KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHMUA ITPOAYKT

Keunoaeke 0,05% perenepaums, 0.5 mg/ml + 50 mg/ml, cnpeii 3a Hoc, pa3TBop
Xylodex 0,05% regeneration, 0,5 mg/ml + 50 mg/ml. nasal spray. solution

2 KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku 0,1 ml pastBop ot cnpest cbabpka 0,05 mg kcunomeTazonuHoOB XUapoxsiopua (xylometazoline
hydrochloride) v 5 mg nekcnanrenon (dexpanthenol).

| ml oT pa3TBOopa cbabpkKaT 0,5 Mg KCHIOMETA30JUHOB XHAPOXJIOpUA U SO mg AeKCnaHTeHOJI.

[ToMOLIHO BELECTBO C U3BECTHO AeHCTBUE: OeH3ankoHueB xyopua 0,2 mg/ml
3a MbJIHUA CMUCHK HA MOMOLIHHWTE BELLECTBA BUKTE TOUKA 6. 1.

3. JIEKAPCTBEHA ®OPMA U3NLAHUTENHA ATEHUMS 10 /iEKAPCTRAT - |
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4.1 TepaneBTHYHH NOKA3AHHS
- 3a HaMaJIgaBaHe OTOKa HAa HOCHATA JIMraBHLA MPH XpeMa M KaTo MOoAnomMarailo JieHeHHe 3a
3a3/IpaBABaHe Ha paHHU Ha JIMraBULIMTE, 3a JICYEHHE HA MapOKCH3MaJIHa pUHOpes (Ba3OMOTOpHA

xpema) H 34 JICHCHHUC HA 3allYlICH HOC CJIC OIICpalliia Ha HOCA.

- 3a HaMajIiBaHe OTOKA HAa HOCHATa JIMraByLa Mpu XpemMa, CBbp3aHa ¢ OCTPO Bb3najseHue Ha
OKOJIOHOCHHUTE CHHYCH (PUHOCHHY3HUT).

Kcunopneke 0,05% pereHepauus € nokasaH 3a Aela Ha Bb3pacTt o1 2 10 6 rojiuHMU.
4.2 Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE
Jlo3upoBKa

Jleya om 2 00 6 coounu
[lo eaHO BNpbCKBAaHE OT cripesi BbB BCSAKA HO3/pa NMPH HY»Xk/1a, HO HE MOBeYe OT 3 MbTH JHEBHO.

I[OB&TEI 3aBHCH OT HHAHUBHAYAJIHATA HYBCTBHTC/THOCT Ha NAauHUCHTA U OT KJIMHHHYHHA OTIrOBOpP.

Kcunopekc 0,05% peredepauus He TpsaOBa 1a ce U3IO/3Ba NoBeYe OT 7 IHH, OCBEH aKO TOBA HE €
npenopb4aHo oT jiekap. OTHOCHO NMPOABL/IKUTE/IHOCTTA Ha JIeYEHHUETO MPH Jela € HeoOXxoauma
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Kcunonexc 0,05% pereHepauus ce BIPbCKBA BB BCAKa HO3Apa oT OyTHIKATa, KOSTO € BbB
BEPTHKAIHO MOJIOXKCHHME.

Mpenn mppBoHaYamHa ynorpeba nomnara TpabBa Aa c€ aKTHBHPA, KaTO N03aTOPBT CE& HATHCHE 3-5
MTH, JOKATO BBB Bb3AyXa ce 0cBOo6OAH ¢JHO paBHOMEPHO KOMW4eCcTBO cripeii. Jlo3uparoro
ycTpolicTBo MOXke Za Oblie H3M0A3BaHo HEMOCPEACTBEHO Cllel TOBA, KAKTO H NMPH MOCICABAIIHTE

NPHAOKECHH.

Cnen akTHBHpaHe OMITATa HOPMANHO OCTapa 3apelieHa 3a BpEMETO Ha OOMYaHHUA NEPHOA Ha
neyeHue. AKO IThPBOHAYAIHO NOMITATa He € WA HAITBJIHO aKTHBUPaHa HITH CNIpedT He € Oun
yrnorpeGsaBaH B MPOALIKEHHE HA HAKOJIKO JHH, noMniara TpAdBa OTHOBO Ja C& aKTHBHPA ¢ JIBYKPaTHO
HaTHCKAHE.

