KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHMUS ITPOAYKT
Kcunoneke 0,1% peredepanus, 1 mg/ml + 50 mg/ml, cnpefi 3a Hoc, pa3TBOp
Xylodex 0,1% regeneration, 1 mg/ml + 50 mg/ml, nasal spray, solution

2. KAYECTBEH A KOJIMMECTBEH CbCTAB

Bceku 0,1 ml cripeii 3a Hoc,pa3TBOp OT cnipest chabpxa 0,1 mg KCHIOMeTa30JIMHOB XHIPOXJIOPH
(xylometazoline hydrochloride) n 5 mg nexcnaunreHon (dexpanthenol).

| ml ot pa3TBOpa CHABPKAT | MZ KCHIOMETA30IMHOB XHAPOXJIOPHA U 50 mg NeKCMaHTEHO.

[ToMOIIIHO BELECTBO C U3BECTHO JielicTBHe: OeHzankonues xuopua 0,2 mg/ml
3a MbJIHUA CIIMCBHK HA MOMOIIHHUTE BEIECTBA BHXKTE TO4YKa 6.1.
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4. K/IMHNYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

- 3a HaMaIgBaHE OTOKA Ha HOCHATa JIMraBULIa MPU XpeMa M KaTo MOATNoMaraiio jeueHue 3a
3a3/7paBsABaHE HA PaHH Ha JIMTABULIMTE, 3a JIeYeHHE Ha MapOKCH3MallHa pPHHOpes (Ba30MOTOpHA

XpﬁMﬂ) H 32 JIeYEeHHE Ha 3alyLICeH HOC CJie ornepauusa Ha HOCA.

- 3a HaMaJIIBaHe OTOKa Ha HOCHATa JIMraBuLia MpH XpeMa, CBbp3aHa C OCTPO BB3MAJICHHE Ha
OKOJIOHOCHHUTE CUHYCH (PUHOCHHY3HT).

Kcunonekce 0,1% pereHepanus e npeHa3Ha4YeH 3a Bb3PaCTHH M Jielia HaJl 6 rOAWHH.
P P P P

4.2 Jlo3upoBKAa H HAYHH HA NPHJIOXKEHHE

ﬂDS HPOBKaA

Bv3pacmuu u oeya nao 6 200unu
[To eaqHO BNpPBCKBaHE OT Crpesi BbB BCSAKA HO3Jpa MPH HYXk/1a, HO HE MOBeY€ OT 3 MbTH AHEBHO.

HDB&TB 3aBUCH OT MHAUWBHOYaJTHATa YYBCTBHTE/HOCT Ha MNMalfHEHTAa H OT KJIIMHHYHHA OTIOBOP.

Kcunonekc 0,1% perenepauus He TpsAOBa 1a ce U3MOJ3Ba NOBeYe OT 7 HH, OCBEH aKO TOBa He €
npenopbyaHo ot Jiekap. OTHOCHO NPOAB/KUTETHOCTTA Ha JIEYEHHETO NPH Aela € HeoOXxoauma
KOHCYJITaUMA C JIEKap.

[TpunoxeHueTo My MoxXe n1a 61 MOBTOPEHO CaMo CJie]l MPEKBCBAHE OT HAKOJIKO JHM.

Ha4yuH Ha NPUIOKEHHE

Hazanuo npunoxkeHue.




Kceunoaekc 0,1% pereHepauus ce BIIPbCKBa BbB BCSAKA HO3pa OT OyTHIKAaTa, KOATO € BB BEPTHKAJIHO
MOJIOXKEHHE.

[Ipeau nbpBOHavaiHa ynorpeba noMnara TpsabBa ga ce aKTUBMPA, KATO A03aTOPBT C€ HATHCHE 3-5
MbTH, JOKATO BBB Bb3JyXa c€ OCBOOOAM €JHO paBHOMEPHO KOJIM4eCTBO cripeid. J{lo3upaioro

YCTPOHCTBO MOXKe Aa Obae M3MOoI3BaHO HEMOCPEACTBEHO CJIE TOBAa, KAKTO M NMPH MOC/EABALIHTE
MPUIIOKEHHUS.

