KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. HUME HA JIEKAPCTBEHUSA NPOAYKT

Keunnopekce 0,1% pereneparus, 1 mg/ml + 50 mg/ml, cipeit 3a Hoc, pa3TBoOp
Xylodex 0,1% regeneration, 1 mg/ml + 50 mg/ml, nasal spray, solution

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceeku 0,1 ml cripeit 3a HOc,pa3TBOp OT cnpest chabpka 0,1 mg KCHIIOMETa30JIMHOB XUIPOXIIOPH]]
(xylometazoline hydrochloride) u 5 mg nexcnanrenon (dexpanthenol).

1 ml ot pa3TBOpa chaBpKAT | ME KCHUIIOMETA30JIMHOB XUAPOXJIOPUA U 50 mg IEKCITaHTEHOIL.

IHoMomIHO BemecTBO ¢ W3BECTHO JieiicTBUE: Oen3ankonueB xuopua 0,2 mg/ml
3a IbJIHUS CIIHCHK Ha ITOMOIIHUTE BellleCTBa BIDKTE ToUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Cupeti 3a HOC, pa3TBOP

buctep, 6e31BeTeH pa3TBOp.

4. KJIMHWUYHU JAHHU

4.1 TepaneBTHYHHU MOKAZAHUS

- 3a HaMaJsIBaHE OTOKA Ha HOCHATa JIMI'aBUIIA IIPU XpeMa M KaTo MOJIOMarallo jJeueHue 3a
3a3/paBsBaHe Ha PaHU Ha JIMTaBULIUTE, 3a JICYEHUE Ha TAapOKCU3MallHa pUHOpes! (Ba30MOTOpHA

xpeMa) U 3a JICUCHUC Ha 3aITyLICH HOC CJIC Oonepanurd Ha HOCA.

- 3a HaMaJsIBaHE OTOKA Ha HOCHATa JIMI'aBUIA [IPU XPEMaA, CBbP3aHa C OCTPO Bb3NAJIEHUE Ha
OKOJIOHOCHHUTE CHHYCHU (PUHOCHHY3HUT).

Kcunonekce 0,1% perenepanust € mpegHa3HaveH 3a B3PACTHU U Jela Haj 6 TOIWHHU.

4.2 /lo3MpoBKa M HAYMH HA NMPUJIOKEHHE

gO?»H[}OBKa

Bw3pacmuu u deya nao 6 2oounu
ITo enHO BIPBCKBAHE OT CIpest BbB BCSIKA HO3/pa MPU HYXK/1a, HO HE TIOBEeYE OT 3 MMHbTH THEBHO.

Jo3aTa 3aBucH OT HHAUBUAYAIHATA YYBCTBUTEIHOCT Ha MALIMEHTA U OT KIMHUYHUS OTTOBOP.
Kcunonexce 0,1% perenepanus He Tp10Ba /1a ce M3MOI3Ba TIOBEYe OT 7 JIHU, OCBEH aKO TOBA HE €
MPETopBHYaHO OT Jiekap. OTHOCHO MPOIBIHKUTETHOCTTA Ha JICYCHHETO TIPH JIela € Heo0XoaumMa
KOHCYJITallM C JIEKap.

IIpunoxkeHnero My MoXke J1a 6’b/1e TOBTOPEHO CaMO CJIC] IPEKhCBAHE OT HAKOJIKO JTHH.

Hauun Ha OPHUITOKCHUC

Hazamno IMPUIIOKCHHUC.



Kcunonekce 0,1% perenepanust ce BIpbCKBa BbB BCAKA HO3/Ipa OT OYTHIIKATa, KOATO € BB BEPTUKAITHO
MOJIO’KEHHE.

[Ipenn mppBOHaYanHa ynorpeda nmommnaTa TpAOBa Jja ce aKTUBUPA, KATO JO3aTOPBT ce HATUCHE 3-5
I'bTHU, IOKATO BbB Bb3/lyXa C€ OCBOOOM €IHO PABHOMEPHO KOJIMUYECTBO cpei. Jlo3upaiioTo
YCTPOHCTBO MOKE /1a Ob/I€ U3M0JI3BAHO HEMIOCPEACTBEHO CIIe TOBA, KAKTO U IIPY ITOCIIeIBAIIUTE
NPUITOXKEHUSL.

