KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA

1. HUME HA JJEKAPCTBEHMUSI ITPOJAYKT
Kcunonexe 0,5 mg/ml + 50 mg/ml, cripeii 3a Hoc, pa3TBOp
Xylodex, 0,5 mg/ml + 50 mg/ml, nasal spray, solution

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceekn 0,1 ml pastBop ot crpest ceappika 0,05 mg kcrmmomeTazonuuos xuapoxiopun (Xylometazoline
hydrochloride) u 5 mg nexcnantenon (dexpanthenol).

1 ml ot pastBopa ceabpkar 0,5 MY KCHIOMETA30JIMHOB XUAPOXIOpUI M 50 MQ JeKCIIaHTEHOI.

[ToMOIIHO BELIECTBO ¢ U3BECTHO JieiicTBre: OeH3ankonues xiaopuz 0,2 mg/ml
3a MbJIHUS CIIUCHK HA MOMOIHUTE BEIIECTBA BIKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Cupeti 3a HOC, pa3TBOP

buctsp, 6e31uBeTEH pa3TBOP.

4. KJIMHUYHU JAHHHN

4.1 TepaneBTUYHU MOKA3AHUSA

- 3a HaMaJIsIBaHEe OTOKA Ha HOCHATA JINTaBHIlA IIPH XpeMa M KaTo MOATIOMAramio Je4eHue 3a
3a3/IpaBsiBaHE HA PaHU Ha JIMTABUIIMTE, 32 JICYCHHE HA TApOKCH3MaIHA prHOpest (Ba30MOTOpHA

xpeMa) 1 3a JICYHCHUC Ha 3aIlylICH HOC CJIC OI€palusa Ha HOCA.

- 3a HamalsiBaHEe OTOKA Ha HOCHATA JIMTABHIIA TP XpeMa, CBbp3aHa C OCTPO Bh3MaJICHHE Ha
OKOJIOHOCHHTE CHHYCH (PHHOCHHY3HT).

Kcunonekce e mokasaH 3a jienia Ha Bb3pacT OT 2 10 6 TOAWHU.

4.2 Jlo3MpoBKa M HAYMH HA MPUJIOKEHHE

Jlo3upoBka
Jleua om 2 0o 6 coounu

Ilo CIHO BIIPBCKBAHC OT CIIPEA BBB BCAKA HO3/pa IPH HYXK/a, HO HC ITIOBCYC OT 3 nbTH JHCBHO.
2103aTa 3aBUCHU OT UHAUBHUAYAJTHATA YYyBCTBUTCIIHOCT Ha MAIMMCHTA U OT KIIMHUYHHUA OTT'OBOP.

Kcunonekc ne Tp}I6Ba Jla ce M3MO0JI3Ba IIoBeYe OT 7 JAHH, OCBCH aKO TOBa HC € IPCIIOPBHYAHO OT JICKAP.
OTHOCHO MMPOABJDKUTECIIHOCTTA HA JICYHECHUETO ITpHU A€1a € HCO6XOZII/IMa KOHCYJITalluA C JICKap.

HpI/IJ'IO)KCHI/IeTO MYy MOXKC Ia 6’5)_'[6 IMOBTOPCHO CaMO CJIea MPEKBCBAHE OT HAKOJIKO JHH.

HauuH Ha npunoxxeHue

Hazanno IMPUIIOKCHUC.
Kcnnonexe ce BIIPBCKBa BBB BCAKA HO3pa OT GYTI/IJ'IKaTa, KOSITO € BbB BEPTHKATIHO IOJIOXKCHHUE.



[Ipenu nbpBOHaUaNIHa yIoTpeOa momiara TpsOBa 1a ce aKTHBHpPa, KaTo 103aTOPBT ce HaTUCHE 3-5
I'BTH, JOKATO BHB BB3/[yXa C€ OCBOOOIU €THO PABHOMEPHO KOJUYECTBO cripeii. Jlo3upaiioro
YCTPOHCTBO MOKE /1a Ob/Ie M3MOJI3BAHO HETIOCPEACTBEHO CIIe/ TOBA, KAKTO U IPH MOCTIeIBAIIUTE
TIPUIIOKEHUSL.

