KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHMUA IMTPOAYKT

Kcunonexkc 0,1% perenepauus, 1 mg/ml + 50 mg/ml, cnpeii 3a Hoc, pa3TBOp
Xylodex 0,1% regeneration, 1 mg/ml + 50 mg/ml, nasal spray, solution

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Bceku 0,1 ml cnipeii 3a Hoc,pa3TBOp OT cripes cbabpka 0,1 mg KCHIOMETa30JIMHOB XUAPOXJIOPUA
(xylometazoline hydrochloride) u 5 mg nexcnanreHnon (dexpanthenol).

1 ml ot pa3rBOpa ChABPXKAT | MZ KCHJIOMETA30JIMHOB XHAPOXJI0pHA U S0 mg AEKCNAHTEHOI.

[ToMOLIHO BELIECTBO C U3BECTHO AeicTBUE: OeH3ankoHueB xyopua 0,2 mg/ml
3a MbJIHUA CNUCHK HA TMTOMOIIHUTE BellecTBa BU)XTe Touka 6.1.
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4.1 TepaneBTHYHH NOKA3ZAHUA

- 3a HaMaJIIBaHEe OTOKAa Ha HOCHATa JIMraBulia [MPpH XpE€MaA H KaToO noanomMaramuio JE4€HHUE 3a
3a3/ipaBABaHC HA PAHH HaA JIMFABHLMUTE, 34 JICHCHHUE HA [TAPOKCH3MaJIHA PHHOPECA (B&SDMOTDPH&
XPEMR) H 34 JICHCHHC Ha 34allyLLICH HOC CJICH OICpPdlA Ha HOCA.

- 3a HaMaJIsBaHe OTOKAa Ha HOCHATa JIMraBuLa MpU XpeMa, CBbp3aHa ¢ OCTPO Bb3MNaJICHUE Ha
OKOJIOHOCHUTE CUHYCH (PHHOCUHY3HT).

Kcunonekc 0,1% pereHepauus € npeAHa3HayeH 3a Bb3PacTHU U Jiela Haa 6 rOJAMHH.

4.2 J103HpPOBKA H HAYHH HA MPHJIOKEHHE

Io3upoBKa
Bw3pacmuu u oeya nao 6 200unu
[To eqHO BrpbCKBAHE OT CIIpesi BbB BCSAKA HO3/pa MPH HYXJa, HO HE ToBeYe OT 3 MbTH AHEBHO.

I[O?.B.TH 3aBHCH OT HHAHUBHAYAJTHATA YYBCTBHTCJIHOCT Ha NALMHEHTA H OT KIIHHUYHHUA OTTOBOP.

Kcunoaekc 0,1% pereHepauus He TpsOBa a ce U3M0J13Ba MoBeye OT 7 AHH, OCBEH aKO TOBA HE €
NnpenopbYaHo ot Jiekap. OTHOCHO NMPOABIKUTEIHOCTTA Ha JICUEHHUETO MPH JeLa € Heodxoauma
KOHCYJITaLMs C JieKap.

HayuH Ha NpHI0XKEHHE

HazanHo npuiioxeHue.




Kcunoneke 0,1% pereHepauus ce BNIPbCKBa BbB BCAKA HO3Ipa OT OYTHIIKATA, KOATO € BBB BEPTHKATHO
MOJIOKEHHE.

[Tpenu wepBOoHaYanHa ynorpeba noMnara TpadOBa Ja ce akTHBUPa, KaTO A03ATOPHT C& HATHCHE 3-5
ITETH, AOKATO BBB Bh3AYyXa ¢€ 0CBO0OIH eAHO PaBHOMEPHO KOJIHYeCTBO cnpeit. Josupairoro
yCTpolCcTBO MOXKe Ja Obe H3NOA3BAHO HENOCPEACTBEHO CICA TOBA, KAKTO U NIPH MOCICABALLHTE
MPUIOCKEHHS.

Cnen akTuBHpaHe NOMITaTa HOPMAJIHO OCTaBa 3apeNeHa 3a BpeMETO Ha OOHYaiiHHA nepHoa Ha
JIeYeHne. AKO ITbPBOHAYAIHO NOMIIATa Ha Cripes He e OWia HaIThJIHO aKTHBHpaHa MIIH CIIpEAT He € QU
ynorpefaBaH B NpOTb/DKEHHE HA HAKOJIKO AHH, MoMinaTa TpsabBa OTHOBO Ja ce aKTHBHpA C IBYKPATHO
HATHCKaHe.