Crnen akTHBHpaHEe MTOMITaTa HOPMAJTHO OCTaBa 3apejieHa 3a BpeMeTO Ha OOMYaitHUs TepHo Ha
JedeHne. AKO ITbPBOHAYAITHO TIOMITaTa Ha CIIpesi He € OMiia HAITBJIHO aKTUBUPAaHA WITK CIIPEST He € OUIT
ynoTpedsBaH B MIPOABIKEHNE HA HAKOJKO AHHU, IOMIIaTa TPsOBa OTHOBO J1a CE€ aKTHBUPA C IBYKPATHO
HaTHCKaHe.

Buumagaiite ga He monagHe Cpel B OUUTE.
1. Tlouuctere HOCa CH.

2. [pbxre OyTHIKaTa B U3MPABEHO TOJOKECHUE C TIAJIeIa IO OCHOBATa M HAKPaWHUKA MEXTY IBa
npbeTa.

3. HakinoHnere rnaBara cH JIEKO Hape U MOCTaBeTe HAKpalHUKA B €IHATA HO3/pa.

4. Bnpbckaiite, KaTo €IHOBPEMEHHO BIMINATE JIEKO Ipe3 Hoca. [ToBTopeTe chiara mpoleaypa u 3a
JpyraTa Ho3/pa.

5. Cnen ynotpeba BeJHara moJCyIieTe HaKpalHUKA U TIOCTABETE Kalavykata BbPXY HEro.

6. 3a ;a ce npenoOTBpaTH Bb3MOXKHO pa3NpoCcTpaHeHrEe Ha MH(eKuus, crpesT TpsiOBa 1a ce U3M0I3Ba
caMmo OT €IHO JIUIIE.

4.3 IIporuBomokazaHusi

To3su ekapcTBeH MPOAYKT He TPsiOBa Jia ce W3M0J3Ba B CITy4ai Ha:

- CBPBXUYYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO MM KbM HAKOE OT MOMOIHHUTE BENIECTBA,
n30poeHu B Touka 6.1,

- CyXO0 BB3MAJICHUE Ha HOCHATA JIMTAaBULIA (CYX puHum),

- ciell TpaHcceHonaaTHa XUMo(pU3eKTOMHUS UK JPYTH XUPYPTUIHU TIPOLIEAYPH, JaBallH
JIOCTBIT IO MO3bYHATa OOBHBKA,

- npu 6eberta u Aena moja 6 TOAUHH.

4.4 ChnenuajaHu mpeaynpeskaeHus U Mpeana3Hd MePKH MpPU ynorpeda

[Momo6HO Ha ApyruTe cumnatTukomumetuiy, Keunoaeke 0,1% perenepanus TpsOBa Aa ce mpuiara
BHHUMATEJIHO MPY NALMEHTH C MOBUILIEHA YYBCTBUTEIHOCT KbM aIPpEHOMUMETHILIM, KOATO CE MPOSIBABA
¢ 0e3chHHUE, CBETOBBPTEK, TPEMOP, ChPICYHA APUTMUH HITU MIOBUIICHO KPHBHO HaJSTaHE.

To3u IpoayKT TpsIOBA Ja ce U3IOJI3Ba CAMO CJIie]] BHUMATEIHA OLICHKA Ha I10JI3aTa U PUCKA MPH

TIAIMCHTH:

- Ha JieueHne ¢ MOHOaMHHOOKcHaa3Hu (MAQO) HHXUOUTOPH WM KOUTO ca T'M [IPpHUeMalli mpe3
MOCTIETHATE JIBE CEJMHIIN, MJTH ITBK Ca TPHUeMaId APYTH JIEKapCTBa, KOUTO MOTaT Ja MPUIHHAT
MOBHUIIIaBaHE HA KPBBHOTO HaJsiraHe (BXK. Touka 4.5),

- C TIOBHUILEHO BHTPEOYHO HaJsiraHe, 0cOOCHO B CIy4all Ha TECHOBI'BJIHA TI1ayKOMA,

- C TEXKHU ChPJCTYHOCHIOBH 3a00JIIBaHMs (HAIIpIMEpP KOpOHApHA OOJIECT Ha CHPIIETO,
XUTIEPTOHUSA),

- ¢ (heOXPOMOIIUTOM,

- ¢ METa0OIUTHH 3a00JIIBaHUS (HATIPUMEDP XUTICPTHPEOUIU3BM, THAOET),

- ¢ mopupus,

- C XUIepIUIa3us Ha MpoCcTaTara.