BHuMapaliTe na He nonaaue cnpe B ouure,

1. TlouMcTeTe HOCA CH.

2. Jlpsxre OyTHNKaTa B H3MPaBEHO MOIOXKEHHE C Nasela 1o OCHOBATa ¥ HaKpaiHHKa MEeXAy A8a
[IpRCTA.

Haknosere rnapata CH JIEKO Hanpe M MOCTaBeTe HAKpaHHKA B €4HATa HO3Apa.

4. BnpsckaliTe, KaTo €JHOBpPEMEHHO BHIIATE JIEKO Npe3 Hoca. [ToBTropeTe chillaTa npouexypa K 3a
Ipyrara HO3apa.

Cnen ynorpeba BeHAra NoACylIeTe HaKpallHHKa H NIOCTABETE Kanavykara BbpXy HETro.

6. 3a Jja ce NMPeAOTBPATH BB3MOXHO Pa3npocTpaHeHHe Ha HHQeKuuA, CTIpesT TpaOBa a ce H3MOoN3Ba
CaMoO OT €JHO JIHLIE.

o

W

4.3 IIpoTHBONOKA3AHHSN

To3H nekapcTBEH NPOOYKT He TpAOBa Xa ce H3NOJI3Ba B CiIy4yal Ha:

- CBPBXYYBCTBHTENTHOCT KbM aKTHBHOTO BEILECTBO HJIH KbM HIKOE OT IIOMOILUHHTE BEIIECTRA,
u30poeHu B Touka 6.1,

- CYX0 Bb3NaJIeHHe Ha HOCHATA JIMraBULA (cyx purum),

- ciel TpaHCChEeHOHAAIHA XUITOPHIEKTOMHUS WIM APYIrd XHPYPrHUHH NPOLEAYPH, AaBally
IOCTBII 4O MO3ILYHATA OOBHBKA,

- npu 6ebeTa ¥ Aela noa 2 roaHHM.

4.4 CnenHaNHH npeaynpekicHHS H Npeana3sHH MEpPKH npu ynotpeba

[Tono6Ho Ha apyruTe cumnaTHkoMuMeTnoy, Kennogeke 0,05% perexepanya TpaOpa aa ce npuiara
BHHMATEJIHO TIPH MALMEHTH ¢ NIOBHILEHA WYBCTBUTE/THOCT KbM aJ[pEHOMHMETHIIH, KOATO CE NMPOKBABa
¢ 6e3chHHE, CBETOBLPTEX, TPEMOP, CHPACYHH apHTMHMH WITH NTOBMHICHO KPHBHO HAIATAHE.

To3u nmpoayxT TpaAOBa Aa ¢¢ H3MON3Ba CaMO CJICA BHHMAaTeJIHA OLIEHKA Ha oJi3aTa X PHCKaA NpH

MalHeHTH:

- Ha JiedeHue ¢ MoHoaMHHoOKCHAa3HH (MA Q) HHXMOUTODH WIH KOUTO Ca I'M MPHEMAJIH npe3
[OCNeAHNTE ABE CEAMHIH, HNH IMTbK ca MPHEMANK APYrH IeKapCcTBa, KOMTO MOTaT Ja MPHYHHAT
NOBHILABAHE HAa KPBBHOTO HANIAraHe (BXK. Touka 4.5),

- ¢ IOBMINEHO BHTPEOUHO HaNArane, 0coOeHo B CIydal Ha TeCHOBIBJIHA IJIAYKOMa,

- C TeXXKH ChpAEeYHOCHAOBH 3a00aBaHiA (HampuMep KOpOHapHa 00JIECT Ha ChPLETO,
XHIEPTOHHSA),

- ¢ PeOXPOMOLIMTOM,

- ¢ MerabonuTHH 3ab0/siBaHus (HanpUMep XHIIEPTHPEOUAUIBM, Aualer),

- ¢ nopdupus,

- C XHIepIUTa3ua Ha NMPOCTATATA.

[Ipy maneHTH CBC CHHAPOM Ha yabikeH QT unrepsal, ekKyBaHH ¢ KCHIOMETa30/MH, MOXE 12 HMa
MOBHLIEH PHCK OT CEPHO3HH BEHTPHKYJIapHH apUTMHH.