Cnen akTHBHpaHe MoMriaTa HOpMaJIHO OCTaBa 3apelieHa 3a BpeMeTO Ha O0OMYaiHKs Nepuo Ha
JieyeHue. AKO IMbPBOHAYAITHO MOMIIaTa Ha Cripes He € Oujia HalmbJIHO aKTUBMPAHa WM CIIPEAT He € Ou

ynotpebsaBaH B MPOABJLKEHHE Ha HAKOJIKO HH, Mommnara TpsaOBa OTHOBO Ja C€ aKTHBMpA C NBYKPATHO
HaTHUCKaHe.

BHuMaBaiiTe 1a He nornaaHe Cnpex B OYMTE.
1. Tloyucrere HOca CH.

2. Jpwxre 6yTHUNKaTa B M3NPaBEHO MOJIOKEHHUE C MajeLa noj OCHOBaTa U HaKpaifHWKa MeXIy JBa
npbCTA.

3. HaxsioHere rnaBsarta CH JIEKO Harlpe[ M MoCTaBeTe HaKpalHHUKa B €lHaTa HO3pa.

4. BmnpbckaiTe, KaTO €IHOBPEMEHHO BAMILATE JIEKO npe3 Hoca. [loBTopere chiara npoueaypa U 3a
Apyrara Ho3apa.

5. Cnen ynorpeba BeaHara noacylueTe HakpaifHUKA M MOCTaBETe KanaykaTta BbpXY Hero.

6. 3a na ce nMpeaoTBpaTH BB3MOXKHO pa3snpoCcTpaHeHHe Ha HH(peKLMA, cripesaT TpAOBa 1a ce U3MoJI3Ba
caMoO OT €HO JIMLE.

4.3 IIpornBOnNOKA3aHHA

To3u nexapcTBeH NMpOAYKT He TpsAOBa Ja ce U3MO0JI3Ba B CITy4ail Ha:

- CBPBbXYYBCTBUTEJIHOCT KbM aKTHBHOTO BELIECTBO UJIK KbM HAKOE OT NMOMOILIIHUTE BELIECTBA,
U30pOeHH B To4YKa 6.1,

- CYXO Bb3MaJICHHE HAa HOCHATA JIuraBuua (cyx punum),

- clieq TpaHCcCheHOUaanHa XUNMOPHU3EKTOMUA WK APYTH XUPYPrUYHH MPOLIEAYPH, JaBallly
A0CTBIN A0 MO3bYHATa OOBUBKA,

- npu 6ebera 1 aeua noa 6 roauHH.

44 ChnenHajHH NpeAynpexAeHHs H NpeANnasHH MePKH NpH ynorpeba

[lonobHo Ha aApyruTe cuMnatukoMumetTHuu, Kcunoaekc 0,1% pereHepauus TpsaOGBa na ce npunara
BHMMATETHO NMPH MALMEHTH C MOBHILIEHA YYBCTBUTEIHOCT KbM aJlpEHOMHUMETHLIH, KOATO Ce NpOsABsABa
¢ Oe3cbHHE, CBETOBBPTEXK, TPEMOP, CbPACYHH aPUTMHH HIIH NMOBHLIEHO KPBBHO HAJIAraHe.

To3u MPOAYKT T‘pﬂﬁﬂﬂ Aa CC H3MoJi3Ba CaMoO CJI€] BHUMATEC/IHA OLICHKA Ha 1oJji3ata U pUCKa MnpH
MauruCHTH.

- Ha JieYeHHe ¢ MOHOAMHHOOKCHAa3HH (MAQO) HHXHOHTOPH MJIH KOMTO ca ' MpHEMAaJTH Tpe3
MOCNAEAHHUTE ABE CEAMHLIH, HIIH IThK Ca MPHEMAJIH IPYTH JIEKapCTBa, KOUTO MOraT Jia MPUYHHAT
MOBHLIABaHE HAa KPBBHOTO HajsAraHe (B. Touka 4.5),

- C MOBHILIEHO BBTPEOYHO HaJIAraHe, 0ocOOEHO B Cy4ail Ha TECHOBI'bJIHA IJIayKOMa,

- C TeXXKH ChbpA€YHOCHAOBH 3a00/sBaHus (HanpuMep KopoHapHa 6o/lecT Ha ChpLIETO,
XHIEPTOHMA),

- ¢ (eOXPOMOLIUTOM,

- ¢ MeTaboIMTHH 3a00nsBaHUs (HaNpUMeEpP XUMEPTUPEOUAU3BM, THAOET),

- ¢ nopgupus,

- C XHMMepIuIa3us Ha npocrarara.