Cren akTHBUpaHe MOMITaTa HOPMaJIHO OCTaBa 3ape/icHa 3a BpEMETO Ha 0OUYaliHUsI Iepro]] Ha
JieueHre. AKO TbPBOHAYAHO ITOMIIaTa He € OWJIa HAITbJTHO aKTUBUPAHA WIIK CIIPEST HE € Onl
yIOTpeOsiBaH B MPOALIDKCHNAE HA HIKOJKO JHU, [IOMIIaTa TPSIOBa OTHOBO JIa CE aKTHBHPA C IBYKPATHO
HATHCKaHe.

Buumagaiite na He nomnajHe crpei B OUuTe.
1. TIlouwmcrere HOCa CH.

2. JlpwmxTe OyTHIIKaTa B U3MPaBEHO MOJOKEHHE C Majela Moj OCHOBaTa U HaKpailHWKa MEXay 1Ba
npbeTa.

3. Haknonere rnaBara cH JIeKO Halpea W MIOCTaBeTe HAKpalHUKA B €IHATA HO3/pA.

4. BnpbckaiiTe, KaTo eIHOBPEMEHHO BAMIIATE JIEKO Npe3 Hoca. [ToBTopere chiara nponenypa u 3a
Jpyrara HO3Jpa.

5. Cnen ynorpeba BemHara moJcymieTe HakKpailHIKa U TOCTABETE KaradykaTa BbpXy HETo.

6. 3a ;a ce mpenoTBpaTH Bb3MOXKHO PA3NPOCTpaHEHUE HAa MH(EKLU, CIPEsT TPAOBa a ce M3I10JI3Ba
caMmo OT €IHO JIUIIE.

4.3 IIpoTuBOmOKAa3aHUS

To3u nexkapcTBeH NPOAYKT He TPsOBa Jla ce U3I0JI3Ba B CITyYaid Ha:

- CBPBXUYYBCTBUTEIHOCT KbM aKTUBHOTO BEIECTBO MM KbM HIKOE OT MOMOIHUTE BEIIECTBA,
n30poeHu B Touka 6.1,

- CyXO0 BB3MaJCHHUE Ha HOCHATa JIUraBua (cyx punum),

- ciell TpaHCCEeHOUIATHA XUMO(U3EKTOMUS WK IPYTH XUPYPTUYHU HPOLCIYPH, TaBalllH
JIOCTBIT IO MO3bYHATA OOBHBKA,

- npu Oebera u fera Mo 2 TOHH.

4.4 CneuuaJHu npeiynpe:kaeHus ¥ NpeanasHu MepKH NpH ynorpeda

[TotoOHO Ha ApyrUTE CUMIATHKOMUMETHUIM, Kernoaeke TpsaOBa Jia ce mpujiara BHUMaTeIHO MPH
MAICHTH C TIOBUIIICHA YYBCTBUTEIIHOCT KM JIPEHOMUMETHITH, KOSITO C€ TIPOsIBsIBA C O€3CHHIE,
CBETOBBPTEXK, TPEMOP, CbPJACYHNA aPUTMHUU WIH MIOBUILIEHO KPHBHO HAJISATaHE.

To3u npoayKT TpsiOBa Ja ce M3I0JI3Ba caMo Cjie]] BHUMATEeIHA OlIeHKA Ha IMoJ13aTa U PUCKa pH

HAI[CHTH:

- Ha JieueHue ¢ MoHOaMHuHOOKcHIa3HH (MAO) HHXHOUTOPH MIIM KOMTO Ca I'M IPUEMAaITH 1pe3
HOCJICIHUTE JIBE CEIMHUITH, HJIH ITbK Ca IPUEMAITH JIPYTH JISKapCTBa, KOUTO MOTAT Ja IPHYHHAT
NOBUIIABaHE HA KPHBHOTO HaysiraHe (Bk. Touka 4.5),

- C MMOBHUIIICHO BETPEOYHO HAIATaHE, 0OCOOCHO B CIIy4Yail Ha TECHOBI'BIIHA TIIAYKOMA,

- C TEXXKHU ChPICYHOCHI0BH 3a00IIsiBaHusl (HapuMep KOpoHapHa 00JIECT Ha ChPIIETO,
XHUIICPTOHHUS),

- ¢ (he0oXpPOMOIIUTOM,

- C METabOJIUTHY 3a00JIsIBaHuUs (HAIPUMEP XUIICPTUPEOUIN3bM, auaber),

- ¢ opdupwus,

- C XHIIEpIUIa3usl Ha pocTarTara.

