KPATKA XAPAKTEPHCTHKA HA IIPOZYKTA

1. WME HA JEKAPCTBEHUS IPOIYKT | M3NLAHATERHA ATEHURR NO IEKAPCTBATA

AUX MAKC 1000 mg punMupanu TabneTku
DIH MAX 1000 mg film - coated tablets

2. KAYECTBEH H KOJIHMECTBEH CHCTAB

Enua ¢prnmupana rabnerka ceappxa 1000 mg Mnxpomnpan AHOCMHH (micronized diosmin).

3a I'bIHMA CTIHCEHK HA NOMOIIHHWTE BeHIeCTBA BHXTE TOMKA 6.1

3. JEKAPCTBEHA ®0OPMA
dunmHpaHa TabaeTka

JAUX MAKC 1000 mg ¢pwimupanHH TabneTK ca po30BH, EJTHNICOBHIHH, nnoﬁﬂo H3ITHKHAIY, pasMep
17.0x 9.8 mm.

4. KIHHWYHH JAHHH

4.1. TepaneBRTHYHH NOKA3AHNA

AUX MAKC e npeaHazHaueH 3a.

JIeYEeHHE HA CHMITTOMH, CBBP3aHH ¢ BEHO3HA HEJOCTATHUHOCT HA JOJIHHTE KPaiHHIK:
- Gonku B xpakara H MyCKYJIHH CXBaIaHUA
- TEXECT B Kpakara

neqeHne Ha PyHKUMOHATTHH CUMITTOMH, CBBP3aHH C OCTPH XeMOPOHAAIHH KPH3H.

JAUX MAKC e nokazan npd BE3pacTHH.

4.2. M0o3HPOBKA H HAMHAH HA NPHIOKECHHE

Jo3upopka:

ITpy neyeHHe HA CUMITTOMM, CBBP3aHH ¢ BCHO3HA HEXOCTATHLYHOCT:

[1penopbunTenHaTa n03a ¢ exHa puiMupaHa TabneTka HEBHO MO BPEMe HA XpaHEHe.
[TpenopruHTENnHaTa NPOABDKHTCIHOCT Ha JICYEHHETO HA CHMITTOMM, CBBP3aHH ¢ BeHO3HA
HEAOCTATBYHOCT € 2 A0 3 Mecena. AKo cliel 8 ceMHLH JiesieHHe CHMITOMHMTE NPOL/DKABAT HIH
NALMEeHTHT C¢ YyBCTBA [10-371€, MALHEHTHT TPAOBA Aa ce KOHCYTHPA C Jiekap.

B ciyyaii Ha ocTpa XeMOpoHZIAIHA KpH3a MPENOPLYMTENHATA 103a € M0-BHCOKa: 1 Tabnerka 3 mpTH
JTHEBHO Ipe3 MbPBUTE 4 IHA, NocAeABaHU OT 1 TalreTka 2 WETH JHEBHO CYTPUH H BEYep mpe3
clieABalIMTe 3 QHH, CAMO MPH YCHIRAHE HA CHMITTOMHTE,
AKO XeMOPOHJJAIHHTE CHMITOMH HE OTLIYMSAT WIH ¢e 0GOCTPAT MO BpeMe Ha fedeHneTo (7 AHK
MAUMEHTET TPIOBa Aa Ce CBbPIKE ¢ NeKap4. U

Cneyuannu nonyrayuu

HUX MAKC e nokasaH rpH BE3pacTHH.



Ileouampuvuna nonynayun
EduxacHocTTa H Oe30nacHoOCTTa NIPH icHa H IOHOIIH NMoA 18 roAMIHA BB3pacT HE ¢a YCTAHOBEHM.

&‘IHH HA IIDHIOXCHHEC.

[TepopasiHO nMpUNOKEHHE.
Tabnerxkure Morar aa 6uaT NpHeMaHH JHPEKTHO C Yalla BOAA HIIH Pa3TBOPEHH B MOJIOBHH 4allla BOAA.

