaiit: www.bda.bg

4.9.IIpenosnpane

He ca HabmioAaBaHM CJIyYau HA Mpeao3HpaHe
5. @APMAKOJIOTHYHU CBOUCTBA
3.1. PapMaKoAHHAMHAYHN CBOHCTBA

bapMakoTepanieBTHYHA I'PYNa; Ba30MpOTEKTHBHA, KAIWIAPOCTAOUIH3HPAIlH arcHTH,
ouodnasonongu, ATC: CO5CAO03

JAAX MAKC 1000 mg ¢uaMupasi TabACTKH ChIBPKAT AHOCMHH, KOUTO IPHH
(praBoHMTE, MOAKIAC Ha PIIaBOHOHANTE. JIMOCMUHEBT € MOTYCHHTETHYEH aHAIOT
(rmaBoHOHA — AMOcMETHH 7-pyTHHO3HA (3',5,7-Trihydroxy-4'-methoxyflavone 7-




MexaHH3EM Ha EHCTBHE
OCMHH BBE3ACHCTRA BBPXY MHKDO 11 Ta H XeMOPOUJAIHUTE [apaMeTpH.

MDapMakoIHHAMUYHH eheKTH

JIHOCMHH NpeAna3sa BEeHO3HHTE ChAOBE (Ba IIFTH No-e(HKACHO OT TPOKCEPYTHHA), HAMAaNIBa
nepMeabHINTETa, NOAXBPKA €ACTHYHOCTTA Ha BEHO3HHTE CTEHH H NOA0OPABa BEHO3HHA TOHYC
(BcmeacTBHE HA HPOABIKUTE/IHA KOHTPAKIMS HA MYCKY/IHHTE BJIAKHA BHB BEHO3HATA CTEHA B
pe3ynTar Ha JeiicTBMeTo Ha HOpaIpeHaIMHA H MOBHIIICHATa YyBCTBHTENHOCT HA MHOLIMTHTE KBM
kanueBHTe ionu). [TonoOpsBaiiky HHpKyalHATa Ha KpbBTa BbB BEHO3HATAa CHCTEMa Ha JOJIHHTE
KPaiHALM, JHOCMHH HaMAJIgBa [IOBHIISHOTO HAJIAraHe M BEHO3HHA 3aCTOH B MAJIKHTE KPbBOHOCHH
cbAoBe. I[IpegoTBpaTABa NATONOrHYHATA AKTHBALIMA H NIPUICIIBAHETO Ha JIEBKOIHTHTE KbM
KAMIWIAPHHTE CTEHH, MIOHIDKABA KPBBHUA BUCKO3UTET. J[HOCMHUH HHXUOHMpa peaKkLHATa Ha
MeqHaTopuTe (MHXUOHpa CHHTE3a Ha NPOCTArIaHIWH M HMa aHTHOKCHIAHTEH e(eKT, HaMalaBa
KOHIEHTpalATa Ha CBOOOOHH paguKaii i OCBOOOKIABAaHETO HA XMCTaMUH, TIOHH)KaBa AKTHBHOCTTa
Ha XHATYpOHH/Ia3aTa H LEpyIOIUTa3MHHA), Ha KOETO C€ AB/DKH NMPOTHBOBE3NAIHTEIHHAT MY e(eKT.

KiMHHYHa eHKacHOCT B 6€301aCHOCT

Juocmun nonobpasa namgHAA OTOK, YBEJIHYaBa MTUM(HOTO OCMOTHYHO Hasidrane. Cropea
MeULMHCKATa JHTepaTypa rogo0HO Ha ApyrHTe (IaBOHOUIH AUOCMUH € MOIIEH WHXHOuTOp Ha E2,
F2a npoctarnanayx U TpoM6okcad (A2 and/or B2), xoiTo HaMalI1Ba aKTHBALMATA, eMUTPALTHATA H
ATXE3UATA Ha JICBKOLUTHTE M aKTUBALMATA HA HEYTPOPUIHTE.