[Ipu manmenTH che cUHAPOM Ha yabnkeH QT MHTEpBal, IeKyBaHU C KCHIIOMETA30JIMH, MOXeE /1 IMa
MOBUIIIEH PUCK OT CEPUO3HU BEHTPUKYIAPHU aPUTMUH.



IIpu XpOHWYIHM HACTHHKH TPSOBA Ja e MpHIara camo o MEIUIIMHCKO HAOIIOACHNE, Thil KaTO HMa
PHUCK OT M3THHSIBAaHE HA HOCHATA JINTaBHIIA.

JlonbnauTETHA HHpOPMATHS:

Jbarocpounara yrnotpeba Ha CHMITATUKOMUMETHITN WU YIIOTpebaTa MM B JO3H, TO-BUCOKH OT
MPETnophYBAHUTE, MOXKE J1a TPUYMHU peaKTHBHA XUIIEPEMHUs Ha HOCHATa IuraBuIla. B pe3ynrar Ha
TO3U pedayH eeKT MOXKE J1a HACTHIIM CTECHSBAaHE Ha BB3IyIIHUTE ITTHUINA, KOETO JIa JIOBEAEC J0
MOBTApSIIIA CE€ WK HETPEKbCHATA YIIOTpeba Ha JIEKapCTBEHUS IPOAYKT oT nanuenTa. [lociencrusra
ca XpOHHYCH OTOK (Meduxamenmoser punum) v aTpodus Ha HOCHATA JINTABUIIA.

IIpu no-nexute ciay4an Moxe J1a ce 0OMUCIN TbPBOHAYAIIHO MTPEKpaTsIBaHe Ha MPUIIaraHeTo Ha
CUMIIATHKOMHUMETHKA B €IHATa HO3/pa (32 J1a ce MOIbpiKa MIOHE YaCTHYHO JMIIAHETO MPe3 HOCa) U IS
KaTo CUMITOMHUTE OTIIYMSIT, /1a CE CIIpe MPUIaraHeTo My U B ApyTara HO3/pa.

3a 1a ce HaMalld PUCKBT OT Pa3NpOCTpaHeHne Ha WHPEKINATA, JIeKaPCTBEHUAT MPOIYKT HE TPAOBa /1a
Ce M3M0JI3Ba OT MOBEYE OT €JTHO JUIIC U HAKPAWHUKBT TPSIOBA J1a CE U3ILIaKBa cie]] ynorpeoa.

To3u nexkapcTBeH MPOAYKT Chabpxa 0,2 mg OCH3IKOHUEB XJIOPHU BHB BCEKH MUTMIIATHD.
BeH3akoHUEBUAT XJIOPH]] MOXKeE J1a TIPEAU3BUKA JIPa3HEHE WM OTOK BHTPE B HOCA, OCOOEHO aKo ce
U3MO0JI3Ba MPOIBIKUTETHO.

4.5 B3aumoneiicTBue ¢ APyru JekapcTBeHH MPOAYKTH U APYTrH ¢GopMH Ha B3anMo/eiicTBHe

Kcunomemaszonunos xuopoxnopuo

EnnoBpemenHara ymorpeba Ha KCHIIOMETA30JIMH ¢ MOHOaMUHOOKcHAa3Hu (MAQO) MHXUOUTOpH MITH
TPULMKJINYHYA aHTUAEIIPECAHTH U MOBHUILIABAIIY KPBBHOTO HAJSTaHE JIEKAPCTBA MOXKE Aa MPUUNHHI
MOBHUIIIaBaHE HA KPBBHOTO HAJISITaHE, KOETO CE€ IBJDKH Ha e(EKTUTE Ha TE3H BEIIECTBA BBPXY
CbpAEYHOCHI0BAaTa CUCTEMA.

EnHoBpemeHHaTa yrnorpeda Ha KCHIOMETa30JIMH € IpyTH CUMIIATHKOMUMETHIH (HarpuMep eenpuH,
nicepioeeipuH) TPsIOBA J1a ce N30sIrBa Mopaan CyMapHus eeKT OT TAXHOTO JCHCTBHE.

Jexcnanmenon
He ca mpoBexxganu mpoydBaHUs 32 B3aUMOJICHCTBHE.