4.3. IlpormBonoxa’auns

CBPBXUYBCTBHTENHOCT KbM aKTHBHOTO BEWIECTBO HIIH KBM HAKOE OT MOMOLIHHTE BEIIECTBA,
H36poenH B 1.6.1

44, Croenuaans npegynpexaenus H NpeANa3HH MEPKH NpH ynoTpela

Korato cHMIITOMHTE Ha OCTpaTa XeMOPOMIATHA KPH3a C€ 3aCHABAT, AONYCKA Ce NPHEMAKETO Ha No-
BHCOKH A03H OT JICKapCTBEHHA MPOAYKT, HO JeYeHHeTO TpaAOBa fa e KpaTKoTpadiHo. AKO CHMITTOMHTE
He oTLIYMAT OBP30, TepanuaTa Tpabsa e ce NPEOLeHH ClieR MPOKTOIOTHYHO H3CACABAHE.

[TauueHnTH ¢ 660peuHa WM YepHOAPOOHA HEAOCTATEYHOCT |
EdukacHocTra H 6e30macHocTTa Ha AHOCMMHA TIPY NatHenTH ¢ Ou6peyHa u/wm yepHOApoOHA
HEIOCTATBYHOCT HE ¢a YCTaHOBEHH.

Hatpwuii
Tosa nexapcTeO ChABPXA NMo-Manko ot 1| mmol Hatpwuit (23 mg) Ha Tabnerka, T-€. MOXE J1a Ce Kaxe,
4e NPAaKTHYSCKH HE CHIBPKa HaTpHH.

4.5. BsammojelicTBHe ¢ APYrH JIeKAPCTBEHH NPOAYKTH H APYrH GopMHE HA B3aEMOAeiicTBUE
He ca npoBexkaanu npoy4BaHia 33 B3aHMOACHCTEHATA.
4.6. PDepraanrter, 6peMEHHOCT H KbLPMEHe

MEHHOCT
[1pu n3cneasaHMATa BHPXY )KMBOTHM HE € YCTAHOBEHO TEpaTOTEHHO AeiicTere. Brnpeky, e
GesonacHOCTTA NO BpeMe Ha GPeMeHHOCT MOXe Jia Ce YCTAHOBH CAMO B Pe3yJITAT Ha NMPONBIKHTEIHHU
Mpoy4YBaHus, He c¢ HabMmogasa HEOMArONPHATHO BB3ACHCTBHE n!apxy npmqaﬁem Ha OpeMEeHHOCTTA,

¢eryca 1M pacTexa Ha ACTETO.

Kspmene

He e H3BecTHO AanH QMOCMHH WIH HErOBHTE MeTaboINTH Ce eKCKpeTHpaT B KbpMaTa. He Moxke a ce
H3KAIOYH PHCK 38 HOBOpOAeHH/KepMadeTa. Tpabea aa ce B3eMe pellieHMe JaJH A3 € MPeyCTaHOBH
KBEPMEHETO MIIH Ja C¢ MpeycTaHoBH/a ¢e BB3abpxkH oT Tepamia ¢ JIMX MAKC, karto ce B3eMar
MpeaBHA 10J13aTa OT KbPMEHETO 33 AeTETO H NOI3ATA OT TepalliATa 34 XKEeHATA.

DepTHIHTET
HacnensanuiaTa BLPXY JKHBOTHH 33 PENPOTYKTHBHATA TOKCHYHOCT HA JHOCMHH HE YCTAHOBABAT
BB3/CHCTBHE BEPXY (QepTHIHTETA WK PeIpoAYKTHBHATA QYHKIMA 33 JO3H, HAJBHINABAIIM 35 NETH
NpenopbUUTENIHATA TEPANEBTHYHA /1032, NIPH JIEYCHHE B NPOAB/DKEHHE Ha 26 ceIMHLIM. TR
H3CIIC/IBAHUA He Ca YCTAHOBWIM MYTareHHH Bh3AeHCTBUA, BE3ACHCTBAE BHPXY emﬁpu
MOCTHATAIHOTO PA3BHTHE, H NPCKICBPEMEHHO POASHO MOTOMCTBO HA TPETHPAHH PO}
He ¢ 3acernato. ChlleBPEMEHHO BBAICHCTBHETO Ha THOCMHH BBPXY JeTyca MpH X0

.': -

4.7. EdexTn BLpxy cnocobHocTTa 32 wiodHEpane u pabora ¢ MalIAHA



JIUX MAKC He noiusBa WiM noBnusiBa npeHeOpexxumMo cnocobHocTTa 3a modupaHe u pabora ¢
MaLIHHH.