5.2. DapMAKOKHHETHYHH CBOMCTBA

Abcopbrus
UpepHa abcopbupa cnes opaTHO NPHIOKEHHE,

PasnpeneneHue
Tmax 32 auocMHH € npubmizuTenHo 1 yac. [lepHoabT HA CpeIHUAS NIONYPA3NA/L, HA TUOCMHH B
wiasMara (T12) € 31.5 vaca (24-36 4.).

broTpancdopMa
JHocMHHOBHTE METaOOIUTH CHABPKAT QEHONHM KHCEIHHUA U TEXHUTE ACPHBATH, CBBP3aHH C
I'TALHH.

Enmumunupane
ExckpeunaTa e ¢ ypHHaTa U eKaIMnTE Npes IIbpBuTe 24 Haca 0T IpHeMa, ClIe] TOBa - CaMo C

dexanuure. HeaGcopGHpanuTe KOMMYeCTBa H META0OIMTHUTE NPORYKTH, BITIOYHTEIHO B (peHOTHUTE
KHCEJIMHY Ce eITUMHHHPAT ¢ QeKanuuTe.

5.3.lIpeaxnuBHY HE JAHHH 3a GezonacHOCT

Hsama naHBM OT KIIHHHYHO 3HAYCHHE, KOUTO HE ¢a MoJajeHH B APYTrH TOUKH Ha KpaTKaTa
XapaKTepUCTHKA Ha MPOAYKTA.

6. PAPMAUEBTUYHH JAHHHU

6.1. CiuchK HA NOMOMHHATE BEIllecTBA
MHuxkpokpHCTAIIHA LETY/103a
[Tosagon K30
Hatpuer HumecTed rinukonat (Tun A)

Marnesuer creapat
Omnagpaii II PozoB 85F24220:




[ToMHMBHHMAN ATTKOXO0J YACTHYHO XHAPOIH3HPaH
Maxkporon 3350

Makporon 4000

Tanx

Yepeen xenesen okcux (E 172)

Krunar xenesen oxeun (E 172)

Turanver auokena (E 171)

6.2. HecbBMECTHMOCTH

He ca YCTAaHOBCHH

6.3. Cpok HA rOJHOCT
2 TOAMHHA

6.4. Cnenua/iuH yCJIOBHS HA ChXpPaHeHHne
Ha ce cexpansBa noa 25°C B opuruHanHaTa onakoBka. Jla ce nasd oT Bjara.
6.5. 1laHHM 32 ONAKOBKATA

JUX MAKC 1000 mg dunmupans TabneTks ca HaaHuHA B KyTHH mo 20, 30 uim 60 ¢unMupanH
tabnetku B PVC/PVDC anymutanern O;IMCTEpH, ChABPXKAIIM M JIMCTOBKA 32 MalHMeHTa.

He BcHYKHM BHOOBE ONAKOBKH MOTAT Jia ObJaT HATAYHM.
6.6. CienHa/IHH NpeaAna3zHH MEePKH OPH H3XBLPJsHE U paboTa

Hsama crienManHe U3MCKBaHHA.

BcHukM HeH3MOA3BAHH JIEKAPCTBA H MEIHMIMHCKH OTNAABLU TpAOBa 1a ce TPEeTHpaT CBIVIACHO
HOPMATUBHATE H3UCKBAHHKA Ha HALMOHAIHOTO 3aKOHOAATENICTBO.

7. IIPRTEXATEJI HA PABPEIIEHUETO 3A YIIOTPEBA
Przedsigbiorstwo Produkcji Farmaceutyczney HASCO-LEK S.A.

ul. Zmigrodzka 242 E, Wroclaw,
51-131 Iomma

8. HOMEP(A) HA PA3PEIIEHUETO 3A YIIOTPEBA

Per.Ne 20170193

9. JATA HA IIBPBO PA3ZPEINABAHE/MIOAHOBABAHE HA PA3PE
YIIOTPEBA
[TepBo paspewasane: 14.06.2017

10. HIOCAEIHA PEJAKIINSA HA TEKCTA