BHuumasatiTe na He nonanHe cnpeil B ouMTe.
1. Tlouucrere HOCA CH.

2. Hppxre 6yTHNKaTa B M3IIPABEHO TOJIOXKEHHE C MAJIela N0 OCHOBATa H HaKpalfHMKa MeXAY OBa
MpBCTA.
3. HaknoHere rnaBaTa CH IeKO Hamnpes M MOCTaBETe HakpalHMKA B €IHATa HO3Apa.

4. BnpbcKaifTe, KaTo €JHOBPEMEHHO BIHINATE JIEKO Mpe3 Hoca. [ToBTopeTe chlliaTa npoleaypa H 3a
ApYraTa HO3Jpa.
5. Cnen ynorpefa BeaHara rnoacyuere HakpaltHuKa M [IOCTaBeTe Kanagkara BbpXy Hero.

6. 3a zma ce NpegoTBpaTH BH3IMOXKHO pasNpoCTPaHeHHe Ha HH(eKIHsA, CITpeAT TpAOBa Ja ce H3MmoJ3Ba
CaMo OT €XHO JIMLIE,

4.3 IIpoTHBONOKA3AHHSA

To3u nekapcTBEH NPOAYKT HE TpAOBa Ja ce U3Mo3Ba B cnyyalf Ha:

- CBPBXMYBCTBUTECHOCT KBM aKTHBHOTO BEIleCTBO MM KbM HAKOE OT MNOMOILIHUTE BElIESCTRA,
n30poeHH B TOuKaA 6.1,

- CYXO BB3laJIeHHE Ha HOCHATA JINraBULA (Cyx purum),

- cliel TpaHCCPeHOUTANTHA XUTODU3SKTOMMS WIH JAPYTH XHPYPTrUdHH IPOLEIYPH, AaBalIH
JOCTBIT 10 MO3bUHATA OOBHBKA,

- npu Oebeta ¥ Aela noa 6 roAUHA.

4.4 ChneuMannn npeaynpexieHHs H NpeaAnasHy MepkH npu ynorpeba

[TonoGHO Ha gpyrure cuMnaTHKoMHUMeTHLH, Keunogekc 0,1% peresepauns Tpadbea aa ce npuiara
BHUMATEHO NMPH NaLHEeHTH C NNOBULIEHA YYBCTBHTEIHOCT KbM aipeHOMHUMETHIIN, KOATO C€ NMPOABABA
¢ 6e3ChHUE, CBETOBBPTENK, TPEMOD, ChPACYHH APUTMHUHU UM MOBUIICHO KPBBHO HAIATAHE.

To3u npoaykT TpadBa Aa ¢€ H3MOA3Ba CaMO CJ1e/] BHUMATEIIHA OLIEHKA HA 11013aTa ¥ PUCKA IpH

MalHEeHTH:

- Ha NleueHue ¢ MOHOaMHHOOKCHIa3HH (MAQ) HHXHOUTODH WK KOUTO €A I'H MPHEMATH Npe3
MOCJIEAHUTE ABE CeAMMILIH, MIIM IThK €A MPUEMAH APYTH JIEKapCTBa, KOUTO MOTraT Ja NNPHYIHHAT
NOBUILIABAHE Ha KPBHBHOTO HayAraHe (BX. To4ka 4.5),

- C NOBUILIEHO BLTPEOYHO HanArane, ocobeHO B Ciyvaii Ha TECHOBI'BJIHA INIAYKOMa,

- ¢ TEXKH ChPACYHOCHAOBH 3a0onaBaHuA (HampuMep KopoHapHa §onecT Ha ChpLETO,
XHTIEPTOHHA),

- ¢ GeoOXpOMOLIMTOM,

- ¢ MeTabonutHu 3afonsgsaHus (HAIPUMED XHIIEPTHPEOHAUIBM, RHA0ET),

- ¢ nopdupus,

- C XUINEPILNa3us Ha NMpPOCTaTara,

[Tpu nauneHTH CHC CUHAPOM Ha yab/keH QT HHTEpBa, IeKyBaHH ¢ KCHIOMETAa30IHH, MOXKe 1a UMa
MOBHIIEH PHCK OT CEPHO3HHN BEHTPHKYJIapHH apUTMHH.