4.8. Hexenanu JleKapCTBeHH peaKIHH

Psnko ca HaOmroaBaHu NepMaTONIONMYHU peakiMu (eKk3ema, KOKHU OOpUBH, ChpOeXH, YpTHKapus,
MUTHPHA3KC po3ea), MPUYHHEHH OT CBPBXYYBCTBUTEIIHOCT KbM JAHOCMHUH. J[HOCMUH MOxe (MpH mo-
MaJIKO OT 2% OT ciy4auTe CIopel Hay4yHaTa JMTeparypa) Ja Npeau3BHKA racTPOMHTECTHHAIHU
HapylmieHus (cTomamiHd OOJKH, rajaeHe, MNOBpbINAHe, JAuMapus) W JAPYrdH HapylleHHs Ha
raCTpOMHTECTMHAJIHUA TpakT. PerucTtpupaHu ca W HapylleHHMsT Ha HEpBHaTa CHCTEMa
(HeBpOBereTaTMBHH CHMIITOMH) — O€3ChbHME, TPYAHO 3acnMBaHe, 3aMaiiBaHe M riaBobouue,
0e3rnoKOiCTBO, CBETOBBPTEXK, Pa3APa3HUTENIHOCT, YMOpPa, MYCKYJIHHM KpaMI¥, NaJNWTALMH WM
NMOHWKEHO KPbBHO HaJIATaHE U ChHIIMBOCT, KOUTO HE W3UCKBAT NMPEKpaTsIBaHEe HA JICYEHHUETO C JIMOCMHH
M OTCTBNBAT OBP30 ClIeA NpeKpaTsBaHe Ha NPUeMa Ha JIEKapCTBOTO.

CnuchbK Ha HEXETaHUTE peakLMK B TaOJIMYEH BUJI

Crnennure HeXxeaHH peakLMy ca OUMTM YCTAHOBEHH WIIH ChOOLIEHH M ca MOJPEIEHH CIIope/l TAXHAaTa
4YecToTa.

Muoro yectu (= 1/10), uectu (= 1/100, <1/10), veuectu (= 1/1000, <1/100)

peaku (= 1/10 000 <1/1000), muoro peaku (<1/10 000), ¢ HeuzBecTHa yecToTa (OT HAITMUHUTE JTAHHU
HE MOYKe /1a ObjIe HarpaBeHa OLEHKA).

YecToTa Hexenanu peakiuu
Hapywenus na nepenama cucmema
Yectu O6e3ChbHHUE, TPYAHO

3acIIMBaHe, 3aMaliBaHe M
riaaBobosue, 0e31MoKoMCTBO
Hapywenus na 2acmpounmecmuHaninus mpakm

Heuectn cToMalIHu OO0JIKH, raJieHe,
NOBpBIIaHEe, JUapHs, APYTrH
HapylLIEHUS Ha
raCTPOMHTECTUHATHUS TPAKT
Hapywenus na kodcama u noOKOJICHamMa mvKaH.

Penxu eK3eMa, KOXXKHU OOpHBH,
ChpOeXKH, ypTUKAPHS,
IMUTHPHA3HKC po3ea
Hapywenua na umynnama cucmema

HeussecTHn M30JIMPaH OTOK Ha JIMLIETO,
YCTHHTE, KIeMauuTe, CBbP3aH C
aJIepruvyHyu peakLHH; 1o
M3KJIKOYeHHe O0TOK Ha KBHHKe

CroOuaBaHe Ha NOAO3UPAHM HEKENTAaHW PeaKLuu
CpoOuiaBanero Ha NOAO3MpaHH HEXKEJIAaHU PeaKkLUK ciell paspelaBaHe 3a yrnorpeda Ha JieKapcTBEHHUS
MPOAYKT € BaxkHO. ToBa no3sosisiBa na npoAb/KK HabJII0IEHHETO Ha CHOTHOILICHUETO MOJ3a/pUCK 3a
JIEKapCTBEHUA NMPOAYKT. OT MEAMLIMHCKUTE CNIELMAIMCTH C€ M3UCKBA Ja ChOOLIaBaT BCAKA
MOJO3HMpaHa HeXeJlaHa peakLMs Ype3 HalMOHAIHA CHCTeMa 3a ChoOlaBaHe:
M3nbaHuTENHA areHUMs 110 JieKapcTBaTa
yn. ,.,Jlamsau ['pyes” Ne 8
1303 Codus B
Ten.: +359 2 8903417 [ &/ £y
yeGcaiiT: www.bda.bg / £ [ 3527
s S LHS S