4.6 @epruanret, )peMEHHOCT U KbpMeHe

BpemeHHocT
ITopaau HemocTaThYHA HHPOPMAIIHS 3a YITOTpeOdaTa Ha KCHIIOMETA30ITMHOBHS XUAPOXJIOPHIT TTPH

Oopemennu xenn, Keunogexc 0,1% perenepauus He TpssOBa a ce M3I0JI3Ba IO BpeMe Ha OpeMEHHOCT.

Kspmene
He e u3zBecTHO Janu JeKapcTBEHOTO BEUIECTBO KCUIOMETA30IMHOB XUAPOXIOPU CE OTICIHS B

Mal4IMHOTO MITIIKO; Topaau ToBa Kennozaekc 0,1% pereneparnus He TpsOBa J1a ce U3IMOJI3BA MO BpeMe
Ha KbpPMEHE.

DepTUnuTeT
Hsima mokazaTeHu maHHu 3a e(DEeKTUTE Ha KCHIOMETA30IMHOBHSI XUAPOXJIOPH U Ha TeKCIIaHTEHOIa

BBPXY (epTHINTETA IIPU XOPa U HAMA MPOYIBAHUS BBPXY )KUBOTHH.

4.7 EdexTn BbpXy crioco0HOCTTA 32 WorpaHe U padora ¢ MAIINHA

[Ipu npaBuiiHa ynoTtpeda TO3M JIEKAPCTBEH MPOAYKT HE MOBIUSBA WIH NOBIHABA IPEHEOPEKUMO
CHocoOHOCTTA 3a mopupaHe U padoTa ¢ MAIIMHHU, HO aKO MPUYMHU YHECEHOCT/CHHINBOCT, MAIUEHTHT

He TpsOBa J1a modupa wiv Aa padboTH ¢ MaITUHM.

4.8 Hexenanu JeKapCTBEHH PeaKINU



W36poeHnTe 10-10JTy HEXKEIIAaH! JICKAPCTBEHH PEAKIINK Ca KATeTOPU3UPAHH 10 CHCTEMHO-OPTaHHU
KJIACOBE M YECTOTHU CIIOPE. ClIeHaTa KOHBEHIMS: MHOTO YecTd (> 1/10), yectu (= 1/100 g0 < 1/10),
Hewectu (= 1/1 000 no < 1/100), penku (> 1/10 000 go < 1/1 000), maOTO peaxu (< 1/10 000), ¢
HEHU3BECTHA YeCTOTA (OT HATMYHUTE JTaHHU HE MOJKE J]a CE HAIPaBH OIICHKA).

Hapyrienns Ha IMyHHaTa CUCTEMa
Heuectu: aneprudau peakiyu (aHTHOEAEM, 00pUB, CHPOEK)

Hapyiienns Ha HepBHATa cUCTEMa
MHOT0 penKH: HECTIOKOMCTBHE, O€3ChHIUE, TIOBHUIIICHA YMOPSEMOCT (YHECEHOCT, CHhHIIUBOCT),
raBo0oIHe, XaTIOIMHAITIH (TIPEANMHO TIPH J1e11a)

Hapyiennst Ha ¢upIETO
Penxu: cepriebueHe, TaxuKapaus, XUTIEPTOHUS
MHoro peaku: apuTMuu

PecnimparopHu, rpbIHI ¥ MEANACTUHAIIHU HAPYIITICHUS

MHoro penku: yBennyaBaHe Ha OTOKA Ha JIUTaBUIATa MOpaau OTcIabBaHe Ha epeKkTa Ha JIEKapCTBOTO,
KPBBOTEUYECHHE OT HOCA

C Hem3BecTHA YECTOTA: MMapeHe WM CyX0Ta Ha HOCHATA JINTaBUIla, KIXaHe

Hapymienus Ha MyCKyJIHO-CKeJIeTHATa CUCTEMA U CheAMHUTENIHATA ThKaH
MHoro peaku: TspUOBe (MIPEIUMHO MPH AeLa)

Cno0InaBate Ha MO03MPAHU HEWKEIIAHHU PEAKIIUH

Cno0IaBaHeTo Ha MOTO3UPAHN HEKEJIAHH PEAKIIUH CIIe]] pa3peliaBaHe 3a ynoTpeda Ha JIeKapCTBECHHUS
NPOJIYKT € BaxkHO. TOBa MO3BOJISIBA J1a TIPOIBIKH HAOIO/ICHUETO Ha ChOTHOIIIEHUETO TI0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEMIIMHCKUTE CIICITUATIICTH CE U3MCKBA J]a ChOOIIaBaT BCIKA
MOJI03UPaHa HeXeJIaHa PEaKIsl Ypes:

W3mbIHUTETHA areHIMs 110 JIEKapCTBaTa

yi. ,,Jamsa [pyes® Ne 8

1303 Codus

Ten.: +35 928903417

yebOcaiT: www.bda.bg

4.9 Ilpeno3upane

Kcunomemaszonunos xuopoxaopuo

KnuandHaTa kapTUHA MPU MPEIO3UPaHe ¢ IMHJIA30JI0BH IMPOU3BOHU MOXKE Jla € 00bpKBaIla, Thid
KaTo € Bh3MOJXKHO JIa ce pemyBaT (pa3u Ha CTHMYJIANWs U MOTHCKaHe Ha IICHTpalHAaTa HEPBHA CUCTEMa
U CHPJICYHOCHIOBATA CUCTEMA.

Oco0eHo mpu Jet1a, TPe03uPAHETO YeCTO BOAH 10 €(eKTH BbpPXY IICHTpaIHATa HEPBHA CUCTEMA C
IBPUOBE U KOMA, OpaJNKapIus, alTHes U XUTMEPTOHHS, KOSATO MOXE J]a TPEMHUHE B XUTIOTOHHSI.
CHUMITTOMHTE TIPY CTHMYJIAIMS Ha [ICHTpaHaTa HEPBHA CUCTEMa ca TPEBOXKHOCT, B30y 1a,
XaJTIOIIMHAIIUY U ThPYOBE.

CuMITOMHTE MPH MOTUCKAHE HA IIEHTPATHATA HEPBHA CHCTEMa ca MOHMKEHA TeJlecHa TeMIeparypa,
JIeTaprusi, ChHJIUBOCT U KOMA.

Morar 51a ce MOSBAT CJCAHUTE TOIMBIHUTEIHN CUMIITOMU: MHO3a, MUJIpHa3a, IOTCHE, TPECKa,
OIIeTHOCT, IMaH03a, TaJIcHe, TaXUKapaus, OpauKapans, ChpJcuHa apUTMHUs, CIIUPAHE HA ChplIeUHaTa
JIEHHOCT, XUTIEPTOHHS, MTOI00HA Ha IIOK XUIIOTOHHMS, OEIOAPOOCH OTOK, JUXATEITHU HAPYIICHHUS U
CIIUpaHE Ha JUIIAHETO.

Mepku npu npepo3upane

IIpu TexxKo Mpeo3upane ce Hajgara MHTEH3WBHO JIeUeHUE B 0oyHAIA. Thi KaTo
KCHJIOMETA30JIMHOBHSAT XUAPOXIIOpH ce abcopOupa O6p30, He3abaBHO TPSIOBA J1a CE TIPIUITOKH
aKTUBCH BbBIJICH (aICOpOCHT), HATPHUEB Cy(]aT (JlaKkCaTUB) MM CTOMAIITHA IPOMUBKA (C TOJISIMO



http://www.bda.bg/

KOJIMYECTBO TEYHOCT). 32 MOHMW)KaBaHEe HA KPHBHOTO HAJISITAHE MOJKE JIa C€ TIPUIIOKH U HECEIIEKTUBEH
anda-6moxep. [IpoTHBOMOKa3aHO € U3MOI3BAHETO HA Ba30MPEecOpr. AKO € HeOOXOAMMO, CE TIpHUyIarat
JICKapCTBa 3a MOHKABaHE HA TeMIIepaTyparTa, aHTUKOHBYJICAHTH WJIH CE MPaBU KUCIIOPOIHA
WHXaJaIusl.

Jlexcnanmenon
ITanTtoTEeHOBaTa KUCENMHA U HEHHUTE IPOU3BOJIHHU, B TOBA YUCIIO U JEKCIAHTEHO, IPOsBIBAT HUCKA
TOKCHYHOCT. He ce Haiara B3MMaHeTO Ha CHEeIMAIHA MEPKHU TIPH MPE03UPAHE.

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 ®apmakoguHAMHYHH CBONMCTBA

dapMakoTepaneBTHUHA TPyIIa: IGKOHI'€CTaHTH U APYTH Ha3aJIHU TpErapaTy 3a JIOKaJIHa yroTpeoa,
CHMITATUKOMHUMETHIIA, KOMOMHAITIHN 0€3 KOPTUKOCTEPOUTH.