[Ipy mauueHTH cbe CHHAPOM Ha yab/DkeH QT uHTepBan, 1eKyBaHH ¢ KCHIIOMETA30JIMH, MOXE
MOBHILEH PUCK OT CEPHO3HU BEHTPHKYJIAPHH apUTMHH.



ITpu XpOHHYHH HACTHHKH TPAGBA J]a Ce MpUJIara camMo MO MEAHLIMHCKO HaGIOAEH e, Thil KaTo UMa
PHCK OT H3TbHSABaHE HA HOCHATA JIMTaBHULA.

JlonbaHurenHa uHpopmarus:

HAwnrocpoyHara ynorpeba Ha CHMNaTHKOMUMETHLM WM YNOTpe6aTa UM B 103H, O-BUCOKH OT
[PENIOPBYBAHHTE, MOXE Na NPUYHHH PEaKTHBHA XMIIEPEMHSA Ha HOCHATa JiuraBuua. B pesynrar Ha
TO3H pebayHA eeKT Mode 1a HACTBIH CTECHABAHE Ha BH3AYILHHUTE MHTHIIA, KOETO 13 JOBEe 110
[MOBTapslIa C€ WK HEMpPEeKbCHATa ynoTpeda Ha IeKapcTBEHHUS NMPOAYKT OT naumeHTa. [TocneacTeusTa
Ca XpOHHYEH OTOK (Meouxkamenmo3sen punum) u aTpodus Ha HOCHATA JIUraBULIA.

[Tpu mo-nexure Ciyyau Moxe Aa ce OGMUCITH MbPBOHAYANHO NMPEKPaTABaHE Ha MPUIAraHETO Ha

CUMNAaTHKOMHMETHKa B €HaTa HO3/Ipa (3a Jja ce MOAABpXKa MIOHE YaCTUYHO AMILIAHETO Mpe3 Hoca) U ClIe]
KaTo CHMNTOMHTE OTLUYMAT, a Ce Crpe NMpHJiaraHeTo My M B ipyraTa Ho3pa.

3a 1a ce HaMalM PUCKBT OT Pa3NpPOCTPAHEHHE HA MHPEKLIMATA, TIEKAPCTBEHHAT MPOAYKT He TpsaOBa aa
C€ H3M0JI3Ba OT MOBEYE OT €JIHO JIMLIE U HaKPaiHUKLT TPAOBaA a ce M3IUIaKkBa cien ynoTpeba.

To3u nekapeTBeH npoaykT cbabpika 0,2 mg GEH3aIKOHHEB XJIOPH. BbB BCEKH MWIHJIUTBP.
beH3aIKOHHEBHAT XJIOPHA MOJKE /1a NPeN3BHKA APa3sHEHEe WK OTOK BETPE B HOCA, 0COGEHO aKo ce
M3M0/13Ba NMPOABKHTEITHO.

4.5 B3aumoneiicTBre ¢ ApPYrH JieKapCTBEHH NPOAYKTH H ApYra ¢popMH Ha B3aHMoOAeiicTBHe

Kcunomemasonunog xuopoxnopuo

EnHoBpeMeHHaTa ynotpe6a Ha KCHIIOMETa30/IMH ¢ MOHOAMHHOOKCHIA3HH (MAO) uaxuburopu uim
TPULMKIIHYHH aHTH/IENPECAHTH H MOBHILABAIIH KPBBHOTO HAIATaHE JIEKAPCTBA MOXKE 1a MPHYHHH

MOBHINABAHE HA KPBBHOTO HAJIAraHEe, KOETO Ce AB/DKM Ha €(PEKTHTE HA Te3H BELIECTBA BHPXY
CbpAEYHOCHAOBATAa CUCTEMA.

EnHoBpeMeHHaTa ynoTpeba Ha KCHIIOMETA30/MH ¢ JPYTrH CUMNIATHKOMHMETHLHY (Hanpumep edeapuH,
ncepnoedenpuH) TpsaGBa na ce U3GArBa nopaau cyMapHus eeKT OT TAXHOTO NeHCTRHE.

Ilexcnanmenon
He ca npoBe>xaaHu nNpoy4BaHHs 3a B3aMMOEIHCTBHE.