4.9. Ilpenosupane



He ca HabmionaBaHu ciry4aH Ha npeaosHpaHe

5. G®APMAKOJOIHYHH CBOMCTBA
5;1. ®OapMakoAHRAMHAYHH CBOHCTRA

MdapMakoTepanesTHYHA IPyNa: Ba3ONPOTEKTHBHY, KAMWIAPOCTaOMNH3HPALIM areHTH,
6uodnarononau, ATC: COSCAO3

AUX MAKC 1000 mg puwmvmpasn Ta0NneTKH ChABPXKAT THOCMHH, KOHTO NPHHAIIEKH KbM
¢naBoHMTE, NOAKIAC Ha pnaBoHOMHTE. JIHOCMHHET € IONYCHHTETHYEH AHATIOr HA €CTECTBEHMA
¢1aBoHOUI — qHOCMETHH 7-pyTHHO3uA (3',5,7-Trihydroxy-4'-methoxyflavone 7-rutinoside).

M M Ha aclcraHe
ITuocMuH B3aeiicTea BBPXY MHKPOLMPKY/IALMATA H XeMOPOHAATHHTE NIApaMCTPH.

DapMakoAUBAMIYHH ¢heKTH

JIHOCMHH Mpennaipa BEHOIHHTE ChAOBE (1B METH NMO-e(HKACHO OT TPOKCEPYTHHA), HAMAJIABA
nepmeabunMTeTa, NOATBPXA €ACTHYHOCTTA HA BEHO3HHTE CTEHH H NoJo0pAsa BEHO3HHA TOHYC
(BcaencTBHE Ha NPOAWDKHATEIHA KOHTPAKIMA HA MyCKYJIHHTE BIIAKHA BHE BCHO3HATA CTEHA B
pe3ynTaT Ha OeHCTBHeTO Ha HOpaApeHaJIMHA U NOBHIICHATa YYBCTBHTEIHOCT HA MHOLIMTHTE KBM
kasgHeBHTe HoHM). [logoOpsaBalikn HHpKyNaLBsTa HA KPBBTA BHB BEHO3HATA CHCTEMA HA JIOJIHHTE
KpalHMIM, AHOCMHH HaManABa MOBUIICHOTO HAMIAraHe M BeHO3HHA 3aCTOH B MAIKHTE KPBBOHOCHH
¢baose. [IpenoTeparasa NaToNOrHYHATa AKTHBALMA H NPWICINIBAHETO HA JIEBKOUMTHTE KbM
KANWIAPHHTE CTCHH, MOHKKABA KPHBHHA BHCKO3HUTET. JIHOCMHH HHXHOHpA peakiMaTa Ha
MEIHATOpHTe (HHXHOHpa CHHTE3a Ha NPOCTATJIAHAMH M MMa aHTHOKCHAAHTeH e(deKT, HaManiea
KOHLIEHTPALMATA Ha CBOOOAHH paHKanH H ocBOOOKAABaHETO Ha XHCTAMMH, MOHIDKABA aKTUBHOCTTA
Ha XHATYPOHHIA3aTa ¥ LCPYIONIa3MHHA), Ha KOETO ¢€ JBDKH NNPOTHBOBBINATHUTETHHAT MY eeKT.

Knynnuna edHKacHOCT H Ge30macHocT

JAHocMHH MONOOpsRa TUMPHHA TIOTOK, YBETHYaBa JIMM(PHOTO OCMOTHYHO Hansrake. Criopen
MeIHLIMHCKATA AHTepaTypa noaodHo Ha Apyrure GraBOHOHAM AHOCMHH € MOIlleH HHXHOuTop Ha E2,
F2q npocTarnananH H TpoMOokcan (A2 and/or B2), koliTo HaMansiBa AKTHBALMATA, EMHTPALIHATA H
afXe3MATa Ha JIEBKOLMTHTE H aKTHBAIMATA Ha HeyTpodHuTe.

