KPATKA XAPAKTEPHCTUKA HA HEOAS KA nia ATEHLMR NO NIEKAPCTBATA

1.  HAMMEHOBAHWE HA JEKAPCTBEHHS IIPO MapamapuaITa e e (puoanss 1
Kom Poe. Ne M-ﬁ.au?" S
Mob6unar EMynren 2,32% ren ]
; Pa3pewenus
Mobilat Emulgel 2.32% gel e 62 £ ~ 0606 0
M v Jorereserescecmenersne

2, KAYECTBEH U KOJIMMECTBEH CHCTAB

l g ren chappxa 23,2 mg AMKIo(EHaK THETHIAMAH (diclofenac diethylamine), crorBeTcTBant Ha 20
mg Auknodpenak Hatpuii (diclofenac sodium).

[loMoLHH BeLiecTBA C M3BECTHO NEHCTEIE
I g rex ceaspika 50 mg nponmnenrnuxon (E1520), 0,2 mg OyrunxHapoxcuTomyed (E321) u kpem
napgioM (CbABPAa €BTEHOM B HHTPAT).

3a MBJIHHA CTIHCBK Ha MOMOILHHTE BELLECTRA, BIKTE TOUYKA 6.1

3. JEKAPCTBEHA ®0OPMA

I'en
ban, XoMOreHeH reJ.

4. K/IHHHYHU JAHHHA

4.1 TepaneBTHYHH NOKAIAHUN

BruapacThu H 1oHOmH Ha H wapx 14 ronunn
3a KpaTKOCPOYHO CHMIITOMATHYHO JICYEHHE Ha JIEKa 110 yMepeHa O0JIKa MPH OCTPH pa3TeKeHUs,
HABAXBAHUA, HITH HATBPTBAHHA B CIEICTBHE HA Thila TPABMa.

4.2 [I03HpOBKA H HAYMH HA APHJIOKEHHE

O3HpPOBKA

Bvspacmitu u woHowu na u nao 14 200unu:
IlposiBata Ha HeXcenaHM NEKAPCTBEHH PEAKLHHM MOXKeE /13 ce MHHHMH3HPA Ype3 U3MON3BAHETO Ha Ha-
HUCKATA Bh3MOXKHA 11032 32 HAH-KPATKHS NIEPHO/ Ha JIEYEHHE HyXeH 3a ofleK4aBaHe Ha CHMITTOMMTE.,

Mobwunar Emynren 2,32% ren ce npwrara 2 ouTH AHEBHO (IpENOpBHYHTENHO CYTPHH K Beuep).

B 3aBHCHMOCT OT pasMepa Ha 3aC€rHATHA YHacTBK, Ha KOHTO Ie 6516 HAHECEeH reiia, ¢ U3UCKBa
Pa3IHYHO KOMMMECTBO OT pasMep Ha Yepella A0 pasMep Ha opex, ChOTBeTcTBaul Ha 1-4g re (23,2-
92,8 mg nuistodenax, HeTHIAMHHOBA COM), CHOTBETCTRAN Ha 20-80 mg AHKIOPEHAK HATPHH. ToBa ¢
AOCTAaTHYHO 34 JIeueHue Ha touy ot 400-800 cm2.

MakcuMaiHaTa JHEBHA 11033 € 8 g reJ1 choTBeTCTBAL Ha 185,6 mg AWKIOQEHaK THETHITAMUH
(cvoTBercTBam Ha 160 mg nuKIobhenak HaTPHiA).

[IponsmkuTeHOCTTa Ha NEYEHHETO 3aBHCH OT CHMITTOMHMTE H OCHOBHATA AUarHosa.
NPEROPBUHTENTHO Aa ce n3noissa Mo6unar Emynren 2,32% ren wo-auiaro ot 7 nuu

KOHCYTTaltHsl. 5 ( w 5 ]
AKO CHMIITOMHTE C€ BIOIIAT HIIH HE Ce monodpar cnex 3-5 nuu, e HeobxonuMa Ko }{_gTaLlHHc nexap=; > I
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Cneyuannu zpynu nayuenmau

Hayuenmu ¢ cmapuecka ev3pacm.
He ce nanara kopHrupane Ha 103aTa IIpH MALMEHTH B CTAPYECKA BB3pacT. IIpensua noTeHIMATHAIT
NPO(UI HA HEXKEJIAHN PEAKLIHH, JTHIATa B CTAPYECKA BB3PAcT TpA6Ba 1a ce Hab/moJaBaT BHUMATEIHO.

Hayuenmu c 6v6peuno yepesicoane:
He ¢ HeobxouMo HamansipaHe Ha £03aTa [PH NALMEHTH ¢ GB6PETHO YBpEeKIAHE.