IMpr XxpoHMYHY HACTHHKK TPAGBA Aa ce Npuiara caMo NOR MEAUUMHCKO HabmoaeHue, Thit KaTo UMa
PUCK OT H3THHABAHE HA HOCHATA JINraBHLIA.

JombAHRUTENHA HHPOPMALIMA:

IsarocpouHara ynorpeba Ha CHMIIATHKOMUMETHIIH WIH yrnoTpebaTa MM B I03H, MO-BUCOKH OT
MpENopbYBAHUTE, MOXKE Aa MPUYHMHM peaKTHBHA XHITEpEMHA Ha HOCHATA JIMraBHLa. B pesynTar Ha
1034 pebayHa edexT MoKe 1a HACTHMHU CTECHABAHE HA BB3AYLIHHTE ITHTHIIA, KOSTO Ja JOBEE 10
MORBTAPAINA CE& WIH HenmpeKbCHaTa ynorpeda Ha IeKapCTBEHHs POAYKT OT nauuenTa. Ilocneacransira
ca XpOHHYEH OTOK (Meduxamenmo3sen punum) ¥ aTpodHa Ha HOCHATA JIWraBHLA.

IpH no-nekuTe Cayyam MoXe aa ¢ce 0OMHCIIH MbPBOHAYAIHO NMPEKpaTABaHE Ha IPHIAraHeTo Ha
CUMITATHKOMHMETHKA B €(HATA HO3Apa (3a Aa ¢& MOATbPKa MOHE YaCTHIHO AMIIAHEeTO TIpe3 Hoca) H Cliek
XaTo CUMITOMHTE OTLOYMSAT, 1a C€ CHpe MPWIAraHeTO My M B Jpyrara HO3Jpa.

3a fa ce HaManH PHCKBT OT PasnpoCTpaHeHHE Ha HHGEKIUATA, IEKapCTBEHHAT MPOAYKT He TPAOBa Aa
ce H3MO3Ba OT NoBeYe OT eAHO AHLE H HakpalHUKBT TpAOBa Ia ce M3TuIakBa ciel ynorpeoa.

To3u nekapcTBEH NPOAYKT chaAbpxa 0,2 mg OEH3aIKOHWEB XJIOPHI BbB BCEKH MIJIMJIATHP.
BeH3aNKOHMEBHAT XJIOPHI MOXe Ja NpeAn3BHKa ApasHeHe WIH OTOK BLTPE B HOCA, OCOOEHO ako ce
H3M0JI3Ba NPOABDKHTENHO.

45  BianmoaelcTBHe ¢ APYI'd JIeKAPCTBEHH NPOAYKTH # ApYrH ¢opmMM Ha B3aHMoaelicTBHe

Kcunomemasonunos xuopoxaopuo

EnHoBpeMeHHaTa ynorpeba Ha KCHIOMETA30JMH ¢ MOHOaMHHOOKCHAA3HH (MAQ) HHXHOHTOPH HIIH
TPHUUMKINUHH aHTHAENPECAHTH Y NNOBHINABALLKH KPBBHOTO HAJMIIaHE JIEKAPCTBa MOXKE Aa NPHYHHH
MOBHIIABAHE HA KPBBHOTO HANATAHE, KOETO Ce IBJDKH Ha eeKTHTE HA TE3H BELIEeCTBA BhPXY
ChPACYHOCHAOBATA CHCTEMA.,

EnxHoBpeMeHHaTa ynorpeba Ha KCHAOMETa30JIMH ¢ APYTH CUMMATHKOMHMETHIUH (HanpuMep edeapuH,
ncesnoedenpuH) Tpadpa na ce u304Area nopaau CyMapHHUA €(eKT OT TAXHOTO AeHcTBHE.

Hexcnaumeron
He ca npoeexaaHy MpOy4BaHUs 33 B3aHMOAEHCTBHE.

4.6 DepTUAHTET, GpEMEHHOCT H KbPMEHE

BpeMeHHOCT

[Topagy HexocTaThb4yHa HHpOPManus 3a ynoTpebara Ha KCHIOMETa30MHHOBHA XHIPOXJIOPHA H
AeKcnaHTeHON mpu OpemeHHHU xkerH, Kcunoaeke 0,05% pereHepauns He TpsaOBa 1a ce #3M0J3Ba Mo
BpeMe Ha OpeMEHHOCT.