4.6 @epruauTeT, GpeMEHHOCT H KbPMeEHe

bpeMenHocT

[lopanu HenocTaThuHa HHpOpPMaLMS 3a yoTpe6aTa HAa KCHIIOMETa30IHHOBHS XHAPOXJIOPH] NPH
Opemennu sxeHu, Keunonexe 0,1% peresepauus He TpsGBa aa ce H3MO/3Ba MO BpeMe Ha OpeMEeHHOCT.

KbpMeHe
He e u3BecTHO naM NekapcTBEHOTO BELIECTBO KCHIOMETA30TMHOB XHAPOXJIOPHJ C€ OTIEJNA B

MaH4YHHOTO MJIIKO; mopaau ToBa Keunonekc 0,1% perenepauus He TpsaGBa aa ce M3MOJ3RA MO BpeMe
Ha KbpPMEHe.

DepTHIHTET
HsaMa noka3saTejlH4 1aHHH 3a epeKTUTE Ha KCHJIOMETa30/IMHOBHS XHAPOXJIOPHA H Ha N€KCMaHTEeHOJ1a

BbPXY (PePTHIMTETA MPH XOpa U HAMA MPOYYBAHHA BBHPXY KHBOTHH.
4.7 EdexTn BbpXy cnocoGHocTTa 32 mopupane u pabora ¢ MalIHHHK

Ipu npaBuiHa ynorpe6a TO31 JIEKapCTBEH MPOAYKT HE MOBIMABA WM MOBIHSBA [peHeopeKuMo
crnocoOHOCTTa 3a wodupaHe U paboTa ¢ MALIMHH, HO aKO NMPUYUHH YHECEHOCT/ChbHIHUBOCT, MaL|
He TpsAOBa na modupa unm na paboTH ¢ MalIHHM.

4.8 HexeJaHH JIeKAPCTBEHH peaKIHH




H30poeHHTe NMO-A0JTy HEXENAaHH JIEKapCTBEHU PEaKLMH ca KATErOPU3HPAHH MO CHCTEMHO-OPraHHH
KJIaCOBE U YECTOTH CMOpe ClieAHaTa KOHBEHLIMA: MHOro uectd (= 1/10), uectu (= 1/100 no < 1/10),

HeuecTH (2 1/1 000 no < 1/100), peaxu (= 1/10 000 xo < 1/1 000), mHoro peaku (< 1/10 000), ¢
HEHW3BECTHA 4€CTOTa (OT HAJIMYHUTE JaHHU HE MOXKE J1a Ce HaNnpaBH OLIEHKA).

HapylieHus Ha MMYHHATa CUCTEMA
Heuectu: anepruyHu peakuuu (aHruoeznem, oopus, crpoex)

HapyuieHus Ha HepBHATa cUCTEMa

MHOro peikH: HECTIOKOHCTBHE, O€3ChHHUE, MOBUIIEHA YMOPAEMOCT (YHECEHOCT, CHHIMBOCT),
rinaBobosnue, XamouMHalKy (MpeAMMHO MNpH Aena)

HapylieHus Ha ChpLETO
Penxu: cppuebueHe, Taxukapaus, XUrnepTOHHUS

MHOro peaku: apuTMHH

PecnvpaTopHH, rpbAHU U MEIHACTUHAIHH HAPYLIEHHS

MHoro peiku: yBenuyaBaHe Ha OTOKA Ha JIMTaBHLIaTa Nopaju oTciabBaHe Ha e(peKTa Ha JIEKapCTBOTO,
KPBBOTE€UYEHHE OT Hoca

C HeH3BEeCTHA YECTOoTa: MapcHe HJIH CYXO0Ta Ha HOCHAaTa JIMraBulia, KuxaHe

HaEyLUGHHH Ha MYCKYJTHO-CKECJIETHATA CHCTEMA U CHh€AHHUTE/THATA THKAH

MHoro peaku: rep4ose (MpeaAMMHO NpPH Jelia)

Cnob1aBaHe Ha NOO3UPAHH HEXKENAHH PEaKLIUK
CboOLuaBaHeToO Ha MOJ03MPaHU HEXKENaHW PeaKLUH Clell pa3pellaBaHe 3a yrnoTpeba Ha TeKapCTBeHHS

MPOAYKT € BaXkHO. ToBa no3sos1sBa a MPOAB/DKH HAGMIOA€HHETO Ha ChOTHOLIIEHHETO NOJ3a/pPUCK 3a
JIeKapCTBEHHA NMPOAYKT. OT MEAULIMHCKUTE CMNELMATMCTH C€ H3UCKBA Aa choOlIaBaT BCaka
MOJ03MpPaHa HeXeJlaHa peakLUs Yypes:

M3nbaHuTeNHA areHUMs no JeKapcTBara

yia. ,,JJamsaH I'pyes* Ne 8

1303 Codus

Ten.: +35 928903417
yebcaiT: www.bda.bg

4.9 IIpepo3upane

Kcunomemasonuros xuopoxnopuo

KyinHM4HaTa KapTHHA MPH NPEeA03HpaHe ¢ MMHAA30JIOBH MPOM3BOAHH MOXKe /1a € 06BpKBalLa, Thii
KaTo € Bb3MOXKHO Jla Ce peyBaT ()a3u Ha CTUMYJalMs U MOTUCKaHEe Ha LIEHTPAIIHATA HEPBHA CUCTEMa
U CbpAEYHOCHA0OBATA CHCTEMA.

OcobeHo npH Aeua, Npeao3UPaHETO YECTO BOAH 10 €(eKTH BbpXY LIEHTpAIHATA HEPBHA CUCTEMA C
rbpYOBE M KOMa, OpaauKapaus, anHes U XMINePTOHHU, KOATO MOXKE /1a MPEMUHE B XMIOTOHHS.
CHMNTOMHTE NPH CTHMY/NaLKA Ha LICHTpaJIHaTa HEpBHA CHCTEMA Ca TPEBOXKHOCT, Bb30ya,
XaJIIOLIMHALIMM U I'bPYOBE.

CHMNTOMHTE MpPH MOTHCKaHE Ha LIEHTPAJTHATA HePBHA CHCTEMA Ca MOHIKEHA TeJleCHa TeMIepaTypa,
NeTaprus, CbHIMBOCT H KOMa.

Morar na ce NOSBAT C/IEAHHTE JAOMBJIHUTEHH CHMITTOMH: MH03a, MHpHAa3a, IOTEHE, TpeckKa,
OneqHOCT, LMAHO3a, rajieHe, TaxMKapaus, Gpaqukapaus, CbpAeyHa apUTMHUS, CITUPaHe Ha ChpAEYHATA

JIHHOCT, XHIEPTOHHA, MOAOOHA Ha IIOK XHUIIOTOHHS, 6el0ApO6EeH OTOK, JUXATEIHH HapyIISHHS |
CNUpaHe Ha QUILIAHETO.

MepkH npu npeao3upaHe

[Ipn Texko npeno3rpaHe ce Hajlara HHTEH3UBHO JiedeHue B 6omuuua. Trif kaTo
KCHJIOMETa30/IMHOBUAT XHAPOXJIOPHA ce abcopbupa 6bp30, He3abaBHO TpAOBa a ce MPUIIOK
aKTHBEH BbIVIEH (aACOPOEHT), HaTpHEB CyNdaT (JJaKCaTHB) MIIM CTOMALIHA MPOMMBKA (C roJis




KOJIMYECTBO TEYHOCT). 3a MOHMXXABaHE Ha KPHBHOTO HAJIITAHE MOXKE J1a CE MPUJIOKH U HEeCeIEKTHBEH
anga-6okep. IIpoTHBOMOKA3aHO € U3MO3BaHETO Ha Ba3ONPecOpH. AKO € HEOGXOAHMO, Ce MPHIAraT
JIeKapcTBa 32 MOHWKaBaHE Ha TeMIepaTypaTa, aHTUKOHBYJICAHTH WJIH Ce NMPaBU KMCIOPOAHA
MHXaaLuA.

Jlexcnanmenon
[TanTOTEHOBaTa KHCENMHA U HEHHTE NPOM3BOAHH, B TOBA YUC/IO H AEKCIAHTEHO, NpOoABsABAT HUCKA
TOKCHYHOCT. He ce Hanara B3uMaHeTO Ha CieLMalTHi MEPKH TPH NpeJo3HpaHe.