Hayuenmu ¢ wepnoopobuo yepesicoane:
He ¢ neobxoaumo namManasaHe Ha 103aTa py NaLMEHTH ¢ YePHOAPOGHO YBpEKIaHE.

Heya w jonowu (noo 14 200unu):
Hsama nocratbuso gannm 3a euKacHOCTTa U 6e30NIACHOCTTA IPH AeUa M 0HOWH 1107 14 roaunu (BXK.
TOUKa 4.3).

Hayun Ha npunoxeHHe
[Ipunarane BbpXy KoxaTa.

I'ena ce mpunara BBpXy 3acerHaTTe y4acTbUM Ha TAJIOTO HAa THHEBK C/10H M BHEMATETHO CE BTPHBA B
koxara. He e HeoOxoaumo na ce BTpuBa ¢ Hatuck. Cliell BCAKO MPHJIOKEHHe phueTe TpAbBa 1a ce
H30BPLIAT ¢ XapTHEHA candeTKa K 1a Ce M3MUAT, OCBEH aKo Te He ¢a TPETHpaHATa 30H4.
H3nonseauute xapTHeHH candeTKH fa ce U3XBBPJIAT IIPH OCTATHYHKTE OTTITbIIH.

[Ipenn nmoctaBsne Ha nmpeBpb3Ka (Bxk. Touka 4.4) rena TpAOBa Ja ce OCTaBH Aa U3CHXHE HAKOJKO
MHHYTH BBPXY Kokata. HeoOXxoaumo € nauuenTHTe 1a H3gakaT H3ChbXBAaHETO Ha Tejla BEPXY KOsKaTa
npeaM KbllaHe.

4.3 IIpornBonoxa3zanus

- CBPBXYYBCTBHTENIHOCT KM aKTHBHATA CbCTABKA JURKIO(EeHaK HIIH KbM HSIKOE OT TOMOIIHHTE
BEIIECTBa, OMTHCAHH B TOUKa 6.1.

- [lanMeHTH ¢ HCTOPHSA HAa CBPBXUYBCTBHUTEITHH PEAKLIHH, KATO aCTMa, OpOHXOCTIAZEM,
YPTHKApHA, OCTHP PUHHUT WIH aHTHOEAEM, IPOBOKHPAHH OT ALIETHICATTMIMIIOBA KHCEIIHHA HITH
APYrd HECTEPOHAHH MPOTHBOBB3NIANUTENHHU cpeacTaa (HCIIBC).

- BEpXy OTKpHTH paHH, Bb3NANCHHA WM WHPEKLMH Ha KOKATA, KAKTO H BBPXY €K3E€MH M
JTUTaBHLIM.

- Ilpe3 nocnennus TpuMecTsp Ha GpeMeHHOCTTA (BK. TOUKa 4.6).

- I1pu geua v oHowH nox 14 roxHHM.

4.3  CnenuaJjHe npegynpexaeHns U nNpeIna3Hd MepKH npa ynorpetda

He MOXe Ja ce M3KITIOUM BEPOATHOCTTA OT NOABA HA CUCTEMHH HEsKENaHH peakiiiM B pe3yJITaT Ha
JIOKJIHOTO NPHUACKEHNE Ha AHKJIOPEHAK, aKO NIPOSYKTA C€ H3II0N3BA BPXY [OJIEMH YYaCTDLH OT
KOXXaTa H 3a NPOJLJDKHTENICH NepUoA OT BpeMe. CnenoraTesiHo rena TpadBa Ja ce H3Noa3Ba
BHUMATC/IHO OT NALMEHTH ¢ HamajieHa 6B0peyna (pyHKLMs, HaMaleHa ChpaedHa QyHKIMSA HIH
HaMaleHa YepHOApoOHa GYHKUHA, KaKTO H TIPH NALHEHTH ¢ aKTHBHA TIENTHYHA A3Ba B CTOMAXa WJIH
ABAHAJICCETONPBCTHHKA.

OTBOpPeHH paHH. He buba jia ce nomycka KOHTAKT ¢ OUMTE MM JIHTaBHIINTE Ha YCT
HHKOra He Tpsa0Ba Ja ce NpHEMa IIpe3 yCTaTa.

To3u NpoIYKT MOKe 1a ce H3NOJI3Ba ¢ HECOKITY3HBHH NIPEBPb3KH, HO HE U C HeNp
MPEBPB3KH (BXK. TOUKA 5.2).



AKO CUMITTOMHTE ¢e BAOLUAT HITH He ce noso0paT ciex 3-5 qHH, ¢ HeoOX0IHMa KOHCYJITALIHA C JIEKap.