[Ipu nanmeHTH cbe cHHAPOM Ha yrbibkeH QT MHTEpBa, JIEKyBaHU C KCUIIOMETA30JIUH, MOXe Ja UMa
MIOBULIEH PUCK OT CEPUO3HU BEHTPUKYIAPHUA aPUTMUHU.

HpI/I XPOHUYHU HACTUHKHU Tp}16Ba Ja c€ npujiara camo noa MEAUIMHCKO Ha6J'IIO}_I€HI/IC, TBi KaTO UMa
PUCK OT U3THHABAHC HAa HOCHATA JIMTaBUIIA.



JombmHuTeHA HHPOPMAIIUS:

JpnrocpodHata ynotpeda Ha CUMIIATUKOMUMETHIIH WK YIOTpeOaTa UM B JI03H, TIO-BHCOKHU OT
MpEenopbUYBAHUTE, MOXKE J1a IPUUMHU PEaKTUBHA XUINIEPEMHUs Ha HOCHAaTa uraBuiia. B pesynrart Ha
TO3U pebayH e(heKT MOXKE JIa HACTHIIM CTECHSABaHE Ha Bh3yIIHUTE IIHTHINA, KOSTO Ja IOBEIE JI0
MOBTApSIIIA CE WK HETPEKbhCHATA YITOTpeba Ha JIeKapCTBEHUS IPOAYKT OT naruenTa. [lociencrusra
ca XpOHHYCH OTOK (Meduxamenmosen punum) ¥ aTpodusi Ha HOCHATA JINTaBUIIA.

IIpu mo-nexute ciaydan MoxKe J1a ce 0OMUCIH TbPBOHAYAIIHO MTPEKpaTsABaHe Ha MPUIIaraHeTo Ha
CHMIIATUKOMHUMETHKA B €JJHATA HO3/1pa (32 J1a ce MOIbPrKa [OHE YACTUYHO JHUIIIAHETO TPE3 HOCA) U CIIe]
KaTO CUMITOMUTE OTLLYMST, J1a CE€ CIIPe NpUIaraHeTo My U B Apyrara HO37pa.

3a ga ce HaMalli PUCKBT OT pa3NpoCTpaHeHWEe Ha HH(EKUUATA, JIEKapCTBEHHUST IPOAYKT He TpAOBa aa
Ce M3M0JI3Ba OT MOBEYE OT €HO JIUIIe U HAKPAHUKBT TPSAOBA Ja ce U3IIaKBa Clel ynoTpeoa.

To3u JiekapcTBeH MPOAYKT chabpxa 0,2 Mg OeH3aNKOHUEB XJIOPH]] BEB BCEKU MUIAIHTBP.
BeH3amkoHUEeBHAT XJIOPU] MOXKE Ja PEAU3BUKA IPa3HEHE WM OTOK BTPE B HOCA, 0COOEHO aKo ce
W3IM0JI3Ba MPOABIDKUTEITHO.

4.5 B3anmopneiicTBue ¢ APYry JeKapcTBeHH MPOAYKTH U APYTrH ¢GopMHu HA B3auMoO/IeiicTBHe

Kcunomemaszonunos xuopoxiopuo

EnHoBpemeHHaTa ynorpeda Ha KCHIOMETa30IuH ¢ MoHOaMUHOOKcHaa3Hu (MAQO) HHXHOUTOPH WITH
TPULMKIMYHN aHTHICTIPECAHTH ¥ MOBUILABAIIA KPBBHOTO HAJISITAHE JISKAPCTBA MOYXKE 13 TIPHYMHU
NOBHIIABaHE HAa KPHBHOTO HAJATAHE, KOCTO Ce IBJDKU Ha e(DEeKTHTE Ha TE3H BEIIECTBA BHPXY
CHPJEYHOCHI0BATA CUCTEMA.

EnHoBpeMeHHaTa yroTpeda Ha KCHIOMETA30JIHH C IPYT' CUMIIATUKOMUMETHIH (Harnpumep edeapuH,
ncesaoedeaprH) TpsOBa a ce U30srBa Mopaan CyMapHusi epeKT OT TAXHOTO JCHCTBHE.

Jlexcnanmenon
He ca nmpoBexxganu mpoydBaHus 32 B3aUMO/IEHCTBHE.