[Tpu xpoHUYHHY HACTUHKM TpAOBa Ja ce npunhara camo NoJ4 MEZHLMHCKO HabmoneHHe, Thi Karo HMa
PHCK OT M3THHABAHE HA HOCHATA JINraBULIA.

JombnHuTenHa HHpOpMaumA:

JAnarocpoyHata ynotpeda Ha CHMIIATHKOMHMETHIIM WK yrioTpedaTa HM B JO3H, ITO-BUCOKH OT
NMpenopbyBaHHTE, MOXKeE Ja NPUYHHH PCAKTHBHA XMNEPEMHA Ha HOCHATA JIMraBHLIa. B pesynrar Ha
TO3H pefayH epeKT MOXKe Aa HACThIK CTECHABAHE HA BL3AYLIHUTE [THTHIIA, KOETO Aa AOBEAE 10
TNIOBTapALLA CE WIH HEIIpeKhCHaTa yrorpeda Ha JIeKapCTBEHHS NMPOAYKT OT nauuenta. [Tocneacreusra
ca XpOHHYEH OTOK (Meduxamenmoser purum) v aTpodHs Ha HOCHATA JIMABHIIA.

I1pn no-nexuTe cay4au Moxe Aa ce 0OMUCIH MbPBOHAYAHO MPEKPATABAHE HA [IPWIAraHETo Ha
CHMNAaTHKOMHUMETHKA B €AHATA HO3pa (3a Ja ¢e MO TEP*a MOHEe YaCTHUHO AUIIAHETO Mpe3 HOCa) U CIIEH
KaTo CHMITTOMHTE OTIIYMST, [a c€ CIpe NpHiaraHeTo My H B IpyraTta Ho3apa.

3a J1a ce HaMali pHCKET OT PasNpoCTpaHEHHE Ha HHEKUMATA, TeKapCTBEHUAT NPOIYKT He Tpabsa na
ce M3MOA3Ba OT MoBeYe OT €AHO MHLEe U HakpaliHuKLT TpaOBa Ia ce H3nnakea ciel ynorpeba.

To3u nekapcTBeH NpOooyKT cpABLPAa 0,2 mg OEH3ATKOHHEB XJIOPHA BbB BCEKH MWITHIIHTEHD.
beH3aIKOHHEBHAT XJIOPHI MOXE Ia IMpeaH3BHKa Jpa3HEHe WIH OTOK BETPE B HOCA, 0COOEHO axo ce
M3I10/13Ba NMPOABJLKHTENHO,

4.5 B3auMoznelicreue ¢ APYrH JeKapCTBEHH NPOAYKTH W APYrs GOopMH HA B3aHMoneiicTBHe

Kcunomemasonrunoe xuopoxaopud

EnnoBpeMeHHaTa yrnorpeba Ha KCIIOMETa30/IMH ¢ MOHOAMHHOOKCHAa3HH (MAQO) HHXHOHTOpH HITH
TPULMKIHYHH aHTHAENPECAHTH M NMOBHINABALUN KPLBHOTO HAJIATAHE JIEKAPCTBA MOXe Ja MPHYHHH
NOBHIIABAHE HA KPBBHOTO HAJIAHE, KOETO C& IBJIKH Ha e(peKTHTE Ha Te3H BelleCTBa BbPXY
CbpAEYHOCHAOBATA CUCTEMA.

EnHoBpeMeHHara ynotpeba Ha KCHIOMETa30/IMH ¢ IPpYrH CUMNIATUKOMUMETHLIM (Hanpumep edeapuH,
ncepnoedeprH) TpadBa Aa ¢e u3bArea nopaiu CyMapHua eeKT OT TAXHOTO AelcTBHeE.