IlanpenTy, cTpajaiuy OT acTMa, CEHHA XpeMa, NOTyBaHe Ha IMMABHLATA Ha HOCA (T.HAp. HA3AIHH
MOJIHITH) HJIH XpOHHYHa 00cTpykTHBHA Genopobua Gonect, XpOHHYHH pecmpaTopHU HHQEKIHH
(0COOEHO CBEP3aHHTE ChC CHMITTOMM HA CEHHA XpeMa) H MALMEHTH ChC CBPBXYYBCTBHTEITHOCT KbM
00JIKOYCIIOKOABAIIH M TIPOTHBOPEBMATHYHH JIEKAPCTBEHH MPOAYKTH OT BCHYKH BHZOBE, €4 H3JI0MKEHH
Ha [10-TOIAM PHCK OT IIPHCTBHIIA Ha aCTMA ( T.HAP. aHANTETHYIHA HETIOHOCHMOCT / aHAJITEeTHYHA aCTMa),
OT JIOKAJIHH OTOLIM Ha KOXKaTa WIIH JIMraBHLIKTE (T. Hap. 0Tok Ha KBrHKe) Wwim OT ypTHKaphs,
OTKOJIKOTO OCTAHAIMTE NALUCHTH, leKyBaHn ¢ Mobunat Emynren 2,32% ren.

Ipu Te3u nannenTy MoGwiat Emyren 2,32% ren Moxe [a ¢€ H3MO/I3Ba caMo Cjiej] B3eMaHe Ha
npeanasHyd MEPKH (TOTOBHOCT 3a CNELIHH CITy4aH) U NpAK MEAULMHCKH Ha30p. CBIIOTO ce OTHacH 3a
NIALHCHTH, KOHTO €a aJICPTHYHH H KBM JPYTH BEIIECTBA, HAIPHMEP ¢ KOXKHH PEaKIH, ChpOexk Wi
YpTHKapHA.

AKO Ce NOSIBH KoxeH 0OpHUB cJiey ipunoxerue Ha MoGunat Emyaren 2,32% reu, 1e4eHHETO TpaOBa
Aa ce MpPeKpaTH.

Tpabpa na usbsareare ciibHYEBaTa CBETIMHA WIK CONAPUYMA NO BpEMe Ha JICUSHHETO H JIBE CEIMHIIH
CJICA CTIMpaHe Ha JICYEHHETO, 34 J1a Ce HaMaJIH BEPOATHOCTTA OT PEAKIIMM Ha GOTOUYRCTBUTENHOCT.

Tpabea na ce B3eMar npeanasHH MEPKH, TAKa Ue JENATa A2 He JOKOCBAT KOKHHATE Y4aCTBHH, BBPXY
KOHTO € HaHeCeH Iena.

HHomomuu BeutecTpa
MobGwutat Emyuiren 2,32% ren chanpska Symunxuapokcuronyet (E321), kolito Moske aa NPUIHHH
JIOKAIIHH KOKHH PeakLMH (Harmp. KOHTAKTeH JEPMATHT) WIH JPA3HEHE Ha OUWTE M JIMraBHIHTE.

Tosu nekapcTBen NponyKT ChaBpxka MappIOMeH KpeM ¢ €BreHO H UWTPal, KOWTO MOTAaT A3 NPUYHHAT
aJICPrHYHHA PEaKIHH.

4.5  B3anmoneicTBHe ¢ APYTH JIeKAPCTBEHH HPOIYKTH U APYTH GOPMH HA B3AaHMOAEHCTBHE

Ilopanu MHOrO HHCKATa CHCTEMHa Pe30pOLMS Ha NOKATHO NPWIKEH BBPXY KOKaTa JUKIo(EHaK, rpy
ynoTpeba no npejHA3HAYEHHE, B3aHMO/ICHCTEHS C IPYTH 1EKAPCTRA Ca MAJIKO BEPOSTHH.

4.6 DepTHIHTET, GPEMEHAOCT H KbpMeHe

CHcTeMHATa KOHLEHTpaUWs Ha JHKIOPEHAK € T0-HHCKA CJ1e/ JTOKATHO MPATOKEHHE, B CPABHCHHE C
TasH Ha opanHUTe (popMH. BB3 ocHORa Ha onuTa oT nevenneto cre cuctemun HCIIBC, ce
MPENnoOpPbYBa CIACAHOTO:

bpeMeHHOCT

INoTHcKaHeTo HA NPOCTATTAHAHHOBHS CHHTE3 MOXE /12 OBJIHAE HeONaronpuaATHO BEPXY OpeMeHOCTTa
H/u eMGpHo-deranioTo passuTre. JIaHHHTE OT €NMAEMHOTOTHYHNTE M3C/IEABAHUA NIOKA3BaT
MOBHIIEH PHCK OT abOPT, OT ChPACUHH MaN(OPMaLMKi M FACTPOINM3HC cien yroTpebara Ha
HHXHOMTOPH Ha NPOCTArIAHAHHOBHS CHHTE3 B ITBPBHTE MECELH OT OpeMeHHocTTa. AOCOMIOTHHAT
PHUCK OT KapJMOBaCKyIapHH MAIPOPMALIHH € YBEJTMYEH OT MO-MaIKo OT 1% xo npubmuznrenso 1,5 %.
[Ipeanonara ce, ye pHCKBT Ce MOBMINABA ¢ YBENHYABAHE HA J03aTa 7 IIPOIB/DKHTETHOCTIZHa oy
JICHEHHUETO. Y CTAHOBEHO €, Y€ TPH KHBOTHH LIPHJIAraHETO Ha MHXMGHTOPH Ha MpOCTars: e
CHHTE3 BOAW A0 IOBUIICHA NIPE- H MOCTHMILIAHTAlMOHHA 3aryba 1 eMOpHo-deranHa
TOBA C€ ChoOIIaBa 32 NO-YECTH CIyYau Ha PA3IMYHN MaT(hOPMALME, BKIFOUMTETHO
KapHOBaCKyIapHH, MPH XKHBOTHH, NIOTYYaBaM HEXHOUTOP Ha IPOCTAraHIHHOBH
NIEPHOA HA OPraHOTeHEe3aTa.




Ipe3 mepens n Bropus TpuMecTLp Ha OpeMEHHOCTTa JuKI0dEHaK He TpAOBa [1a ce MpH1ara, OCBEH B
CITy4auTe, KOTaTo TOBa € abCOMIOTHO HEOBXONUMO. AKO AMKITODEHAK Ce HINOM3BA OT KEHH, KOUTO Ce
OMHMTBAT 12 3a0peMEHEST Wi N0 BpeMe Ha TbPBHS H BTOPHS TPUMECTED OT OpEMEHHOCTTA, 103aTa
TpAOBa Ka 6bAe BE3MOKHO Haii-HHCKA, 1 IPOXBIDKHTEIHOCTTA Bb3MOMKHO Hall-KpaTKa.

IIpes TpeTua TpuMecTsp OT GpeMEHHOCTTA, BCHYKH HHXHOHUTOPH Ha NPOCTArNaHAMHOBHA CHHTER
MOraT Ja H3I0XKAT QeTyca Ha:
—  KApAMONMyiMOHANHA TOKCHIHOCT (C MPesKAEBPEMEHHO 3aTBapAHE Ha AYKTYC apTepHO3YC
H My IMOHAJIHA XUIIEPTOHUA);
—  ObOpedna auchyHKLMSA, KOATO MOXe Na nporpecupa a0 6s0pevHa HeIOCTATHEYHOCT ¢
OJIMTOXHMAPAMHHO3A.
B kpas Ha GpemMeHHOCTTa BCHUKH HHXHGHTODH Ha MpOCTarnaHAHHOBUA CHHTE3 MOTAT A4 H3JIOKAT
MaHKaTa WIH HOBOPOACHOTO Ha:
— BB3MOXHO yABDKABAHE BPEMETO Ha KbPBEHE, IPOTHBOCHCHPBALL €(DEKT, KOHTO MOXe na
C€ MPOSIBH AOPH MPH MHOTO HHCKH JI03H;
— TOTHCKAHE Ha MATOYHHTE KOHTPAKLHH, KOETO BOJIH A0 OTJIOKEHO HITH YABIDKEHO
paxkaaHe.

Caenosarenino, ynorpefara Ha QMKIO(enaK e [IPOTUBOTIOKa3Ha Mpe3 TPETHS TPHMECTbD Ha
OpeMeHHOCTTA.

KspMmene
Juxnodenax NpEeMHHAaBa B KbpPMAaTa B MaJIKH KO/IMYECTEA. Benpeku TOBa, IIpH TepaneBTHYHH LO3H HE

CC OY2KBa [POAYKTBT Na OKaXKe BIUAHKE BLPXY KbPMAdeTo. ITopaau nHrica Ha KOHTPONIHPAHH
H3CJICBAHHA NPH KBPMEIIIH KE€HH, HPOAYKTHT TPAOBA N2 ce U3NOA3Ba 110 BpeME Ha KbPMEHE caMo
CJI€X KOHCY/ITaUHs ¢ MEULIMHCKH crietnanuct. I1o Tasu npuunua Mo6umnar Emynren 2,32% ren He
TpAbBa fa ce npuaara BbpPXY 'bPAMTC HA KbPMELLH JK€HH, HUTO BBPXY FONIEMH YYACTBLH OT KOXKATA W
32 NPOABIDKHTENEH IIEPUOA OT BpeMe.