KepMeHe
He e H3BECTHO AaH JICKAPCTBEHUTE BELIECTBAa KCHIOMETA30AHHOB XHAPOXAOPHI HIH IEKCTIAHTEHO

ce OTACNAT B MaliiHHOTO MIAKO; rTopaau ToBa Kcunoaexc 0,05% perenepauus He Tp;AOBa Aa ce
M3MOJI3BA 0 BpeMe Ha KbpMEHeE.

OepTHanTEeT
Hsama nokasaTenHy JaHHH 3a €PEKTHTE Ha KCHIOMETA30JIMHOBHA XHIPOXJIOPH H HA JEKCIaHTEHOIa

BbPXY epTHIHTETA [TPH XOPa H HAMA [MPOYUBAHHA BBEPXY JKHBOTHH,
4.7 Edexkt BLpxy cnocobHocTTa 38 wodupane 1 pabora ¢ MAIHHH
[Tpu npaBuHa ynorpeda TO3M JieKapCTBEH NPOAYKT HE MOBIHABA WIH NIOBTHABA [IPEHEORENHME

cnocoGHOCTTA 3a Wodupake ¥ pabora ¢ MALIMHH, HO aKO MPHYHHH YHECEHOCT/CHHIIBOC ﬁiﬁitl&ngb
He Tps0Ba na wodupa Wik ga paboTu ¢ MAllIHHH.




4.8 HexelanH JeKapCTBeHH PeaAKIHH

H36poeHHTE NO-T0NY HEXENAHH JICKAPCTBEHH PEAKLIMH Ca KAaTErOpH3HpaHH M0 CHCTEMHO-0PraHHH
KJacoBe H Y€CTOTH CIIOPE CllefHaTa KOHBeHuuA: MHOTo YecTH (2 1/10), gectu (= 1/100 no < 1/10),
Heuectd (= 1/1 000 go < 1/100), penxu (& 1/10 000 ao < 1/1 000), Mroro peaxu (< 1/10 000), ¢
HeU3BECTHA YecTOoTa (OT HATHYHHTE JAaHHH HE MOXe JIa Ce HAnmpasH OLEHKA).

HapyuieHus Ha UMYHHATA CHCTEMa
HeuecTH: aneprudHy peakuuy (anruoeneM, o6pns, cepbexk)

HapyiueHus Ha HEpBHATa CHCTEMa
MHoro penxn: HecriokoficTBYe, 6e3CHHME, IIOBHILIEHA YMOPAEMOCT (YHECEHOCT, CHHIIMBOCT),

rmapo6osnue, XamouHHaLHMY (IMPpeAUMHO IpH Aclia)

HapyiueHus HA ChpLETO
Penku: cppuebueHe, TaXMKapAUs, XUIIEPTOHHS

MHoro peaxku: apurMHH

PecnHpaTopHH, 'PbAHH H MEAHACTHHANHH HAPYIIeHHUS
MHoOro peAKH: yBEJIHYaBaHe Ha OTOKA Ha JIMraBULATA nopany orcnabBaHe Ha edeKxTa Ha IEKapCTBOTO,

KPBBOTEUEHHE OT HOCa
C HeH3BecTHA Y€CTOTA: NapeHe WK CyX0Ta Ha HOCHATA JIMraBH1(a, KHXaHe

Hapyiuwienus Ha MyCKYJTHOCKEIETHATa CHCTEMA H CheAMHUTEIHATA ThKaH
MHoro peaxk:; rop4ose (NpeaAUMHO IIPH Aclia)

CrobiliaBaHe Ha NMOAO3MPAHY HEXKETaHH DEaKIIMK
CrolLiaBaHeTo Ha NOAO3KUPaHH HeXXeNlaHW peakuMH Clel paspellaBaHe 3a yrnoTpeba Ha IeKapCTBeHUA

MpOAYKT € BakHO. ToBa Mo3BoNsABa Ja MPOAB/DKH HaOMOAEHUETO Ha ChOTHOIICHHETO MOJI3a/PHCK 3a
JIEKAPCTBEHHS NPOAYKT. OT MEIMLIHHCKHTE CIELHATMCTH € U3MCKBa 1a ChOOIIaBaT BCKa
MOoAO3HpaHa HeXellaHa peakius upes.