5.2, ®dapmakoxkHHeTHYHH CBOHCTBA

Abcopbuus

HuocMuHBT ce Merabonu3Hpa B dyeppaTa oT OaKTepHHTE 10 HETOBOTO ArJIMKOHOBO IMPOH3IBOAHO —
AHOCMETHH — CJIeX HEPOPAIHO NPHIMKCHAE H KATO TAKBB e abcopOHpa 61p30 OT XpaHOCMIIATETHHA

TPAKT.

_ Pasnpenenenve
Tmex 32 pocMUH e mpubmuauTenyo | yac. [lepuogbT Ha cpeaHMA DOMYpa3nay Ha JHOCMHH B
nnaaMara (T12) e 31.5 uaca (24-36 4.).

HOTpPaHCHOPM
HAHOCMHHOBHTE METAGOIHTH CBALPKAT HEHOMHU KMCEIMHH M TEXHUTE NePHBATH, CBHP
TTHLIHHH.

EnyMHUHHpaHe




Excxpensara € ¢ ypuHaTa H PEXATHATE Npe3 IbpRHTE 24 Yaca OT npHeMa, cllell TOBa - CAMO ¢
¢pexamamre. HeaGcopbSupasure konudecTsa # MeTabOIHTHMTE IPONYKTH, BIIOUATENHO N deHOMHUTE
KMCeNTHHH Ce SIMMUHUPAT ¢ (PeKalHnTe.

5.3. HpeaxrunAnann JanHA 38 Gezo0naCHOCT

HsaMa nasuM oT XIHHHYHO 3HAMEHUE, KOMTO He ca MOAANCHH B APYTHM TOUKH HA KPATKATA
XApAKTCPHCTHKA HA TPOXYKTA.

6. GAPMAIIEBTHYHU NAHHUA

6.1. Chnucbk HA DOMOIIHATE BEM{ECTBA
MukpokpHCTANTHA Uy 1032

Hosnzon K30

Hatpues sunmecren rmukosar (Tum A)
MarHe3suee creapay

Onaapali 11 Posop 85F24220:
Yactiaso XuAponH3HpaH NOXHBHHAIOB &TKOXON

Maxporon 3350
Maxporon 4000

Tank

YepseH xenezen oxkcun (E 172)

Xzear xenesen okeun (E 172)

Truraunes guoxcHa (E 171)

6.2. HecbBMeCTHMOCTH

He ca ycranosenu

63. Cpox ra rognocr

3 roauHA

6.4. Cneuuanny ycJOBHA HA CHXPRANEHRE

Ala ce cpxpangsa noa 25°C B opArHHAIHaTA ofakoBKa. Jla ce nasH o1 Baara.

6.5 Bnam chabLpKanAe HA ONAKOBKATA

JUX MAKC 1000 mg durmupaun Tabnerka ca Hanmunu B Kythu no 20, 30 wm 60 dunMupanu
Tabnerku B PVC/PVDC anymunuesu Gnauctepy, ChALPXKAUH H IMCTOBKA 34 MTAIHEHTA.

He BCHYKH BHAORE OMAKOBKH MOrar ia 6h4aT HA/IKYHH,
6.6 Cupennands npeana3ny MepKH NPR H3XBLPpAsHE U pabora

Hama cnengaHy H3McKBaHus.
B CHOTBETCTRHE C MECTHUTE H3MCKBAHNA.

7 INNPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Przedsigbiorstwo Produkeji Farmaceutycznej HASCO-LEK S.A.




ul. Zmigrodzka 242 E, Wroctaw,

51-131 Ilomua

8 HOMEP(A) HA PASPENIEHWUETO 3A YIIOTPEGA

Per Ne 20170193

9 AATA HA ITBPBO PAIPEINNABAHEIIONHOBABAHE HA PA3SPEIIEHHUETO 3A
YIIOTPEBA

Jara Ha mepBo paspemapane: 14.06.2017

JaTa Ha nocnenHo nog#Hosasaue; 12.08.2022

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

23.03.2023