4.7 EdexTn BBpXY cnocobuocrra 3a mogapane B paboTa ¢ MAINHEH

JloKanHoTO MprIoKEHHe Ha NUKJIO(EHAK HE TIORMHABA WM TOBJTHABA HE3HAUHTENHO CIIOCOGHOCTTA 34
lwogHpaxe U paboTa ¢ MAIIMHH.

4.8 Hexenanu JekapeTReHE peaknnm

Hexenaunte peakumu ca NpEACTABCHH IO CHCTEMO-OpraHHa KIIaCH(MMKALIMA H 10 Y€CTOTA, KAKTO
CIEABa: MHOTO 9eCTH (> 1/10), wectn (= 1/100 mo <1/10), Hewect (> 1/1 000 no <1/100), peaxu (>
1/10 000 zo <1/1000), MHoro pexkH (< 1/1 0000), ¢ Hen3BecTHa yecToTa (OT HAUTHMYHUTE JAHHM HE
MOJKe Ja ObJie HanpaBeHa olleHKa).

Hupexyuu u unpecmayuu

Mrozo peoxu: nyctynosen obpHs.

Hapywenua na umynnama cucmema

Mrozo pedxu: CBPBXUYBCTBHTENHOCT (BKITFOUHTE/THO YPTHKApHA), AHTHOSHEM.
Pecnupamopru, 2peonu u meduacmunainu HAPYULCHUR

Muozo peoxu: actma.

Cmomawno-upeenu napyuwierun

Mrozo pedxu: comaumo-upestu onnakeanus.

Hapywenun na xoscama u nodxosscnama nrexan

Hecmu: nepMaTHT (BKJI. KOHTAKTEH JICPMATHT), 00pHB, epuTEMa, €K3eMa, ChPOEK.
fevecmu: molneHe, gexuUApaTalMsa HA KOXKATA, OTOK.

Peodxu: Oyno3eH epMaTHT.

Mrnozo peoxu: peakius Ha GOTOUYBCTBHTEHOCT.

C neuzgecmna wvecmoma: HYBCTRBO 32 MapeHe Ha MACTOTO HA MPHIIOKEHHE, CyXa
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Koraro rena ce npunara Bbpxy ronemu y4acThily OT KOKaTa H 38 NPOABIDKUTENEH NEPHOJ], HE MOXKE
Aa €€ M3KITIOHH BE3MOXKHOCTTA 33 CHCTEMHH HEXe/IaHH Peaklun (Hanp, 650peunH, YepHOApOGHH HiH
CTOMAlHO-YPEBHH HEXCIIAHM PEAKLMH, CHCTEMHH PEaKUHH Ha CBPBXTYBCTBHATENHOCT), THl KATO Te
BP3HHKBAT BEPOATHO CIIEA CHCTEMHO NPUIOKEHHE Ha THITO(EHAK ChALPIKAIIHM JIEKAPCTBEHH
IPOAYKTH.

Crobi1maBade Ha MOJO3UPAHH HEKENAHHN PeaKLIMH

Cro0maBaHeTo Ha NOMO3MPAHH HEXE/1aHH PEaKLIUH Cie]l pa3pelnasaHe 3a yrnorpeda Ha 1eKapCTBEHUS
MPOIYKT € Bax<HO. ToBa Mo3BoJIABA a IPOIBIDKM HAGMIOAEHHETO HA ChOTHOLIEHHETO no3a/pHCK 3a
JICKapCTBEHUA MPOAYKT. OT MEHMUMHCKHTE CTICLMATHCTH CE M3HCKBA Ma CHOOIMABAT BCAKA

IIOIO3HpaHa HeXeTaHa peakins Ype3 MU3nnaHuTenda areHus mno JTekapcTBara yi. ., JlamsaH ['pyes” No
8 1303 Codus Ten.: +359 2 8903417 yebeaiir: www.bda.bg.

4.9 IIpenosupane

CnaBaTa cucTeMHa pe3op6ums Ha JIOKATHO MPHIOKEH AHKJI0QEHAK NPABH TIPEAO3HPAHETO MHOTO
MAIKO BEPOATHO.

AKO MpEenopbYaHaTa 1034 € 3HaUMTEe/IHO HABHIICHA, rena TpsA0Ba J1a ce OTCTPaHH OTHOBO OT KOXKATA
(Hanp. ¢ XapTHeHa KBpIIa) M 1a Ce H3MHE C BOAA.