ATC xox: ROIABO6

Kcunomemaszonunos xuopoxaopuo

KcumoMeTa3onMHOBUAT XUAPOXIOPH], TPOU3BOIHO HA UMHUA30J1a, € CUMIIATUKOMUMETHK, KOHTO
JICHCTBA MPEIMMHO BHPXY anda-aJpeHEepruIHUTe perentopu. Tol npeau3BuKBa CBUBAHE HA
KPBHBOHOCHHTE CHJIOBE M 10 TO3M HAYMH HaMaJlsiBa OTOKA Ha HOCHATa jurasuiia. EQexkTsT HacThIIBA B
pamkute Ha 5-10 MUHYTH, KaTO BCJIEJCTBUE HA HAMAJIIBAHETO HAa OTOKA U TIO-A00pOTO OTTHYAHE Ha
CEKpeTa Ce YJIECHsBA JUIIAHETO Tpe3 HOcA.

Jlexcnanmenon

Jexcnantenon (D-(+)-MaHTOTEHUIOB aJIKOXOJ) € aIKOXOJIHUAT aHAJIOT Ha MMaHTOTEHOBATa KUCEIIMHA U
nopajy MEeXJIUHHOTO CU IIpeoOpa3yBaHe UMa ChIaTa OMOJIOTMYHA aAKTHBHOCT KaTO MTAHTOTCHOBATA
KucennHa. Tol ce CBbp3Ba KbM JiekcTpopoTaTopHaTa D-koH(purypamms. [lanToTeHOBaTa KMCEIWHA U
COJIUTE U Ca BOJOPA3TBOPUMHU BUTAMUHU, KOUTO CJIe] IpeoOpa3yBaHe B TSUIOTO O OCHOBHUS
KOMIIOHEHT Ha KOSH3UM A y4acTBaT B MHOKECTBO METAa0OJIUTHHU MPOIIECH, HAIPUMED TIOIIIOMAaraHeTo
Ha OENTHPYHMS U KOPTUKOCTEPOUTHIS CUHTES, U IPOAYIIUPAaHETO Ha aHTuTena. KoeHsuM A e BakeH U
3a 00pa3yBaHETO Ha JHUIUN, HATPUMED KOKHUTE Ma3HUHH, KOUTO UMAT Ba)KHA 3aIIUTHA QYHKITHS,
KaKTO U 3a alleTUJIMPAHETO HA aMUHO3aXapuTe, KOUTO yUacTBAT B CUHTE3a HA Pa3INdHU
MYKOTIOJIA3aXapuIa.

XapakTepHH 3a IEKCIIaHTEHOJ ca HETOBUTE IPEIa3Balli eUTENa U 3a3paBSIBaIly paHUTE CBOICTBA.
[TpunoskeHneTo Ha IEKCIIAaHTEHOJI TIPH TUTHXO0BE C ICKCIIAHTECHOIHA HEJOCTATHYHOCT OKa3Ba TPOhUUICH
e(eKT BhpXY KOXKara.

[IpunoxeH BBHIIHO, JCKCTIAHTEHOJ/TTAHTEHOJI MOXKe J1a KOMIICHCHPA U TIOBUINICHATA HYX/a OT
MAaHTOTEHOBA KUCEJIMHA HA YBpEeHATa KOXKa WU JINTABULIA.

5.2 ®apmakoKMHETHYHH CBOWCTBA

Kcunomemaszonuros xuopoxiopuo

Crnen Ha3aIHO MPWIOKEHUE HA KCHJIOMETA30IMHOB XUIPOXJIOPH, A0COPOHPAHOTO KOJIHMIECTBO
JIEKapCTBEH MPOJIYKT MOXeE Ja € IOCTaThYHO, 32 JIa TIPeIN3BUKa CHCTEMHHU e(eKTH, HanpuMep B
LEHTpaJIHaTa HEPBHA CHCTEMa U/HJIH ChbpACYHOCHOBATa CUCTEMA.

Hsma papmMakoKnHETHYHM TaHHM OT MPOYYBaHUs BBPXY XOpa.