4.6 @epTHAUTET, )PEMEHHOCT H KbpMeHe

BpemeHHoct
IMopaau HenocTaThYHA HHGOPMAITHUS 3a YIIOTpeOaTa Ha KCUJIOMETa30JIMHOBHSI XUIPOXJIOPU/] 1

JACKCIIAHTCHOJI ITPpU 6peMeHHI/I JKCHH, KCHJ’IO,Z[@KC HC Tpr6Ba Ja C€ U3I10JI3Ba 110 BpEMEC Ha 6p€MeHHOCT.

KespMmene
He e u3BecTHO many neKapCTBEHUTE BEIIECTBA KCHIIOMETA30JIMHOB XUAPOXIOPH/ MITH JIEKCITAHTEHOI

ce OTIeJISAT B MAaHUYMHOTO MIISIKO; TTopaau ToBa Kenozaeke He TpsiOBa Jja ce M310J13Ba 110 BpeMe Ha
KbpPMEHE.

DepTUnuTer
Hsima moka3zaTenau manHu 3a eEeKTUTE Ha KCHIIOMETAa30JIMHOBHS XUAPOXIIOPHT ¥ Ha TEKCTIAHTEHOIA

BBPXY (EepTHIUTETA MIPU XOpa U HSIMA POYYBAHUS BHPXY KHBOTHH.
4.7 EdexTtn BbpXy cnoco0HOCTTa 32 modupaHe 1 padoTa ¢ MALINHH
[Ipu npaBmiiHa ynoTpeda TO3M JIEKapCTBEH MPOAYKT HE MOBIIMSBA WM MOBJIHIBA IPEHEOPEKUMO

CrocoOHOCTTA 3a mopupaHe U padoTa ¢ MAIIMHU, HO aKO MPUYMHU YHECEHOCT/CHHINBOCT, MAIUCHTHT
He TpsiOBa na modwupa wiw 1a padboTH ¢ MAITHHH.



4.8 Hexenanu JeKapCTBEeHH peaKun

N30poeHUTE TO-0JTy HEKETaH! JIEKAaPCTBECHN PEaKIUK Ca KaTErOPU3UPaHH 10 CHCTEMHO-OPraHHH
KJIACOBE U YECTOTH CIIOPE CIIeqHATa KOHBEHIMS: MHOTO decTtH (= 1/10), uectn (> 1/100 mo < 1/10),
meuectr (> 1/1 000 mo < 1/100), pexku (> 1/10 000 mo < 1/1 000), muoro pemxu (< 1/10 000), ¢
HeH3BeCTHA YecToTa (OT HATMYHUTE JaHHH HE MOJKE J]a CE HAllPaBH OLICHKA).

Hapymienus Ha uMyHHaTa cucrema
Heuectu: anepruynun peakuuu (aHruoeem, 0OpuB, ChpOEK)

Hapyinenns Ha HepBHaTa cucTeMa
MHOT0 peiIki: HECTIOKOHCTBHE, OE3ChHHIE, MOBUIIICHA YMOPSIEMOCT (YHECEHOCT, ChHIIMBOCT),
r1aBo0oKe, XaTonuHanuu (IpearuMHO TIPH JIelia)

Hapymenwns Ha cbprieTo
Penxu: ceprieOuene, Taxukapaus, XUMEPTOHUS
MHoOr0 peKu: apuTMHUU

PecniupaTopHu, TPBAHN U METUACTUHAIIHY HAPYIIICHUS

MHoro penky: yBenuyaBaHe Ha OTOKA Ha JIMTaBHIlaTa mopaau oTciabBaHe Ha edekTa Ha JISKapCTBOTO,
KPBHBOTEUYECHHE OT HOCA

C Hem3BecTHA YECTOTA: MapeHe WM CyXOTa Ha HOCHATA JINTaBUIla, KIXaHe

Hapyienus Ha MyCKyJIHOCKEJICTHATA CHCTEMa U CheIMHHUTEIHATA ThKaH
MHoro peaku: rbpuoBe (IPEAUMHO MPHU JIe1Ia)

Cro01aBane Ha MOJI03MPAHN HEXKEJIAaHH PEaAKIIUK

Cpo01maBaHeTo Ha MOIO3MPaHU HEXKEJIaHU PEAKLUH CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JIEKapCTBeHUS
NPOAYKT € BakHO. ToBa 1o3BoIIsABa Aa NPOIBIDKH HAOIIOACHUETO Ha ChOTHOLICHUETO T0JI3a/PHUCK 3a
JIeKapcTBEeHUS MPoAYyKT. OT MEAULIMHCKUTE CIIEUAIMCTH CE€ U3MCKBA Ja ChOOIIaBaT BCAKa
N0JJ03MpaHa HeXeJlaHa PEeaKIysl Ypes:

W3nbiaHUTENHA areH1us 1o JeKapcTBara

yi. ,,Jlamsn I'pyes* Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiT: www.bda.bg

4.9 Ilpemo3upane

Kcunomemaszonunos xuopoxiopuo

KinHauyHaTa KapTHHA IPU NPEI03UpaHe ¢ HMHIa30JI0BU IPOM3BOIHN MOXeE J1a € 00bPKBaIIla, Thil
KaTo € Bb3MOXKHO J1a Ce PeayBaT (hasu Ha CTUMYJIAIMS U MOTUCKAHE HA IIEHTpATHATA HEPBHA CUCTEMA
1 ChPACYHOCHI0BATA CHCTEMA.

Oco0eHo 1pH Jiel1a, MPea03UPaHETO YeCTO BOAU 10 epeKTH BbPXY LIEHTpAIHATA HEPBHA CHCTEMA C
IBPUOBE U KOMA, OpaJuKap/Ius, alTHes U XUIIEPTOHHS, KOSTO MOXE J]a TPEMHUHE B XUTIOTOHHSI.
CHUMMOTOMHTE MPH CTUMYJIAIMS Ha [IEHTPATHATA HEPBHA CHCTEMA Ca TPEBOXKHOCT, Bh30yAa,
XaITIOIUHAIIAHN U TBPYOBE.

CuMmnToMuTe MPH MOTUCKAHE Ha IEHTpaTHATA HEPBHA CHCTEMa ca MMOHMKEHA TelecHa TeMIeparypa,
JIeTaprusi, ChHIMBOCT U KOMA.

Morar aa ce MOSIBAT CIIEAHUTE AOIMBIHUTEHN CUMITTOMA. MHO03a, MUIpHa3a, TIOTEHE, TPECKa,

01 IHOCT, IHAHO03a, TaIcHe, TAXUKApAns, OpaauKapans, ChpJedHa apuTMHs, CIIMPaHe Ha ChpeuHaTa
JIEHHOCT, XUTIEPTOHHMS, MTO00HA Ha IIIOK XHUITOTOHHS, OETOAPOOCH OTOK, AUXATEIIHU HAPYIICHHUS U
CIIMpaHe Ha AWIIaHETO.

Mepku npu npeo3upane
[Ipu Texko npemo3upane ce Hajara MHTCH3UBHO JiedeHre B OoHuna. Thit kaTo
KCHJIOMETA30JIMHOBHST XUAPOXIIOpH ce abcopOupa O6p30, He3a0aBHO TPSOBA /1a CE TIPIIIOKH



http://www.bda.bg/

aKTUBEH BBIVIEH (afcopOeHT), HAaTpHeB Cyiadar (JJakCaTHB) WM CTOMAIITHA IPOMHUBKA (C TOJISIMO
KOJIMIECTBO TEYHOCT). 3a MOHMKaBaHe Ha KPbBHOTO HAJISATaHE MOKE J1a C€ MPUIIOKH U HECEICKTUBEH
anda-6mokep. [IpOTHBOMOKA3aHO € U3MOI3BAHETO HA Ba30MPECOPH. AKO € HEOOXOAUMO, C€ MpUIarat
JIeKapCTBa 3a MOHMKABAHE HA TEMIIEpaTypaTa, aHTHKOHBYJICAHTH WM CE TIPaBH KUCIOPOIHA
WHXAJIAIIHS.

Jlexcnanmenon
ITaHTOTEHOBAaTA KHCENMHA W HEHHUTE TIPOU3BOIHH, B TOBA YHCJIO U JCKCIIAHTEHOJI, IIPOSBIBAT HUCKA
TOKCHYHOCT. He ce Haiara B3MMaHeTO Ha CTHCIUATHA MEPKHU TIPH MPE03UPaAHE.

5. ®APMAKOJIOTHYHHA CBOMCTBA
51 d@apmakoaMHAMMYHU CBOiiCTBa

®dapmakoTepaneBTH4HA rpyna: JIeKOHreCTaHTH U IpyTy Ha3ajlHH MpenapaTH 3a JIOKajlHa yrnorpeoa,
CHUMITATUKOMUMETHUIIH, KOMOMHAIINH 0€3 KOPTUKOCTEPOU/IH.