Bhrpexn ToBa MOXe [1a ce 04aKBaT HEKETaHHU JICKapCTBEHH pPeakluy, noACcOHM Ha HAOJIIOAABaHHUTE
Cllen NPeAO3Hpane ¢ MUKNOPEHAK TabneTku, ako JHKI0GhEHaK 32 JTOKATHO npUICKeHue Obae
NOreIHaT 110 HeBHUMaHHe (1 Ty6a ot 100 g chabpka exBHBaeHT Ha 2320 mg auKIodeHak
AHCTHIIAMHH, CBOTBETCTBAIN Ha 2000 mg nuiitodenak HaTpuii).

B crrydaii Ha HHLIMIEHTHO MOTIIBIIAHE ¥ MPOSBA HA 3HAYMTE/IHN CHCTEMHU HEKETAHH pEaKuMH,
TpsOBa a ce H3MOM3BAT OBIIM TEPAIIEeBTHYHH MEPKH, KOUTO 0OHYaI{HO ce npeAnpHeMar IPH OTpaBsHe
¢ HECTCPOHAHM NMPOTHBOBBL3NAIHTEHY CPe/ICTBA. Moxke /1a ce Ha3HauM CTOMAIIHA IPOMHBKA H
NpujiarabHe Ha aKTHBEH BBITICH, 0OCOOEHO HEMOCPEACTBEHO Clie/T TIONTbILAHETO.

He cpmecrByBa crieuuueH aHTunoT.

5.  ®APMAKOJIOTHYHHU CBOMCTBA
5.1 dapmMakoguHaMHYHH ¢BOicTBa

(PapmMakorepaneBTHYHA rpyna: Jlokanau NPOTYKTH 3a CTaBHA ¥ MycKy/Ha Oonka. Hecreponinu
NPOTHBOBB3MANINTENHHE CPEACTBA 3a JIOKaIHa ynorpeda.

ATC xon: MOZAATIS.

MexaHu3bpM Ha feiicTBHE:

JIHKITO(EHAK € MOILHO HECTEPOMIHO IPOTHROEL3MATHTE/THO neKkapcTeeHo cpencteo. Heroeara
TEpaneBTHYHa ePHKACHOCT € TIABHO 4pe3 MHXMOHpaHe HA CHHTE3a HA MPOCTAMTARIMH OT

KHBOTHH. HpH xopara ,I[HKJ]O(I]BH&K HaMalisgaea 60311{3.'[3, OTOHHTC H [HAPCHCTO, CBBpP3a C p , Ry

'_E:}‘_ P o ""“"'---u:-.\,hu|I ,{5:'
BB3naicHHeTo. JCBEH TOBa, AMKIOpeHak naxuGupa obpatumo ADP 1 MHAYIIHpaHa 5& ﬂm N
TPOMOOLMTHA arperais. AW L R
ol PR S ST
B e T
B xinnMuno npoyuBsane Bupxy nampentn 23,2 mg AMKI0PEHAK THETHIAMMHOBA COY /TR AAMAIBAT

o

R T
K/INHUYHO 3HAYHUMATA M CTATUCTHYECKM 3HaYHMa Gonka (pH JBHMKEHHE) TPU [HH C NEHAYANOTO Ha, - -
JCUCHUETO B CpaBHEHME C IU1alebo rpynara. B nomsnHenue, rea 3HAYHTEIHO noxoOpsidly, T};ﬁ” e
o 0, e LT o~
(YHKUMOHHpAHETO HA CTABaTa Ha Kpaka npe3 NbpBHUTE TPH JHH OT JICYEHHETO. N :,.,.J

Rt VEr]