Jlexcnanmenon

Jexcniantenon ce abcopOupa npe3 KokaTa U c€ OKUCIISIBA €H3UMHO J0 MMAaHTOTEHOBA KUCEIHHA B
opranu3ma. B ma3mara BUTaMHHBT Ce TPaHCIIOPTUPA, CBbp3aH ¢ nmpoTenHH. [lanToTeHOBaTa
KHCEJIMHA € KOMIIOHEHT Ha KOSH3UM A, KOWTO y4acTBa B MHOTO OMOXMMHUYHU rporiecy. Hama
00CTOIHM NpOy4BaHUs BEPXY MeTa00IM3Ma Ha AEKCIIAaHTEHOJ B KoxkaTa 1 Jimrasunara. 60% mo 70%
OT IepopaiHO IpHUeTaTa J03a ce oTaess upe3 ypunata u 30% no 40% upes pexanuure.



5.3 IlpeakIMHMYHH JaHHU 32 0€30MACHOCT

[Ipu npoyuBaHus BBPXy TOKCHYHOCTTA CJIE]] MOBTAPSIIO CE HA3JIHO MPUIOKEHHE Ha
KCUJIOMETA30JIMH BbPXY Ky4eTa He ca yCTAHOBEHH PHCKOBE 3a Oe30macHOCTTa Ipu Xopa. B mpoyusane
in vitro He € yCTaHOBEHAa MyTareHHOCT Iipu Oakrepun. Hsima HanmuuHu naHHU 3a KaHUeporeHHoct. He
ca HaOJIIOJaBaHM TEPATOreHHU e()eKTH IPH IUTBXOBE M 3aiiy. (031 HaJ TepareBTUYHUTE Ca JOBEIH
JI0 CMBPT Ha eMOpHOHA WK 10 HaMalleH pacTex Ha riona. [Ipu murbxoBe e crpsiyio 00pa3yBaHETO Ha
KbpMa. Hsma mipu3Hary 3a mpobiemu ¢ pepTruiauTeTa.

[lanTOTEHOBATAa KHCEIMHA U IPOU3BOAHUTE M KATO IEKCIAHTEHOI UMAaT MHOTO HUCKA TOKCHYHOCT.
[Ipu TecToBeTe 3a OCTpa TOKCUYHOCT CJIe/ IEPOPATTHO MPHIOKEHNE Ha AEKCIIAaHTEHO/TIAHTEHOII €
ompezeneHa cpenta JietanHa go3a (LD50) ceorBeTHO 6,25 g/kg TenecHo Tero 3a mumiku u 3,0 g/kg
TEJIECHO TEerJIo 3a 3aiiuy. HaMa HayuyHu JaHHU 3a MyTareHHH, KaHIIEPOT'€HHH U TePaTOTeHHU e(heKTH.
6. DOAPMALIEBTUYHU JAHHU

6.1 Chnucbk Ha IOMOLIHUTE BelleCTBA

HunatpueB gocdar goaekaxuapat

Kanues nquxunporen gocdar

Pa3TBOp Ha OCH3AJIKOHUEB XJIOPH/T

[Ipeuncrena Bona

6.2 HecnbBMecTHMOCTH

Henpunoxunmo.

6.3 Cpoxk Ha roaHOCT

3 roauHu

CpoK Ha rOJIHOCT Clie/i MPBOTO OTBapsiHE HA OyTHIIKaTa: 24 CeAMUITH.

6.4 Crnenuananm yca0BHs HA CbXpaHeHHe

[a He ce cpxpansBa npu temmeparypa Haxg 25°C.

6.5 Buau chabp:KaHue HA ONAKOBKATA

Byrunka ot monmuerunen c Bucoka mrsTHOCT (HDPE), ¢ BMecTiMocT 15 ml u ¢ MmexanudHa po3upaiia
nommna ¢ 10308 00em 0,1 ml, ¢ nonunponunenos (PP) HakpaliHUK 3a HOCa ChC 3aIUTHA Kamayka OT
nosueTuiieH ¢ Hucka mrbTHOCT (LDPE) B kapToHeHa KyTHs.

Byrtunkata ceappka 10 ml pa3rBop.

6.6 CrnenuajaHu npeana3Hu MepKHU NPH U3XBbPJIsiHe U padoTa

Hsma cnenmaniuu u3ucKBaHus.

7. MNPUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA

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



8. HOMEP HA PABPEILIEHUETO 3A YIIOTPEBA

Peructparmonen Ne: 20210123

9. JATA HA TbPBO PA3SPEIIABAHE/TIOJHOBSIBAHE HA PASPEIIEHUETO 3A
YIHHOTPEBA

[ata Ha mepBO pazpemasane: 20.05.2021 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

30.05.2024
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