Llexcnanmernon
He ca ripoBeXIaHH NMPOYYBAHHA 34 B3aUMOJEHCTBHE,

4.6 DepTHIHTET, OPEMEHHOCT H KbPMEHE

bpeMeHHOCT
[Topanu veaocraThuHa UHPOPMALUHA 32 ynoTpedaTa Ha KCHIOMETA30IHHOBUA XHAPOXJIOPHI NIPH
6peMeHHn xeHH, Kcunonekc 0,1% peresepanus He TpaOBa aa ce U3IMOJ3Ba 10 BpeMe Ha OpeMeHHOCT,

KbpMeHe
He e U3BECTHO JaIH NTEKApCTBEHOTO BELUECTBO KCHIOMETA30JIMHOB XHAPOXJIOPHA C€ OTAENA B

Mat4yuHOTO MJIAKO; nopaau ToBa Kcunoaeke 0,1% pereHepaia He TpAGBa na ce H3N03Ba MO BpeMe
Ha KbPMEHE,

QepTHIUTET
HsmMa noxasaTenHd JaHHH 3a €PEeKTHTE Ha KCHIIOMETA30MHOBHA XHAPOXJIOPH H Ha IeKCIIaHTEHO1a
BbpXY depTHIHMTETA ITPH XOpa H HAMA [TPOYUYBaHHA BBPXY XKHUBOTHH.

4.7 EdexTH BLpXy criocobHocTTa 3a modupaHe H pabora ¢ MAINHH

[Ipn npasnaHa yriotpefa TO3H JIGKapCTBEH MPOLYKT He MOBJIKABA HIH NOBIUABA NpeHeOpexumo
criocoGHOCTTA 3a WodupaHe U paboTa ¢ MAIIHHHK, HO aKO NIPUYHHH YHECEHOCT/CHHIMBOCT, NallMeHTHT
He Tps0Ba Aa wodupa Uiy Aa paboTH ¢ MalUMHH.

4.8 HexenaHn JeKapCTBEHH PEAKIHH




U3bpoeHuTe mo-goNny HexelaH! JIEKAPCTBEHH peakuly ¢a KaTeropH3HpaHH 110 CHCTEMHO-OPTraHHH
KJIACOBE ¥ YECTOTH CIOpEH CNeAHATA KOHBEHIMA: MHOTO decTH (2 1/10), yects (= 1/100 no < 1/10),

HeyecTH (2 1/1 000 oo < 1/100), peaxu (= 1/10 000 o < 1/1 000), mrOrO peaxu (< 1/10 000),
HEM3BECTHA YecToTa (OT HATMYHHTE JaHHHM He MOXKE J]a C€ HAIpaBH OLICHKA).

HapymieHud Ha MMYHHATa CHCTEMa
HeuecTH: anepri4Hy peaklMu (aHrHoeaeM, odpus, copbex)

Hapyuienys Ha HEPBHATA CHCTEMA
Muoro peaxy: Hecnioxo¥icTBue, 6€3ChHHE, MTOBHMICHA YMOPAEMOCT (YHECEHOCT, CHHIIMBOCT),

rnaso6omnue, XaTIoHHALHY (TTpeIMMHO NPY Aela)

HapyiueHus Ha ChPLIETO
Penxu: copuebHeHe, TaxHKapAUA, XHIIEPTOHHUA

MHOro peaKku: apuTMHH

PecnvparOpHy, rPLIHH H METHACTHHAITHH HAPYIICHHA
MHOro peAxH: YBeJJHYaBaHe Ha OTOKA Ha JIMraBHLATA NopaaH orciabBaHe HAa edeKTa Ha 1eKapCTBOTO,

KPBbBOTEYEHHE OT HOCA
C HeH3BECTHA YECTOTA: MapeHe WM CyX0Ta Ha HOCHATa JIMraBHlUa, KHXaHe

HapyuwieHus Ha MYCKYTHO-CKEJIETHATA CHCTEMA M ChEIHHUTENIHATA ThKaH
MHoOro peaku: rep4ose (NpeAUMHO TNIPY Aeua)

CrobliaBaHe Ha NONO3MPAHH HEXETaHH PeaklHH
CpobIaBaneTo Ha MON03HPAHH HEeXKEeNaHHW peakuHH ciell pajpeimasaHe 3a ynorpeda Ha jieKapcTBeHHA

NpOAYKT € BaXHO. ToBa NO3BOJABA Aa NPOAB/KH HACMIOAEHHETO HA CHOTHOLUEHHETO MOJI3a/PHCK 3a
NEKApCTBEeHHA NPORYKT. OT MEAULMHCKUTE CHICHHATMCTH Ce H3HCKBA Aa ChOOIIABAT BCAKA
110J03MpaHa HeKeNlaHa peaklus Ypes:

H3mbIHUTENHA areHUMA 1o jieKapcTsara

ya. ,,JamaH ['pyep* Ne §

1303 Codus

Ten.: +35 928903417

yeOcaliT: www.bda.bg

4.9 Ilpenposupane

Kcuromemaszonuroe xuopoxnopuo

KnuHn4yHaTa KapTHHA NPH Npeao3upaHe ¢ UMHIA30/I0BU IPOU3BOAHM MOXE 1a € o0BbpKBaula, ThH
KaTO € BB3MOIKHO Ja ce peayBar ¢a3y Ha CTHMYJalKA ¥ [TOTHCKAHE Ha LIEHTpalHaTa HepBHA CHCTEMA
H CbpIEYHOCHI0BATA CHCTEMA.

OcoleHo npH Aelia, NpeIo3HPaHeTO YeCTO BOOM A0 €PEKTH BBPXY LIEHTPaNHAaTa HEpBHA CHCTEMa C
[bpPUOBE U KOMA, OpaauKkapaus, afHes H XUIEPTOHHA, KOATO MOXE 1a IPEMHHE B XUMOTOHHA.
CHMNTOMMTE NIPH CTUMYNALIMA Ha [IEHTpaJiHaTa HepPBHA CHCTEMa Ca TPEBOXKHOCT, Bb30yAa,
XUMIOLMHALUHA H FEPYOBE.

CHMITTOMHTE MPH NOTHCKaHe Ha LICHTPAIHATA HEPBHA CHCTEMA Ca NOHIDKEHa TelIeCHA TEMIICPaTypa,
NeTaprus, CbHINBOCT H KOMA,

Morart Aa ¢ce NOABAT CJISOHHTE JOMTBIHUTETHH CHMITTOMH: MHO3a, MHIpHa3a, MOTeHe, TPecka,
6aeIHOCT, MAHO3a, rafieHe, TaXuKapanus, Opalukapanda, CbpAcHHa apHTMHS, CIIUpaHe Ha CbpACYHATA
OeHHOCT, XHIIEPTOHHA, Togo0Ha Ha OK XMNOTOHHA, OenoipobeH OTOK, JUXATEIHY HapyIICHHA H
CTIMpaHe Ha JHIIAHETO.

Mepxky npH npeao3upaHe
[TpH TeXKO NpeAO3UpaHe C& Hanara MHTeH3MBHO feueHKe B OomHuua. Thi K

KCHJIOMETA30JHHOBHAT XMAPOXopHUa ce abcopbupa Obp30, HE3abaBHO TpA
aKTHBEH BbrieH (ancopbenr), HaTpueB cyndar (J1aKkCaTHB) HIH CTOMAIIH




KOJIMYECTBO TEYHOCT). 3a MOHH)KaBaHe HA KPbBHOTO HANAraHe MOXe J1a ce MPWIOKH ¥ HECENIEKTHBEH
anda-6aokep. IIpoTHBONOKA3aHO € H3NMON3BAHETO HA Ba30NMPECOPH. AKO € HeoOX0aUMO, ce MpHUarar
NeKapCTBa 3a MOHMKABaHE HAa TEMIEPaTypaTa, aHTUKOHBYJICAHTH HIIH C€ NPaBH KHCIOPOAHA
MHXANALIKA,

Hexcnanmeron
[TanTOoTEHOBATA KHCENHHA H HeHHHUTE MPOH3BONHH, B TOBA YHCIIO H ACKCNTAHTEHOJ, MPOABABAT HHCKA

TOKCHYHOCT. He ce Hanara B3MMaHeTo Ha CneLMatHid MEpKH NMpH NMpeao3upaHe,

5, GAPMAKOJIOTHYHU CBOMCTBA
3.1 MdapMaxkoAHHAMHYHN CBOHCTBA

dapMakoTepaneBTHYHA rpyna: JeKOHIeCTaHTH U APYIY HA34THH NpEnapaTH 3a foKanHa ynotpeba,
CHMITIaTHKOMHMETHLH, KOMOHHaIMHK §e3 KOPTHKOCTEPOHIH.
ATC xon: RO1AB06

Kcunomemazonunoe xuopoxnopud

KcnnoMeTa3oJMHOBUAT XUAPOXJIOPUA, NPOU3BOAHO HA KHMHAA30/1a, € CHMIIATHKOMHMETHK, KOHTO
neficTBa NpedMMHO BBPXY anda-aapeHepruyHuTe peuentopi. ToH npeau3BHKpa CBHBaHe Ha
KPBEBOHOCHHTE ChZOBE H IO TO3H HAYHH HaMaJIABa OTOKa Ha HOCHATA JIMrasula. E¢exTsT HacThnBa B
paMKHTe Ha 5-10 MHHYTH, KaTO BCICACTBHE HA HAMAJIABAHETO HA OTOKA H NO-N00pOTO OTTHYAHE Ha
CEKpeTa ¢e yJIeCHABA ANIIAHEeTO Mpe3 Hoca.

Hexcnarumenon

HexkcnanteHon (D-(+)-NaHTOTEHHIOB AJIKOXOJ) € aNKOXOJHUAT aHaJIOr Ha MAHTOTEHOBATa KHCENHHA H
nopagH MEXIUHHOTO CH npecOpasyBaHe UMa ChiaTa OHOJIOrHHMHA aKTUBHOCT KaTO MaHTOTEHOBATA
kucemHa. Tol ce CBbP3Ra KBM JAEKCTpopoTaTopHaTa D-koHQHrypatmd. [laHTOoTEeHOBaTa KUCENIHHA H
COJIMTE W ¢a BOAOPA3TBOPHUMH BUTAMUHH, KOUTO cliell npeobpa3ysaHe B TANOTO A0 OCHOBHUA
KOMITOHEHT Ha KOGH3UM A y4aCTBAaT B MHOXKECTBO METa0OJMTHH MPOLECH, HaNlpUMep NOANOMaraHeTo
Ha 6eNTHYHHA U KOPTHKOCTEPOHIHUA CHHTE3, U MPOAYLIMPAHETO Ha aHTHUTeNa. KOeH3MM A € BaXKeH U
3a 00pasyBaHeTO Ha TUIIAAH, HAITPHMEP KOXKHUTE Ma3HHHH, KOUTO HMAT BaXKHA 3alIMTHa (DyHKIIHI,
KaKTO H 3a aleTHIHPaHEeTO HA aMMHO3aXapHuTe, KOUTO YUacTBaT B CHHTE3a Ha pa3iiHH
MYKOTONMU3axXapHaH.

XapakTepHH 3a JEKCAHTEHOJ Ca HErOBHTE NpEANna3BaliH eNUTeNa U 3a3ApaBsBalliy paHUTe CBOHCTRA.
[MpunoxkeHNeTo Ha ASKCIMAHTEHON MTPH IUTHXOBE C AEKCIIAHTEHOMHA HEJOCTATBYHOCT OKa3Ba TpOPHUEH
e(eKT BPXY KOXKaTa.

IpunoxeH BbHIUHO, JEKCIIAHTEHOJI/NAHTEHO MOXKE Ja KOMIIEHCHpa H NOBHLIEHATa HyXJa OT
MAHTOTEHOBA KUCE/NWHA HA yBpeAcHaTa KOXXa WIH JIMraBHLa.

3.2 (PApMAKOKHHETHYHH CBOHCTBA

Kcunomemazonunog xudpoxnopuod

Cnea Ha3aNnHO NPHJIOKEHHEe Ha KCHIOMETA30MMHOB XUAPOXJIOpH, abcopOHpaHOTO KONHYECTBO
nexapCcTBeH NMPOOYKT MOXe 2 € JOCTaTh4HO, 34 Ja NMpeAU3BHKA CUCTEMHH e(EeKTH, HallpHMeED B
HEHTPATHATAa HEPBHA CHCTEMA W/WIH ChPAEUYHOCHA0BATa CHCTEMA,

Hsama papMakOKHHETHYHH JaHHH OT NMpOyYBaHHA BBPXY XOpa.

Hexcnarnmenon

HexcnanTenon ce abcopbupa npes Koxara U ¢e OKHC/IIBA €H3HMHO A0 MAaHTOTEHOBA KMCEIHHA B
opraiuiMa. B mnasMara BUTaMMHBT C€ TPAHCIIOPTHPA, CBBP3aH ¢ NPOTeHHH. [laHTOTEHOBaTA
KHCeJIMHA € KOMIIOHEHT Ha KOeH3UM A, KOWTO yyacTtBa B MHOro OMOXMMHYHH NpouecH. Hama
obcroliny npoy4ysaHHA BpXY MeTaGoNH3Ma Ha AEKCIIAHTEHON B KoxkaTa K urasHyara. 0% no 70%
OT ITepOpaNHo MpHeTaTa 1032 ce oTaens ype3 ypuHara u 30% no 40% 4pe3 dex@tipmrne




5.3 IIpeakaHHuuHH JaHHH 33 6e3onmacHOCT

IIpu Mpoy4YBaHHA BEPXY TOKCHYHOCTTA CJIEA ITOBTAPAINO CE HA3ATHO [PUNOKEHHE Ha
KCWIOMETA30JMHH BBPXY Kyuera He ca YCTAaHOBEHHM PUCKOBE 32 Ge30nacHoCTTa IMpH Xopa. B npoyysaHe
in vitro He € YCTAHOBEHAa MYTarcHHOCT npu OakTepuu. HaMa HaNMHYHH AaHHH 33 KaHLIepOreHHOCT. He
ca HabmoaaBaHHu TepaTOreHHH eeKTH NPH NAIBXO0BE H 3aiii. (03U Had TepaneBTHYHHTE ca AOBENH
10 CMBPT Ha eMOpHOHA WM 10 HAMAaJICH pacTeX Ha mutoaa. [Ipu rurbxose e cnipano obpasyBaHeTo Ha
kbpMa. HaMa npu3Hauu 3a npobnemu ¢ deprunurera.

[TaHTOTEHOBATA KHCEIHRA M ITPOM3BOAHHUTE H KaTO AEKCIIAHTEHON HMAT MHOI0 HHCKa TOKCHYHOCT.
[Tpu TecTOBETE 32 OCTPa TOKCHYHOCT ClEeA MEPOPATHO NMPHJIOKEHHE Ha ACKCTIAHTEHOJ/MTAHTEHON €

ornpeaelieHa cpeaHa neraaHa no3a (LD50) cxorBetHO 6,25 g/kg TenecHo Terno 3a muiuki M 3,0 g/kg
TeJIeCHO TerIo 3a 3aliny. HaMa HayuHH JaHHH 34 MYTareHHH, KAaHIEPOreHHH H TEPATOTeHHH e(eKTH.

6. ©OAPMAIEBTHYHH JAHHH

6.1 CnHchbk HA NOMOILHHTE BEILECTBA

HuHatpues docdar poaexkaxHapar

Kanner nuxugporeH ¢ocdar

Pa3TBOp Ha GEH3AIKOHHEB XJIOPHA

[IpeuncTeHa Boaa

6.2 HecbBMECTHMOCTH

Henpunoxumo.

6.3 Cpox Ha roaHocT

3 ronnHy

Cpok Ha rOTHOCT cliell ITLPBOTO OTBapAHe Ha OyTUIKaTa: 24 CeIMHLM,
6.4 ChneunajHH YCJIOBHS H3 CbXPAHCHHE
Ha He ce chxpaHsBa npH Temneparypa Hag 25°C.

6.5 Buau chabpKAHHE HA ONAKOBKATA

ByTunka ot nonuerineH ¢ Bucoka IwstHocT (HDPE), ¢ BMecTHMOCT 15 ml M ¢ MexaHH9HA o3Hpallla
rroMna ¢ 70308 obeM 0,1 ml, ¢ noaunponunenos (PP) HakpalHHK 3a HOCA CHC 3aM(HTHA Kanauka oT
nonueTuneH ¢ HUcKa IbTHOCT (LDPE) B kapTOHEHA KYTHA.

byrwnkara ceaspxka 10 ml pasTeop.

6.6 ChnenvajJHH NpeaAnasHN MePKH MPH H3IXBLpJaAHE H paboTa

Hama crieriMaJtHH N3HCKBAHUSL.

7. INIPUTEXATEJ HA PAZPEHIEHHETO 3A YIIOTPEBA

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




8. HOMEP HA PAJPEHLIEHHETO 3A YIIOTPEBA

Perucrpaunonen Ne: 20210123

9. HATA HA IBPBO PASPEHIABAHE/TIOJHOBABAHE HA PA3ZPEILIEHUETO 3A
YIIOTPEBA

Jara Ha nmepBo paspemanane: 20.05.2021 r.

10. JAATA HA AKTYAJIM3HPAHE HA TEKCTA

30.05.2024