5



5.2 (DapMAKOKHHCTHYHH CBOHCTBA

A6copbipis

KonnuecTroTo Ha abcopOupaHus Mpes koxkata AMKIO¢EHaK € NPONOPLHOHAIHO HAa pa3Mepa Ha
TPeTHpaHaTa IUIOIL M 3aBUCH OT 0bIara NMpWIOKeHa 032 M OT CTEleHTa Ha XMAPATHPAHE Ha KOXKara.
Crien NoKayiHO NMPHJIGKEHHE Ha AUKNOG¢EeHAaK rel BEPXY CTaABMTE Ha pPBUETE H KOJICHHHUTE CTaBH,
aAKTHBHOTO BEUIECTBO ce adcopOHpa npe3 KoxkaTta H ce OTKPUBA B IUIA3MAaTa, KAKTO H B THKAHHUTE B
Pa3sIHYHY KOJIMYECTBA — B 3aBUCHMOCT OT AHANa30Ha Ha AU(y3HA — NOA MACTOTO Ha NPHIOKEHHE.
Abcopbumara BB31M3a Ha 0KONIO 6% OT MpHIIOXKeHATa 4034 AHKIOQEHaK CIE JIOKATHO MPHIIOKEHHE
Ha 2,5 g nquknogenak ren Bppxy 500 em? xoxa, onpeneneHo ypes usMepsaHe Ha o0110TO OBOpEUHO
eJIMMHHHpaHe Ha JUKIO(EHaK U HETOBHTE XHAPOKCHIHMPAHH MeTabOoINTH, B CPaBHEHHE C
IIEPOPAITHOTO NPWIMKCHME HA AuKNTodeHak HaTpuii. [Topaau aeno-edexra B koXkara Mma 3adaBeHo H
[IPOBJDKHTENTHO OCBOD0KAaBaHE HA aKTHBHOTO BEUISCTBO B MOIEKAINATA THKAH M TUasMmara. [1pu
OKIy3UBHH ycitoBHd (10 uaca), nepkyranHara abcopOuusa Ha AHKIIO(EHAK MPH Bb3PACTHH MOXKE 1A CC
YBEJIMYH TPH NBTH (CepyMHA KOHLIEHTpALMA).

Pasnpenenenue

99,7% ot nuKo(PeHaK ce CRBP3BA ChC CEPYMHHTE IIPOTEHHH, MaBHO andyMuH (99,4%). IInasmenure
HUBA CleJl IPUIIOKEHHE Ha AMKIIOdeHaK rell He ca JOCTaThYHH, 3a Ad 00ACHAT HaOMOaaBaHaTa
TEpAreBTAYHA €YPHKACHOCT; TOBA € TIO-BEPOATHO NMOPagy HATMYMETO HA 3HAYUTEIHO MO-BHCOKH
KOHLICHTPALMH Ha aKTHBHOTO BELIECTBO NMOA MIACTOTO HA MPUITOKEHHE.

[lopaau cBoiicTBaTa cH (KaTo KPaThbK IUIA3MEH MOJYKHBOT, Hicka pKa-cToifHOCT, Mantk obeM Ha
pasnpeICICHHE, BUCOKO CBBP3BAHE C IPOTEUHH ), AUIUIO(PeHaK MMa aHHHTET KbM Bb3IIaleHaTa
ThKaH. JJuKiogeHak ce pasnpelesia i NePCHCTAPA NIPEAUMHO BbB Bb3MIANCHUTE ThKaHH, KBIETO C€
OTKPHMBA B KOHLEHTpaLKK A0 20 MbTH [I0-BHCOKH, OTKOAKOTO B M1a3Mata.

buorpanchopmalims

buorpanchopmaumsaTa Ha JUKNOQEHAK CC H3BbPLIBA YPE3 YACTHYHO TIMIOKYPOHUAHPAHE Ha
HHTAKTHATa MOJIEKYJIA, HO I1ABHO Ype3 §AHHHUYHO WIH MHOTOKPATHO XHAPOKCUIIUPAHE B PE3YNTAT Ha
HAKOJIKO (PeHONMOBH MeTaboJIMTa, TO-FONIAMATa YacT OT KOHTO ¢€ KOHBEPTHPAT B MNOKYPOHOBH

KOH1OraTH. JlBa ot peHONOBUTE MeTAOONHTH ca OHOTOTHYHO AKTHBHH, HO B MHOTO N10-MAJIKa CTENEH
OT AUKJIO(EHAK.

EnruMuHUpaHe

TorajHuAT cHCcTEMEH KIMPBHC Ha AMKIOdeHak oT masMmata e 263 = 56 ml/min. Kpaituuar ruiasmen
NOYXKHBOT € 1-2 yaca. YeTHpu oT MeTaOONTHTHTE, BKIIOUMTENTHO JABATA AKTUBHH, CBIIO HMAT KPaTBK
I1a3MEH IOTYKHBOT OT 1-3 daca. Enun MetaGonur, 3'-Xxuapokcu-4'-MeTOKCH-AHKII0¢eHaK, UMa No-

JBIITC BPpEME Ha MOJTY3KHBOT, HO € NMPAKTHYECKH HeakTHBeH. JIMKNoheHaK H HEroBUTE METabOIHTH ce
CKCKPETHPAT INIaBHO C YPHHATA.

Creyuanniu 2pynu nayuenmu

He ce oyakBa akyMynHpaHe Ha JUKIO(pEHaK H HETOBUTe MeTAOONHMTH HNPH IAUMEHTH, CTPalaliM OT
6p0peyno yBpexkaaHe. [Ipu maimeHTH ¢ XpOHHYEH XENATHT WIH HeIeKOMIIEHCHPaHa LIHpO34,
KHHETHKATa U MeTabONMM3MBT Ha AMKI0(hEHAK ca CBIINTE, KAKTO NPH NAUKHEHTH 0e3 YepHoapoOHO
3abo1sBane.

5.3 IIpeax)AHHEYHE JAHHH 32 0€300aCHOCT
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[Ipu npoy4BaHus BBPXY penpogyKTHBHA TOKCHYHOCT BbPXY KMBOTHH, CHCTEMHO [IPHIaraHHAT
IMKIo(eHaK IPHUMHABA HHXHOHpaHe Ha OBY/AIHATA MPH 3alIIM 1 YBpeXaaHe Ha HMIUIRHTALHATA H
PaHHOTO EMOPHOHANHO Pa3BHTHE TIPH IUTbX0Be. bpeMeHHOCTTa M MPOABIDKHTENHOCTTA HA PAXKIAHETO
¢a YABJIDKEHH OT AuknodeHaK. EMOpHOTOKCHUHHAT NOTEHIMAN Ha AHKIO¢eHaK e H3CeBaH IIPpH TpU
JKHBOTHHCKH BH/A (TUTBX, MHIIIKA, 3a¢K). CMBPT Ha 11014 W 3a0aBsiHe HA pacTexa ca HaCTBLIIWIH NpH
TOKCHYHH 3a MaiikaTa mo3U. BB3 OCHOBA Ha HAIHYHUTE HEKITHHHUYHH AAHHH AHKJIO(EHAK CE CUHTA 32
HeTepaToreHeH. Jlo3u noa TOKCHYHMA 338 MalKaTa Npar He 0Ka3paT BIMAHHE BPXY NOCTHATATHOTO
pPa3sBHTHE HA MOTOMCTROTO.

JvxogeHak npeacTaBnsBa pyuck 3a BoAaHaTa cpeaa (BxK. Touka 6.6).

6. PAPMAILIEBTHUYHHA JAHHH

6.1 ChoEchbK HA NOMOLIHHTE BEIECTBA

[Tponunenrnuxon (E1520)
OneunoB anKkoxod
M30MponumnoB ankoxon
byruwixuapoxcuromyeH (E321)
HHeTHI1aMUH

[lapaguH nex Teuen

Makporos ueTocTeapuios eTep
KapGomep 980

KOKOWT KanpuioKanpar
HapdroMen kpeM (Chbpika €BreHo B LATPal)
Ilpeuncrena Boaa.

6.2 HecnhBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok na rogsocr

30 Meceua

6.4 ChennaJmuHu yCJIOBMS HA ChXpaHEHHE

Ha ne ce cexpansra Han 25°C.
Jla He ce ChXpaHdABa B XUVIAJWITHUK MNH 3aMpa3iBa.
CpoK Ha roiHOCT clieql IbpBO oTBapsHe Ha TyOaTa: Jla He ce chxpanaBa Hajn 25°C.

6.5 Bnancbanpxande Ha ONAKOBKATA

['ena e onakoBaH B ajlyMHHHEBH JIAMHHATHH TYOH, 3alI€YaTAHH ¢ YIUTBTHEHHE U 3aTBOPEHH C

[TOJIMIPOITAIEHOBA Kanayvka Ha BUHT. [IpoayKTeT ce mpeanara B Tyou ot 30 g, 50 g, 60 g, 100 g, 120
g,150gu 180 g

He BcHukM BHAOBE OITAaKOBKH MOraT a ObJaT IMycHATH Ha rasapa.

6.6 CrHenuaqHH NpeANa3zHA MepPKH NPH HIXBLPJsAHE H padoTa

To3u nekapcTBeH MPOIYKT NPECTABIABA PHCK 32 OKOJIHATa cpela (BxK. TOUKa S )“i l S _ f

A R SR | e
Heusnon3paHuAT 1ekapCTBEH NPOAYKT WK OTMA/ILYHUTE MATEPHAITH OT HEro TPAOEa {l@gemisyﬁha‘r
B CHOTBETCTBHE C MECTHHUTE U3HCKBAHHSL. L R



7. ITPHTEXKATEJ HA PASPEINIEHUETO 3A YIIOTPEBA
STADA Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
I'epmanus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

Per. Ne:

9. JATA HA IThPBO PA3PEIIABAHE/MIO/QHOBSAABAHE HA PA3PEINEHHETO 3A
YIIOTPEBA

Jara Ha WEPBO pa3pelnaBaHe:
JlaTa Ha mocaeaHO MOJHOBIBAHE:

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA

Mapt 2023 1.