ATC xon: ROIABO6

Kcunomemaszonunos xuopoxiopuo

KcunomMeTa3zonnHOBHST XUAPOXJIOpHUI, IPOU3BOAHO HA UMK AAa30J1da, € CUMIIATUKOMHUMETHUK, KOMTO
JIEHCTBa MIPeIMMHO BHPXY ajida-aJpeHepruIHnTe perentopu. Tol mpeau3BuKBa CBUBaHE Ha
KPBbBOHOCHHUTEC CHbJ0OBC U 110 TO3W HAYMH HaMaJIsiBa OTOKa Ha HOCHATA JIMT'aBHUIIA. E(beKTbT HacCTbhIIBa B
pamkute Ha 5-10 MUHYTH, KaTO BCJIEACTBUE HA HAMAIIIBAHETO HA OTOKA M MO-A00POTO OTTHYAHE HA
CEeKpeTa ce yJecHsBa JUIIaHeTo Ipe3 Hoca.

Jexcnanmenon

HexcmanTenon (D-(+)-mMaHTOTEHNIOB aIK0X0J) € aIKOXOJHUAT aHAIOT Ha IIAHTOTEHOBATa KUCEIUHA U
0Pl MEXIHHHOTO CH MPeoOpa3yBaHe UMa ChIllaTa OHOJIOTHYHA aKTUBHOCT KaTo MAaHTOTEHOBATA
kucenuna. Toii ce CBbp3Ba KbM JieKcTpopoTaTopHara D-konduryparnus. [lanroTeHOBaTa KUCENMHA U
COJIUTE ¥ Ca BOJOPA3TBOPHMH BUTAMHUHH, KOMTO CIIE]] IPe0OpasyBaHe B TAIOTO O OCHOBHUS
KOMITOHCHT Ha KOCH3UM A y4acTBaT B MHOYKECTBO METa0OJIMTHHU TPOIIECH, HAIIPUMED MOAIIOMATraHETO
Ha 6eJ'IT'I)'-IHI/Iﬂ " KOPTUKOCTCPOUAHUSA CUHTE3, U MTPOAYHHUPAHETO HA aHTHUTEIIA. KOCH3I/IM A € BAXKCH U
3a 00pa3yBaHETO Ha JIMITUIM, HAIPUMEP KOKHUTE Ma3HUHH, KOUTO UMAT BaXKHA 3alMTHA (YHKIIHS,
KaKTO M 3a alleTHIMPAHETO Ha aMUHO3aXapHTe, KOUTO y4acTBaT B CHHTE3a Ha Pa3InuHH
MYKOIIOJTH3aXapH/IH.

XapaxkTepHH 3a JIEKCIIaHTEHOJI Ca HEMOBHUTE MPEIa3Ballli eMUTENa U 3a3/IpaBsABalli PAHUTE CBOUCTBA.
[puokKeHUeTo Ha JAEKCITaHTEHOJ TIPH TUIHXOBE € JIEKCIIAHTEHOIHA HETOCTATHYHOCT OKa3Ba TpoduueH
eeKT BbPXY KOXKaTa.

HpI/IJ'IO)KeH BBHIIHO, HeKCHaHTeHOH/HaHTeHOH MOXKE Jla KOMIICHCHUpPa U MTOBUILICHATA HYXKa OT
IMaHTOTCHOBA KMCEJIMHA Ha YBPE€JACHATa KOKa UJIU JIMTaBUIIA.

5.2 dapmakoKHMHeTHYHH CBOWCTBA

Kcunomemasonunos xudpoxnopuo

Cren Ha3aIHO MPUIOKEHNE HA KCUJIOMETAa30IMHOB XHAPOXJIOpHU, a0COPOUPaHOTO KOTUIECTBO
JIEKapCTBEH MPOJIYKT MOXKeE JIa € JIOCTAThYHO, 32 JIa PeIM3BUKa CHCTEMHH e(DEeKTH, HalpuMep B
IIEHTpaJIHaTa HEPBHA CHCTeMa M/WIIN ChPJCYHOCHI0BATA CHCTEMA.

Hsma papmMakoKWHETHYHHM TaHHM OT IPOYYBAHUSI BBPXY XOpa.