5. @®APMAKOJIOTHYHHU CBOMCTBA

5.1 dapmakoaHHAMHYHH CBOliCTBA

(apMakoTepaneBTH4Ha Ipyrna: AeKOHTeCTaHTH H IPYTH HA3aJIHK NpenapaTH 3a JIOKaTHa yroTpeba,

CHMITaTHKOMHMETHLIH, KOMOMHaUKH 6€3 KOPTUKOCTEPOU/IH.
ATC kon: RO1ABO06

Kcunomemasonurnoe xuopoxnopuo

KcunomMeTa3onuHOBUAT XHAPOXJIOPHA, MPOU3BOAHO HA HMMA30/1a, € CHMIIATUKOMHMETHK, KOHTO
JICHCTBa NMPEAHMHO BbpXY anda-anpeHepruyHute peuentopu. Toil npeau3BUKBa CBHBaHE Ha
KPbBOHOCHHTE CHJIOBE H IO TO3H HA4YHH HaMaJIsiBa OTOKA HA HOCHaTa nurasuua. EQekTsT HacTbNBa B
paMKuTe Ha 5-10 MHHYTH, KaTO BC/IEACTBHE Ha HAMAIABAHETO HA OTOKA M MO-A06POTO OTTHYAHE Ha
CeKpeTa ce yJIECHABa AHWLIAHETO Npe3 Hoca.

Ilexcnarnmenon

JAekcnanreHon (D-(+)-naHTOTEHHIOB aTKOXO0JT) € aIKOXOJIHMAT aHAJIOT HA NMAHTOTEHOBATA KHCEIUHA U
nopaau MeXAWHHOTO CH npeobpa3yBaHe MMa ChillaTa GMONIOrHYHA AKTHBHOCT KaTO MaHTOTEHOBATA
kucesnrHa. Toii ce cBbp3Ba KbM AeKcTpopoTaTtopHata D-koHurypauus. [JaHTOTEHOBaTa KHCETHHA 1
COJIUTE ¥ Ca BOAOPAa3TBOPHMH BHTAMHMHH, KOUTO cjie]l mpeo6Gpa3yBaHe B TAIOTO 10 OCHOBHHS
KOMIOHEHT Ha KOCH3UM A y4acTBaT B MHOXECTBO METaGONIMTHH MPOLIECH, HANPUMEP MOANOMAraHeTo
Ha OENThYHHA U KOPTHKOCTEPOHIHHSA CHHTE3, M MPOAYLIMPAHETO Ha aHTHTeNA. KOSH3UM A e BakeH u
3a 00pa3yBaHeTO Ha JIMMHIM, HAMPHMEP KOXKHHTE Ma3HWHH, KOUTO MMAT BayKHA 3alHTHA QyHKLMS,
KaKTO H 32 aLIeTH/IMPAHETO Ha aMMHO3aXapuTe, KOMTO Y4acTBaT B CHHTE3a Ha Pa3/IMuHH
MYKOMNOJIH3aXapHIH.

XapaKTepHH 3a JIEKCNaHTEHOJI Ca HErOBHTE NpENa3BaLly eMUTENa 1 3a3/IpaBsBallld paHHTE CBOMCTBA.
[IpunoxeHHeTo Ha IEKCNAaHTEHOI MPH TLUTbXOBE ¢ AEKCMIAHTEHOTHA HEOCTATHYHOCT OKAa3Ba TpOPHUEH
edeKkT BbpXY KOoXKaTa.

[IpunoxeH BbHLIHO, NEKCNAHTEHON/MIAHTEHON MOXeE N1a KOMIEHCHPA M MOBUILIEHATa HY>X1a oT
MaHTOTEHOBA KMCEJIMHA Ha YBpEeIeHaTa K0XKa WM JIMraBULa.

5.2 ®apmMakoKHHETHYHH CBOHCTBA

Kcunomemasonuros xudpoxnopuo

Cnen Ha3alHO MPUIOKEHHE HA KCHIIOMETA30/IMHOB XHIPOXJIOPHI, abcopOMpaHOTO KONMHYECTBO
JICKapCTBEH NPOLYKT MOXeE 1a € NOCTaTbYHO, 3a /1a NPeU3BMKA CHCTeMHH e()eKTH, HanpuMep B
LICHTpaJIHaTa HEPBHA CHCTEMa H/WJIH ChPAEYHOCHAOBATA CHCTEMA.

Hama papMakoKHHETHYHH JaHHH OT MPOYYBAHHKS BBPXY XOpa.