HarreIHMTENHA areHiUHa o JeKapcreaTa

yi. ,,Jdamsau [ pyes™ Ne 8

1303 Codpus

Ten.: +35 928903417

yebcattt: www.bda.bg

4.9 Ilpeno3upane

Kcunomemazonuroe xudpoxnopuo

KnuHrYyHaTa KapTHHA NPH Npeao3dpaHe ¢ HMHAA30/I0BH NPOH3BOAHM MOXe Aa € oObpKBalla, Thi
KaTO € Bb3MOKHO Ja ce peayBaT (pa3ud Ha CTHMYyJ1allka U NOTHCKaHE Ha UEHTPAJIHATa HEPBHA CHCTEMa
M CBPASYHOCEAOBATA CHCTEMA.

Oco6eHo npH aena, Npeio3UpaHeTo YeCTO BOAH A0 eeKTH BhpXY LUEHTPaATHATa HEPBHA CHCTEMA C
rbpYOBE ¥ KOMa, Opanukapius, anHes U XUIIEPTOHHA, KOATO MOXE Ia NpeMHHE B XHITOTOHHA.
CHMITTOMHTE NPH CTHMYNALMA Ha LIeHTpaJIHATa HEPBHA CHCTEMA Ca TPEeBOXHOCT, Bb30yaa,
XAMIOIIMHALHH H I'EPYOBE.

CuMITOMHTE NPH NMOTUCKAHEe Ha LIEHTPaNHATa HEPBHA CUCTEMA Ca MOHKXKEHA TEJICCHA TEMIICPaTypa,
fleTaprug, CbHIUBOCT H KOMA.

Morar 1a ce MOABAT CeAHUTE JOITBJIHUTEHH CUMITTOMH: MHO3a, MHpHa3a, IOTEHE, TPECKa,
OJteqHOCT, IMAaHO3a, rafeHe, TaXukapaus, Opaaukapaui, CbpAcyHa apuTMHA, CIIHpaHe Ha ChpAeYHATA
AeHHOCT, XHNIepTOHHS, MoACOHA HA HIOK XUNOTOHHKA, OenoapodeH OTOK, AMXATEIHH HapyllIeHHS 1
CIIHpaHe Ha JHLIAHETO.

MepkH npy npeao3upaHe




[NpH TEXKKO MPeNO3UpaHe ce Hanara HHTCH3NBHO NeueHue B bonuuLa. Twit karo
KCHJIOMETa30JIHHOBHAT XHAPOXJIOpHN ce aGcopbupa 6pp30, He3aGasHO TPAOBA Aa ce MPHIIOKH
AKTHMBEH BBIUIeH (afcopGeHT), HaTpues cyadart (JakcaTHB) HITH CTOMAIIHA IPOMHBKA (C TOMAMO
KOJTHUYECTBO TEYHOCT). 32 NOHHXABaHe Ha KPbBHOTO HAATaHe MOXe Aa C& NPHII0XKHA U HECENCKTHBEH
anda-6nokep. [IpOTHBONOKA3aHO € U3NON3BAHETO HA BA30NPECOPH. AKO € HeoOXO0IMMO, ce nTpHiaraT
NeKapcTBa 3a MOHKMKaBaHe Ha TEMIIepaTypaTa, aHTHKOHBYJICAHTH MIIH €€ NIPaBU KAUCIOpPOIHA
HHXANatm,

Hexcnarnmenon
[JaHTOTEHOBATA KHCEAWHA ¥ HeHHUTE MPOU3BOAHH, B TOBA YHCIIO M ICKCMAHTCHOI, NpOABABAT HUCKA
TOKCHYHOCT. He ce Hanara B3MMaHETO Ha CIieL{HATHH MEPKH TpH TPER03HPAHE.

5. ®APMAKOJIOTHYHH CBOHCTBA
5.1 @dapMakoIHHAMHYHE CBOHCTBA

{bapMakoTepaneBTHYHA Ipyna: JIekoHreCTaHTU H APYTH Ha3aHH NPEMapaTH 34 JIOKAIHA ynotpeba,

CHMITATUKOMHMETHIIY, KOMOHHALMH €3 KOPTHKOCTEPONLM.
ATC xoa: RO1AB06

Kcunomemazonurog xudpoxaopuo

KcuioMeTa30MHHOBHAT XHAPOXJIOPK, TIPOM3BOIHO HA UMHIA30]1a, € CHMITATHKOMHMETHK, KOHTO
AeHcTBa NPEAHMHO BBpXY anda-aZpeHeprudHUTe pelenTopH. ToH Mpeau3BHKBa CBUBAHE Ha
KpBBOHOCHHUTE CBAOBE H 110 TO3H HaAYMH HAMAJIABA OTOKA HA HOCHAT4 JIMraBHLIA. E¢eKTsT HACTBIIBA B
paMKuTe Ha 5-10 MUHYTH, KaTO BCJIEACTBHE HA HAMA/LIBAHETO HA OTOKA U no-ao6poro OTTHYAHE Ha
CeKpeTa Ce YJIeCHABa JHIIAHETO Mpe3 HOCA.

Hexcnanmenon

Texcnanreson {D-(+)-NaHTOTEHUIOB AJIKOXOJT) € ANKOXOJHUAT AHATOr HA NAHTOTEHOBATA KHCCIIMHA H
MopaJu MEXIUHHOTO CH peobpasyBaHe HMa ChIUATa OHOJNOTHYHA AKTHBHOCT KaTO NaHTOTEHOBATA
kucennHa. Tol ce CcBbp3Ba KbM AEKCTpopoTaTopHaTa D-kondurypauus. [TaHTOTEHOBATA KHCETHHA U
CONMTE ¥ Ca BOAOPA3TBOPMMH BHTAMMHH, KOHTO Cllell IpeodpasyBaHe B TANOTO A0 OCHOBHHA
KOMIIOHEHT HA KOEH3MM A y4acTBaT B MHOXKECTBO METa0OIMTHH MPOLECH, HaNpHMEP NOANOMAraHeTo
Ha GeNTHYHUA 1 KOPTHKOCTEPOUIHMS CHHTE3,  MPOAYLMPAHETO Ha aHTHTeNa. KOoeH3HM A € BAXEH U
33 06pa3yBaHeTO Ha JIMTINH, HAPUMEpP KOKHHTE Ma3HHHH, KOMTO HMaT BRXKHA 3aLIUTHA QYHKIIHA,
KaKTO Y 3a aLETIWIMPAHETO Ha AMKHO3aXapHTe, KOHUTO y4acTBaT B CHHTE3a Ha pasfiHiHH
MYKOIO/IU3aXapHUIy.

XapakTepHH 3a AEKCNAHTEHON Ca HEroBHTE NpeANna3pally eUTeNa X 3a31paBiBally paHHTE CBOHCTBa.
[TprnokeHrero Ha AEKCNaHTEHON IIPH MUThXOBE C AEKCNIAHTEHOMHA HEOCTaTh THOCT OKa3Ba TpodUIEH
edexT BBPXY KOXKaTa.

[TpHIOHKEH BHHIIHO, AEKCIRHTEHOIN/TIAHTEHON MOXe Ja KOMIICHCHPa U MOBHILEHATA HYXK/a OT
NaHTOTEHOBA KHUCEHHA HA YBpEAEHaTa KOXKa WIH THraBHLIA.

5.2 @®apMaKOKHHETHYHH CBOHCTBA

Kcunomemasonunoe xudpoxaopuo

Cieq Ha3aJIHO TIPHIONKEHHE HA KCHIIOMETA30JIMHOB XHIPOXIIOpHA, abcopOHpaHOTO KONWYECTBO
JIEKapCTBEH TIPOIYKT MOXE Ja € JOCTAThYHO, 3a Ja IPeXN3BUKA CHCTeMHH e(eKTH, HANPHMED B
LIEHTpATHATA HEPBHA CHCTEMA /WM ChPAEYHOCHAOBATA CHCTEMA.

Hsama ¢papMakoKWHETHYHH NaHHH OT MpOYYBaHUA BbPXY XOpa.

Hexcnanmenon
TexcnaHTenoN ce abcopbHpa npe3 KOXKara U e OKHC/ABA €H3HMHO 10 TAHTOTEHOBA KHCETHHA B
opraHu3mMa. B nnasMata BUTAMHHET C€ TPAHCHIOPTHPA, CBbp3aH ¢ NpoTenHH. [laHToTeHES:
KHCEJIMHA € KOMIOHEHT Ha KOSH3HM A, KOHTO y4acTBa B MHOIO HHOXHMHMYHH NTPOLIG / b 9




06CTONHU NPOYUBaHKA BBPXY MeTaboNMH3Ma Ha IEKCIIAHTEHOJ B KOXaTa W nurasuuata. 60% no 70%
OT MEPOPATHO NPUETATA A03a Ce oTaens ype3 ypuHata ¥ 30% 1o 40% upes dpexarmure.,

5.3 IIpeAKIHHHYHH AaHHH 38 Ge3zonacHocTt

[TpH npoy4yBaHHUA BEPXY TOKCHYHOCTTA CJIEI [IOBTAPAINO € Ha3aIHO MPHIOKEHHE HA
KCHJIOMETA30JIHH BbPXY KYUY€Ta HE Ca YCTAHOBEHH PUCKOBe 32 6¢30MacHOCTTa NpH Xopa. B npoyuBaHe
in vitro HE € YCTAaHOBCHa MYTarcHHOCT npH OakTepHH. HAMa HATHYHK JaHHH 33 KAHLIEPOreHHOCT. He
ca HabmonapaHu TepaToreHHH eeKTH NpH ILTbXOBE H 3akiiy. J1o3M Ha TepaneBTHIHHTE Ca JOBEIIH
IO CMBPT Ha eMOPHOHA WM A0 HaMalieH pacTex Ha roaa. [Ipu mrsxose € cnpsano obpa3yBaHeTo Ha
xbpMa. Hama npusnauy 3a npobieMu ¢ peprunmrera.

[TaHTOTEHOBaTA KHCENHHA H TIPOHU3BOAHKMTE ki KATO AEKCMAHTEHOM HMAT MHOTO HHCKA TOKCHYHOCT.
[Tpu TecToBeTe 3a OCTPa TOKCHYHOCT CJIe] NEPOPATHO NPUIIOKEHHE Ha NeKCITAHTEHOJ/TIAHTEHOI €
onpeneneHa cpeaHa neranua nosa (LD50) cxotBerHO 6,25 g/kg TenecHo Terno 3a MUIIkH ¥ 3,0 g/kg
TeJICCHO TerNo 3a 3akuu. HamMa HayyHH JaHHH 3a MyTareHHH, KAaHUEPOreHHU H TEPaTOreHHH eeKTH.

6. OAPMAIEBTHYHU JAHHH

6.1 CnHCBK HA MOMOLHHTE BELECTBA

JnHatpres pocdat qonekaxuapar

KanueB guxuaporeH gocdar
Pa3TROp Ha OCH3AUIKOHHER XJIOPUA

[IpeurcreHa Boaa

6.2 HecbLBMeCTHMOCTH

Henpuioxumo.

6.3 Cpox na roguocr

2 FrOAMHH

CpoK Ha NOIHOCT Cnel ITEPBOTO OTBapsAHe Ha OyThikara: 12 ceaMHLIK.

6.4 ChnennaiHH yCJI0BHA HA ChbXpaHeHHe

Jla He ce cpXpaHsABa NpH TeMneparypa Haj 25°C.

6.5 BHA H cBABPXKAHNE HA ONMAKOBKATA

bytunka or nonuerunen ¢ Bicoka ITeTHOCT (HDPE) ¢ BMecTHMOCT 15 ml 1 ¢ MéxaHUYHa n03Hpailia
nomna ¢ A030B obemM 0,1 ml ¢ nonunponunesos (PP) HakpalfHUK 3a HOCa CBC 3aLLMTHA Karnayka ot
nonueTwieH ¢ Hucka nrbtHocT (LDPE) B kKapTOHEHA KYTHA.

Byrunkara ceaspika 10 ml pastsop.

6.6 CrneunuMaJHU NPeANA3IHH MEPKH NPH H3XBbpasiHe H pafoTa

Hama cneivaiiy M3HCKBAHMA.

7. IIPHTEATEJI HA PABPEIIEHHUETO 3A YIIOTPEBA

Zakiady Farmaceutyczne POLPHARMA S A.




ul. Pelplifiska 19
83-200 Starogard Gdanski, [Tomma

8. HOMEP HA PAPELUIEHHETO 3A YIIOTPEBA

Perucrpaumones Ne: 20210122

9. JATA HA I'bPBO PA3PELHIABAHE/TIOAHOBABAHE HA PAZPEINEHHUETO 3A
YIIOTPEBA

JlaTta Ha mppBO paspemiapane: 20.05.2021 r.

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

30.05.2024