Jlexcnanmenon

JexcnianTenon ce abcopOupa npe3 Koxara 1 ¢e OKUCIISIBAa €H3UMHO JI0 TAHTOTEHOBA KHCEJINHA B
opranusma. B miazmara BUTAaMUHBT ce TpaHCIIOPTHPA, CBBbP3aH ¢ npoTerHu. [lanToTeHOBaTa
KHCEJIMHA € KOMIIOHEHT Ha KOSH3MM A, KOWTO y4acTBa B MHOTO OMOXMMUYHHU Tporiecu. Hama
00CTONHM pOy4BaHUs BHPXY METa00NIM3Ma Ha AEKCIIAaHTEHOI B KoXkaTa u nurasunara. 60% mo 70%
OT IIepopaTHO IIpUeTaTa A03a ce oTaess upe3 ypunata u 30% no 40% upes pexanunre.



5.3 IpeaxkIMHUYHHU JaHHH 32 6€30MACHOCT

[Tpu npoyuBaHus BbPXY TOKCHYHOCTTA CJIE/ MOBTAPAIIO ce Ha3alTHO NMPUIIOKEHHE Ha
KCUJIOMETA30JIMH BbPXY Ky4eTa He ca yCTaHOBEHH PHCKOBE 3a Oe30MacHOCTTa Mpu Xopa. B mpoyuBane
in vitro He e ycTaHOBeHA MyTareHHOCT IpH OakTepuu. Hsima HanmuyHu qaHHM 3a KaHeporenHoct. He
ca Ha0JoAaBaH! TepaTOreHHH e(eKTH MPU TUIbXO0BE U 3aiuu. Jlo3u HaJ TepareBTHYHNUTE ca TOBEITH
JI0 CMBPT Ha eMOpHOHA WK 10 HaMaJleH pacTex Ha riona. [Ipu mrbxoBe e crpsiyio 00pa3yBaHeTo Ha
KbpMa. Hsma mipu3Haiy 3a mpobiemMu ¢ pepTuinTera.

[TanToTeHOBATa KHCENMHA U IPOU3BOAHUTE M KaTO IEKCIAHTEHOJ UMAaT MHOTO HUCKA TOKCHUYHOCT.
ITpu TecToBeTe 32 OCTPa TOKCUYHOCT CJIE IIEPOPATHO MPUIIOKEHHE Ha IEKCIIAHTEHOJ/TAHTEHOI €
ompeneneHa cpenna eranda go3a (LD50) ceorBetHO 6,25 g/Kg Temecno terno 3a mumuku u 3,0 g/kg
TEJIECHO TerJIo 3a 3aiiiu. HiMa HayuyHH JaHHU 32 MyTareHHH, KaHIIEPOT'€HHH U TePaTOTeHHU e(eKTH.
6. DPAPMALIEBTUYHU JTAHHHU

6.1 Chnucbk Ha IOMOILHHUTE BellecTBA

Hunarpuer gocdat gogaekaxuapar

Kanuer nuxunporen ocdar

Pa3TBOp Ha OEH3AIKOHUEB XJIOPHT

IIpeuncrena Boga

6.2 HecbBMecTUMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHoCT

2 TOMHU

CpoK Ha rOJIHOCT Clie/i MbPBOTO OTBapsiHE Ha OyTwikara: 12 ceamuiiy.

6.4 CrhenuajJHM ycJI0BHUS HA CbXpaHeHUe

[a ue ce cpxpansBa npu Temmeparypa Hag 25°C.

6.5 Bwuxu chabp:kaHNe HA ONAKOBKATA

Byrtuiika ot nonuetuieH ¢ Bucoka misTHocT (HDPE) ¢ BMectiMocT 15 ml u ¢ MexaHu4Ha J03uparia
nomra ¢ 10308 ooem 0,1 ml ¢ monmunpornmineHos (PP) HakpaiiHUK 3a HOCA ChC 3alIMTHA Karadka OT
nosnmetuieH ¢ aucka mibTHOCT (LDPE) B kapTOHEeHa KyTHsl.

Bytunkara ceaepixa 10 ml pazrsop.

6.6 ChenmaJnu mpeanasHu MEPKH NMPH U3XBBPJIsiHE U padoTa

Hsama CricnyaJIHi U3MCKBAaHU .

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Zaktady Farmaceutyczne POLPHARMA S.A.
ul. Pelplinska 19
83-200 Starogard Gdanski, [Tomma



8. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

Peructparmonen Ne: 20210122

9. JATA HA ITbPBO PASPEHIABAHE/ITIOTHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Jlata Ha mepBO pazpemanane: 20.05.2021 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

20.05.2021