Lexcnanmenon

HexcnanteHon ce abcopGrpa npes KOXKaTa U ce OKMC/IABA EH3UMHO /10 MAHTOTEHOBA KHCEIHHA B
OpraHusma. B nja3sMaTa BATAMHHBT C€ TPAHCIIOPTHPA, CBbP3aH ¢ MPOTerHH. [laHTOTeHOBaTa
KHCETHHA € KOMIOHEHT Ha KOEH3HM A, KOMTO y4acTBa B MHOTO GHOXMMMYHM nipouecH. Hama
00CTOHHH NPOYYBaHHA BBPXY MeTabOMH3Ma Ha ICKCTIAHTEHOJ B KOXATa M JIMraBHLaTa. 60% i
OT NEpOpajHO NpHeTaTa 103a ce OTAeNs upe3 ypuHata H 30% no 40% upes dexanuure.




5.3 IlpeAkIHHHYHH JaHHH 32 6e30MacCHOCT

[Ipu npoyyBaHHs BbpPXYy TOKCHYHOCTTA CJI€ MOBTAPALIO C€ Ha3aJIHO NMPUJIOXKEHHE Ha
KCHJIOMETa30/IHH BbpPXY Ky4eTa He Ca yCTaHOBEHH PUCKOBe 3a Oe30macHOCTTa IpH Xopa. B npoyusaxe
in vitro He € YCTaHOBE€HAa MYTareHHOCT NnpH 6akrepuu. HaMa HanuvHM naHHM 3a KaHUeporeHHocT. He
ca HaO/lolaBaHH TEPaTOreHHH €(PEeKTH NMpH TUTbXOBE M 3aiiuu. 031 Haa TepaneBTHYHHUTE ca JOBEIH
10 CMBPT Ha eMOpHOHa WM [0 HaMaJIeH pacTex Ha rwioaa. [Ipu rurbxoBe e cripsayio o6pa3yBaHeTo Ha
kbpMa. Hama npu3Hauu 3a npobnemu ¢ ¢peprunurera.

[lanTOTEHOBaTa KHCETHHA U MPOU3BOAHUTE M KaTO AEKCMIAHTEHO UMAT MHOIO HHCKa TOKCHYHOCT.
[1pu TecToBeTe 3a OCTpa TOKCHYHOCT ClIe[ NEPOPATHO NMPUIIOKEHHE Ha JIEKCTIAHTEHO/TIaHTEHOI €
onpezeneHa cpeaHa netanHa ao3a (LD50) crorBeTHO 6,25 g/kg TenecHo Terno 3a Muiku u 3,0 g/kg
TeJIECHO TerJIo 3a 3aiuu. Hama Hay4yHH aHHH 32 MyTar€HHH, KaHLIEPOreHHU U TePaTOreHHH e(exTH.

6. ©®APMAIIEBTUYHH JTAHHH

6.1 ChnHcbK HA NOMOIIHHTE BellecTBa

HuHarpueB docdaTt noaekaxuapar
KanueB auxuaporeH ¢ocdar
Pa3TBOp Ha O€H3aNTKOHHUEB XJIOPH

[IpeuncreHa Bona

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHocT

3 roauHU

Cpok Ha rogHOCT ciie] MbPBOTO OTBapsiHe Ha OyTHiKara: 24 ceIMHLK.
6.4 ChnennajaHH yC/JIOBHSl HA CbXPaHEHHE

Jla He ce cbXpaHsaBa npu TeMneparypa Hax 25°C.

6.5 Buan cbabpkaHHe HA OMAKOBKATA

bytunka or nonuerunex ¢ Bucoka misTHOCT (HDPE), ¢ BMecTiMOocT 15 ml 1 ¢ MexauuuHa fo3uparua
rnomrna ¢ 10308 06eM 0,1 ml, ¢ monunponuneHoB (PP) HakpaiiHHK 3a HOCa ChC 3allUTHA Kanayka OT
nojiueTuyIeH ¢ HUCKa IIbTHOCT (LDPE) B kapToHeHa kyTus.

byrunkara ceabppxka 10 ml pasrsop.

6.6 CneunajHu NpeANa3sHH MEPKH NPH H3XBBbPJAHE H pabora

HsaMma creuMa s U3UCKBaHUA.

7.  IIPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

Zaklady Farmaceutyczne Polpharma S.A.
ul. Pelplinska 19
83-200 Starogard Gdanski, ITonua




8. HOMEP HA PASPEIIEHUETO 3A YIIOTPEBA

Peructpauunonen Ne: 20210123

9. JATA HA ITBPBO PA3PEITABAHE/TIOAHOBSABAHE HA PABPEIIEHUETO 3A
YIIOTPEBA

Harta Ha mbpBO pa3pewasane: 20.05.2021 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA




