KPATKA XAPAKTEPHUCTHKA HA IIPOJITYKTA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT
Kceunoaekce 0,05% perenepauus, 5 mg/ml + 50 mg/ml, cripe#i 3a Hoc, pa3TBOp
Xylodex 0,05% regeneration, 0,5 mg/ml + 50 mg/ml, nasal spray, solution

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

Beeku 0,1 ml pasteop ot cripes chaspixka 0,05 mg KCHIOMETa30IHHOB xuapoxiuopua (xylometazoline
hydrochloride) n 5 mg nexcnaureHon (dexpanthenol).

| ml ot pasTBopa chabpkat 0,5 mg KCHIOMETa30IMHOB xuapoxaopua U S0 mg neKCrnaHTeHOT.

[lomolHO BeliecTBO ¢ U3BECTHO AelicTBre: GeH3ankoHHeB Xopua 0,2 mg/ml

3a MbJIHUA CMMCHK HA MOMOILHHUTE BEIECTBA BHXKTE TOUYKA 6.1.
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4. KIMHUYHU JAHHHA
4.1 TepaneBTHYHH NOKA3AHUSA

- 3a HamMaJ1sBaHe OTOKA Ha HOCHATA JIMTaBHLA NIPH XPeMa M KaTo MnoAroMaratio JieueH1e 3a
3a3/1paBiBAHE HA PAHH Ha JINFaBHLIUTE, 3a JICYEHHE Ha MapOKCH3MalTHa puHOpes (Ba30MOTOpPHa
XpeMa) U 3a JIeYeHHe Ha 3aITyLIeH HOC Clie]] OnepaLys Ha HOca.

- 3a HamaJlsBaHe OTOKA HA HOCHATA JIMraBHLIA NP XpeMa, CBbp3aHa C OCTPO BB3MAJIEHUE Ha
OKOJIOHOCHHTE CHHYCH (PHHOCHHY3HT).

Kcunoneke 0,05% perenepauus e nokasaH 3a nera Ha Bb3pacT OT 2 10 6 roguHH.

4.2 [lo3upoBKa H HAYHH HA NPHJI0KEHHE

QDBH POBKa

Leya om 2 0o 6 200unu
[lo enHo BripBCKBaHe OT cripes BBB BCAKA HO3pa NMPH HY><J1a, HO HE MOBeYe OT 3 NMBTH JHEBHO.

Jlo3aTa 3aBHCH OT HHAWBHAYAIHATA YYBCTBUTETHOCT HA MALMEHTA M OT KIMHMYHUS OTTrOBOP.
Keunonekc 0,05% perenepauus He Tpsa6Ba a ce M3MOA3Ba MOBEYE OT 7 IHH, OCBEH aKO TOBA HE €

Mpenopb4aHo ot Jiekap. OTHOCHO NPOABKHTENHOCTTA Ha JIEYEHHETO MPH AeLa € Heo6X0aHMa
KOHCYJITalMA ¢ Jiekap.

[Tpunoxxennero My Moxxe na 6bJie MOBTOPEHO CaMo Clies NPEeKbCBAHE OT HAKOJIKO

Ha4yuH Ha NPUIIOKEHHE

Ha3sanHo npuiioxeHue.



Keunoneke 0,05% pereHepauus ce BMpbCKBa BbB BCAKA HO3/Ipa OT GYTHIIKATA, KOATO € BbB
BEPTHKAIIHO IOJIOXKEHHE.

[Ipenu nbpBoHayanHa ynorpeba momnara Tpsa6Ba Ja ce akTHBHPA, KaTo 103aTOPBT C€ HATHCHE 3-5
TbTH, I0KaTO BbB Bb3/lyXa c€ OCBODOAH eJHO pABHOMEPHO KOIHYeCTBO cripei. J[o3upaworo
YCTPOHCTBO MOXe Na Ob/ie U3MO0I3BAaHO HEMOCPEACTBEHO Clle]] TOBA, KAKTO MPH MOCJICABALIIUTE
MPUJIOKEHHMA.

Cnen akTHBHpaHe nommaTa HOpMaJlHO OCTaBa 3ape/ieHa 3a BpeMETO Ha 0OMYaiiHUA nepyoa Ha
Jie4eHHe. AKO MbPBOHAYATHO MOMIaTa He e OWJla HAITbJIHO AKTHBHPaHa WIH CrpeAT He € Oun

ynoTpebsBaH B MPOAB/DKEHHE Ha HAKOIKO JHH, MOMIaTa Tpsi6Ba OTHOBO 1a Ce AKTHBHPA ¢ IOBYKPATHO
HaTHCKaHe.

BHumaBaiiTe na He nonajgHe cripeii B OUMTE.
1. Ilouncrere HOca cH.

2. [lpwxTe OyTHIKATa B H3MPABEHO IMOJIOXKEHHE C MaJlena Mo 0CHOBaTa U HaKpaWHUKa MexIy JBa
NpLCTA.

3. HaknioHeTe rnaBara cH JIeKO Hampel U MOCTaBeTe HAKPAHKKA B €IHATA HO3/pA.

4. BnpbckaiiTe, KaTo €HOBPEMEHHO BAMLIATE JIEKO Mpe3 Hoca. [ToBTOpeTe chILaTa npoueaypa 1 3a
Jpyrara Ho3jpa.

5. Cnen ynorpeba BenHara noAcyiuere HakpalHUKA M NMOCTABETE KaNaykaTa BBPXY HEro.

6. 3a na ce mpenoTBpPaTH BE3MOXKHO Pa3NPOCTPaHEHHe HA MH(EKLM, CTIpesT TpAGBa fa ce H3Nno/3Ba
CaMo OT €JIHO JIHLIE.

4.3 IIpornBomoka3aHHA

To3u nexkapcTBeH npoaykT He TpAGBa Aa ce U3MON3Ba B CyYaif Ha:

- CBPBX'YYBCTBHUTETHOCT KbM aKTHBHOTO BELIECTBO HJIM KBM HAKOE OT MOMOILHHUTE BELLECTBA,
H30poeHH B Touka 6.1,

- CYXO BB3NaJICHHE HA HOCHATa JIuraBuua (cyx puxum),

- Clie/l TpaHCC(EHOUAATHA XHNODHU3EKTOMHSA WIH APYTH XHPYPrHYHH MPOLEAYDPH, AaBALIHU
OOCTBI A0 MO3bYHATa OOBUBKA,

- npu 6ebera u aeua noj 2 rogUHH.

44 CpnenmanHu npeaynpexaeHHs H NpeANa3HH MePKH NPH ynoTpeba

[lonobHo Ha npyrure cumnaTHkoMuMeTHuH, Kennoneke 0,05% perenepauus TpsAOBa aa ce npuaara
BHUMATE/THO NPH MaLHeHTH C MOBHILEHA YYBCTBHTETHOCT KbM aJIpEHOMHMETHLIM, KOATO CE NMPOABSBa
¢ 06e3chHHE, CBETOBBPTEX, TPEMOP, ChPACUHH APUTMHH MITH TIOBHILIEHO KPBBHO HaJIraHe.

To3u nmponykT TpAOBa na ce U3MOMN3Ba caMo clie BHUMATEHA OLIEHKA Ha NO0N3aTa U PHCKa npH

MalHeHTH:

- Ha JIe4eHHe C MOHOAMHUHOOKCHAa3HH (MAQ) HHXHOHTOPH HITH KOHMTO ca I' MPUEMAITH TIpe3
MOCJCAHHTE B CEAMHLH, WIIH ITbK Ca MPHeMaJlH APYTH JIEKApCTBA, KOUTO MOTraT /1a IPUYHHAT
MOBHLIABAHE HAa KPBBHOTO HajIsiraHe (BXK. TOYKa 4.5),

- C NOBHLICHO BTPEOYHO Ha/IAraHe, 0COOEHO B CiTy4aii Ha TECHOBIBJIHA [1ayKOMa,

- C T&XKKH CbpACYHOCHA0BH 3a00NBaHKs (HAMpHUMep KOPOHAapHA GOJIECT Ha ChpLETO,
XUIEPTOHHA ),

- ¢ (eOXpPOMOLIUTOM,

- ¢ MeTabONUTHH 3a60N1ABaHNs (HATIPUMEP XUITEPTHPEOUHU3BM, aHaber),

- ¢ nopdupus,

- C XMNepruia3us Ha nNpocTarara.

I1pu nauneHTH cbec CMHAPOM Ha yabbkeH QT uHTEpBa, TeKyBaHH C KCHIIOM
MOBHILUEH PHCK OT CEPHO3HH BEHTPUKYJIApHH apUTMHH.




[Ipn XpOHHYHH HACTHHKH TpsAOBa Ja ce MpuJara caMo Nnoj MeAMIIMHCKO HaOMIoIeHHe, Thil KaTo UMa
PUMCK OT M3ThHSABaHE Ha HOCHATA JIMraBMIIA.

JHombJHUTETHA UHDOpMaLIUA:

JIvnrocpoyHara ynorpeba Ha CHMIIATUKOMHUMETHLIM WK ynioTpedaTa UM B I03H, MO-BUCOKH OT
NMpenopbYBaHUTE, MOXKE J]a MPHYHHH peaKTHBHA XUIEPEMHA Ha HOCHATa MraBvua. B pesynrar Ha
TO34 pebayH/ epeKT MOXKe 1a HACTBITH CTECHABAHE Ha Bh3AYLIHHTE ITBTHIIA, KOETO Ja A0BEAE 10
MOBTapALIA Ce WM HElpeKbCHAaTa ynorpeda Ha JiekapCTBEeHUs NMPOAYKT OT nauueHTa. [Tocneacreusra
ca XpOHHYEH OTOK (Meduxamermosex purnum) U aTpodus Ha HOCHATA JIMraBHLIA.

[Ipn no-nexute ciryyan Moxke a ce OOMHUCIH MbPBOHAYAIHO NPEKpaTABaHe Ha MPUJIaraHeTo Ha
CMMITATHKOMHMMETHKA B €JHaTa Ho3Apa (3a Ja ce MoAxbpa MoHe YaCTHYHO JUIIAHETO Npe3 HOca) U Cles
KaTo CUMIITOMUTE OTLIYMST, Aa C€ Crpe NpujlaraHeTo My U B Ipyrata Ho3zpa.

3a /1a ce HaMaJId PUCKBT OT pa3NpOCTPaHEHUE HAa HH(PEKLUATA, IEKAPCTBEHUAT NMPOAYKT He TpsaOBa na
Ce M3MOJI3Ba OT MOBeYe OT €HO JIMLIE U HAKPaHHUKBT TpAOBa Ja ce u3MJjiakBa ciel ynorpebda.

To3u nekapcTBeH NpoAykT craAbpxka 0,2 mg GeH3aIKOHHEB XJIOpUA BbB BCEKH MUJTHIHUTHP.
beH3aIKOHMEBHAT XJIOPHA MOXeE Ja NMPeaAU3BHKa Apa3HEeHEe WIIH OTOK BBTPE B HOCA, OCOOEHO aKo ce
H3M0J13Ba NPOAB/DKHUTESTHO.

4.5 B3aumojelcTBHE ¢ APYTH JIeKAPCTBEeHH NPOAYKTH H ApYru (JopMH Ha B3aHMoJAelcTBHe

Kcunomemasonunoe xuopoxaopuo
EnHoBpeMeHHaTa ynoTpe6a Ha KCHJIOMETa30/IMH ¢ MOHOAMHHOOKCHAa3HH (MAQ) HHXHOHUTOPH WK

TPHUHKIIHYHH aHTHACIIPECAHTH H MOBHLIABALIH KPBBHOTO HAJIAraHE JICKapCTBa MOXKE Nia I[NIPHYHHH

MOBHILABaHe HA KPBBHOTO HaJIAraHe, KOETO CE Nb/DKH Ha €(PEKTHTE Ha Te3H BELECTBA BbPXY
CbpA€YHOCHAOBATAa CHCTEMA.

EnHoBpeMeHHaTa ynotpeda Ha KCHJIOMETa30JIMH C APYTrH CHMITaTHKOMMMETHLIM (HanpuMep epeapuH,
rncesaoedeapuH) TpadBa aa ce u3barea nopaau cyMapHus edekT OT TAXHOTO NeHCTBHE.

JHexcnanmernon
He ca npoBexxaaHu npoy4yBaHUs 3a B3aUMOJIeHCTBHE.

4.6 @epTHIAHTET, OPEeMEHHOCT H KbpPMeEHe

bpeMeHHOCT

[lopann HepocTaThYHa HHOpPMaLMA 3a ynoTpebarTa Ha KCHIOMETA30IMHOBHSA XHAPOXJIOPH U
AEKCMaHTEeHOJ NMpH OpeMeHHH xeHH, Kcunoaekce 0,05% pereHepaius He TpsaOBa a ce W3MoJI3Ba Mo
BpeMe Ha OpeMEHHOCT.

KbpMeHe

He e u3BecTHO nanu IeKapCTBEHHTE BELLECTBA KCHIOMETA30/IHHOB XHAPOXJIOPH/ HITH IEKCTIAHTEHOI
ce OTAENAT B MAMUMHOTO MJIAKO; mopaau ToBa Keunoaekc 0,05% perenepauus He TpsaGBa na ce
M3M10J13Ba MO0 BpEME Ha KbPMEHE.

DepTUIHTET

Hsama noka3satenHH JaHHH 33 €(PEKTHTE Ha KCHIOMETa30/IMHOBHA XMAPOXJIOPHA H Ha JEKCMAHTEHONA
BbPXY (pEpTHIHMTETA NPH XOpa U HAMA NPOYYBaHHS BBPXY KHBOTHH.

4.7 EdexTn BbpXy cnocoOHocTTa 32 modHpaHe H pabora ¢ MAIIMHH & / };ﬁr_:s:.*} AN
AGRENEIN .\ 2\
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ripeHeOpeRuMO.

[Ipn npaBunHa ynorpeba TO3H JIeKapCTBEH MPOAYKT HE MOBJIUABA HJIM MOBJIUAB 5 |
HAMBOOT, IALMEHTBT-' |

crnocoOHOCTTa 3a mwodupaHe U paboTa ¢ MaLLIMHK, HO aKO MPHYHUHH YHECEHOCT/
He TpAbBa Aa wodupa uiK na paboTH ¢ MaLIHHM.



4.8 HexelaHn JIleKAPCTBEHH peaKIHH

H36poeHunTe No-10/1y HEXEIaHU JIEKAPCTBEHH PEeaKLMU ca KaTeropu3upaHHu Mo CHCTEMHO-OpraHHH
KJ1aCOBE M YECTOTH CIOpe] ClIeAHaTa KOHBEHIMA: MHOTo YecTH (= 1/10), yectu (= 1/100 no < 1/10),

Heuect (= 1/1 000 mo < 1/100), penxu (= 1/10 000 no < 1/1 000), mHoro peaku (< 1/10 000), ¢
HEeH3BECTHA 4YeCcToTa (OT HATMYHHUTE JaHHU He MOXKE 1a C€ HallpaBH OLIEHKA).

HapyiueHuss Ha UMyHHaTa CUCTEMA
HeuectH: anepruyHu peakuuu (aHruoenem, oopuB, cbpOex)

HapyiieHus Ha HepBHaTa CUCTEMA
MHoro peaku: HecriokoicTBHe, 6e3cbHHE, MOBHILIEHAa YMOPAEMOCT (YHECEHOCT, ChHIIMBOCT),
rinaBobosue, XamouHHaUuH (TpeAMMHO TNpH AeLa)

HapylueHus Ha ChbpLETO
Penku: cepueOueHe, TaXxukapaus, XUrnepToHHs
MHOro peaku: apuTMHUH

PecnupaTopHH, TPBAHU U MEAWACTUHAIIHU HAPYLUICHUS
MHOro peaku: yBeJIM4aBaHe Ha OTOKA Ha JIMraBULIaTa nopaau orciabBaHe Ha eeKTa Ha JIEKapCTBOTO,

KPBBOTECUYCHHUE OT HOCA
C HeH3BECTHA YECTOTA: napeHe UJIH CYX0Ta Ha HOCHaTa JIMraBHla, KHXaHC

HapyieHus Ha MyCKYJIHOCKEJIETHATa CHCTEMA H ChEAMHUTEIHATA ThKaH
MHoro peaku: rep4oBe (MpeauMHO MpH aeua)

CrobuiaBaHe Ha NOAO3WPAHH HEXKETAHH PeaKLIUH
Crob1iaBaHeTO Ha NOJ03UPAHH HEXKEJTaHW PeakLWH Clie]] pa3pelliaBaHe 3a yrnorpeda Ha J1eKapCTBEHUS

NMPOAYKT € BakKHO. ToBa Mo3BoJisBa Aa MPOABL/DKA HaOMIOAEHHETO HAa ChOTHOLLIEHUETO MOJ13a/pPUCK 32
JieKapcTBEHHUS NMPoAYKT. OT MEAULIMHCKUTE CIIELIMATUCTH C€ U3MCKBa Ja ChoO1IaBaT BCAKa
NnoJ0O3MpaHa HeXKellaHa peakLus Ypes:

M3nbaHUTENHA areHLus Mo JIeKapcTBaTa

ya. ,,JJamsaH ['pyes* Ne 8

1303 Codus

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

4.9 IIpeno3upane

Kcunomemasonunoé xuopoxaopuo

KnuHu4yHaTa KapTHHA MPH Npeao3MpaHe ¢ HMHIA30JI0BH NMPOU3BOAHH MOXKE Aa € 0ObpKBallla, Thid
KaTo € Bb3MOXXHO a ce peayBaT (a3 Ha CTUMYJIALMA U MOTUCKAHE Ha LIEHTpa/lHaTa HEPBHA CUCTEMA
M CbpACYHOCHA0BATa CUCTEMA.

OcobeHo npu aeua, Npeao3upaHeTo YeCTO BOAH A0 €(EKTH BbpXY LICHTpaJIHATa HEPBHA CUCTEMA C
rbpYOBe H KOMa, Opaaukapaus, arHes U XMUINEePTOHHSA, KOATO MOXe J1a MPEMHHE B XMITIOTOHHS.
CuMnTOMMTE NPH CTUMYJIALMA Ha LIEHTpaJIHaTa HEpBHA CUCTEMa Cca TPEBOXKHOCT, Bb30ya,
XaJMOLUMHALMK U FbPYOBE.

CuMnTOMHUTE NPHU NMOTUCKAHE HA LICHTPA/IHATa HEPBHA CHCTEMa ca MOHWKEeHa TeJleCHa TeMreparypa,
JleTaprus, CbHJIMBOCT H KOMa.

Morar na ce NOABAT CACAHUTE AOMBIHUTEIHH CHMIITOMU: MHO3a, MUApHa3a, [OTEH
OneaHOCT, IMaHO3a, rajieHe, Taxukapaus, Opaaukapaus, CbpaevyHa apuTMHS, CITH
NeHHOCT, XUMEPTOHHA, NOA0OHA Ha LWOK XUNOTOHMA, OenoapobeH oTok, AuxaTe
CIUpaHe Ha AUIIAHETO.

MﬂpKH [MpH MNMPCAO3HUPAHC



[Ipu Texko npeno3upaHe ce Halara HHTEH3UBHO JieYeHHe B 6OMHULA. Thii KaTo
KCHJIOMETa30/THHOBHAT XUAPOXJIOpH] ce abcopOupa 6bp30, He3abaBHO Tpa6Ba 1a ce MPUIOKH
aKTHBEH BBITIEH (aACOpOEHT), HaTpueB CydaT (JaKcaTUB) MM CTOMALIHA MPOMHBKA (C roaaMo
KOJIHYECTBO TE€YHOCT). 3a MOHM)XXKABAHE HAa KPBBHOTO HAJIAraHe MOXE Ja Ce MPUIIOKH M HeceleKTHBEH
anga-61okep. [IpoTHBONOKA3aHO € U3MONI3BAHETO HA Ba3onpecopu. AKO € HEOOXOAUMO, ce npuiarat

JICKApPCTBA 3a NOHW)XaBaHe Ha TeMINnepaTrypaTa, aHTHKOHBYJICAHTH HJIH Ce [IpaBH KUCJIOpOAHA
HHXalalus.

Llexcnanmenon

[NaHTOTEHOBaTA KHCENHHA M HEHHHUTE MPOM3BOHH, B TOBA YHCIIO M AEKCTIAHTEHOJ, NMpOsBABAT HHCKA
TOKCHYHOCT. He ce Hanara B3MMaHeTo Ha CrieLIHaTHH MEpPKH NpPH Mpefo3HpaHe.

5. ®APMAKOJIOIMTYHH CBOMCTBA
5.1 ®dapmakoaAHHAMHYHH CBOHCTBA

({apMakoTepaneBTHYHa rpyna: JIeKOHreCTaHTH U APYrH Ha3a HH npenaparu 3a JIoKasiHa ynotpeba,
CHMIMAaTHKOMHUMETHLIH, KOMOMHALMH 6€3 KOPTHKOCTEPOUAH.

ATC xoa: RO1ABO6

Kcunomemasonurnoe xuopoxnopuod

KcHnomMeTa3oMHOBHAT XHAPOXJIOPH, MPOM3BOAHO HA UMHK1a30/1a, € CHMITIAaTHKOMHUMETHK, KOMTO
ACHCTBA NPEAMMHO BBPXY alipa-aipeHepruyHUTE peuentopH. Toit npenqu3BHUKBa CBUBaHe Ha
KPHBOHOCHHTE CHIIOBE H M0 TO3H HAYMH HaMaliBa OTOKA Ha HOCHaTa nurasuua. EQexTsT HacTwNBa B

paMKHTe Ha 5-10 MHHYTH, KaTO BCJIEICTBHE HA HAMAJISBAHETO HA OTOKA M no-a1o0poTo OTTHYaHE Ha
CeKpeTa Ce yJIeCHABa AULLIAHETO Mpe3 Hoca.

Llexcnanmenon

Jlexcnantenon (D-(+)-naHTOTeHUIOB ankoXoi) e ATKOXOMHUAT AHAIOT HA MAHTOTEHORATA KUCEJIMHA H
opazx MEXIWHHOTO CH NMpeoOpa3yBaHe UMa ChIIATa GHOJOrHYHA AKTHBHOCT KATO MAHTOTEHOBATA
KucenuHa. Tol ce CBbp3Ba KbM neKCTpopoTaTopHaTa D-koHdurypauus. [TaHTOTEHOBATA KMCETHHA U
COJIUTE 1 Ca BOAOPA3TBOPUMH BUTAMHHH, KOMTO clie] TpeoGpasyBaHe B TAIOTO JO OCHOBHHS
KOMIMOHEHT Ha KOEH3WM A y4acTBaT B MHOXECTBO METabOIUTHH MPOLIECH, HAMPUMEP NOANOMAaraHeTo
Ha OeNTbYHHUS U KOPTHKOCTEPOHAHHS CHHTE3, H MPOAYLIMPAHETO Ha aHTHTeNa. KOEH3MM A e BakeH 1
3a 00pa3yBaHETO Ha JIMMH/H, HANPUMEP KOKHHTE Ma3HUHH, KOMTO MMAT BaKHA 3aLWTHA (PYHKLIMS,
KaKTO M 3a alICTHIMPaHETO Ha aMHHO3aXapHTe, KOMTO y4acTBAaT B CHHTE3a Ha Pa3JIHYHH
MYKOITOJIU3aXapH/IH.

XapakTepHH 3a JeKCMIaHTEHO Ca HErOBHUTE MPEANa3BaLly enuTeIa | 3a3/IpaBABalld PAHWUTE CBOMCTBA.
[IpunoxkeHneTo Ha NEKCMaHTEHO NPH MTbXOBE C JEKCMAHTEHO/HA HEAOCTATBYHOCT OKA3BA TpodUYeH
e(eKT BbpPXY KOXKaTa.

[IpunoxxeH BBHILIHO, AEKCMAHTEHO/MAHTEHO/I MOKE 1A KOMIMEHCHpA M MOBHLIEHATa HY>K/1a OT
MaHTOTEHOBA KHCEJIMHA HAa YBpPEeHAaTa KOXa W/IH JIMraBULIa.

5.2 QPapMakOKHHETHYHM CBOHCTBA

Kcunomemasonurog xuopoxnopuo

Creqt Ha3alHO NPHIIOKEHHE Ha KCHIIOMETa30/TMHOB XHAPOXJIOPHA, abcopOHpPaHOTO KOJIMYECTBO

JICKAapCTBCH MPOIYKT MOXE N1a € NOCTaTB4HO, 32 1a PEAW3BHKA CHCTEMHH e(EeKTH, HanpuMep B
LICHTpa/THaTa HEpBHA CHCTEMAa W/HUJIH ChPJEYHOCHA0BATA CHCTEMA.

Hsama papMakOKHHETHYHH JaAHHH OT MPOYYBaHHUS BbPXY XOpa.

Lexcnanmenon

ToteHoaTa s, ;. .
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OOCTOMHH MpOoy4YBaHUs BbpXY MeTab0oIM3Ma Ha IEKCIaHTEHOJ B KOXKaTa M Jurasuuara. 60% no 70%
OT NEPOPAHO NpUeTaTa no3a ce oTaess Ype3 ypuHata U 30% no 40% upes pekanuure.

5.3 IlpeakNHHHYHH NaHHH 32 0e30mMacHOCT

[Ipu npoyuBaHHs BbPXY TOKCHYHOCTTA Cle/l MOBTAPSALIO C€ HA3aIHO NMPUJIOKEHHE Ha
KCHJIOMETa30J/IHH BbPXY Ky4€Ta He Ca yCTAaHOBEHH PHCKOBE 3a Ge3omacHoCTTa NnpH Xopa. B npoyusane
in vitro He € YCTAaHOBEHa MyTareHHOCT npu 6akrepun. Hama HanuuHM naHHK 3a kaHueporeHHocT. He
ca HaOJlrolaBaH! TepaTOreHHH eeKTH NpH IUTbXoBe U 3aiiuK. JI03M HaJ| TepareBTHYHUTE ca A0BEJIH
10 CMBPT Ha eMOpHOHA WJIH IO HaMaJIeH pacTex Ha rioza. [Ipu mrsxose e cnpsio o6pa3yBaHeTo Ha
kbpMa. Hama npusnaum 3a npobnemu ¢ ¢peprrauTera.

[laHTOTEHOBaTa KMCENHHA U MPOU3BOJHHUTE M KATO JAEKCMAaHTEHON UMAT MHOTO HMCKA TOKCHYHOCT.
[Tpu TecTOBETE 32 OCTPa TOKCHYHOCT Clie]] EPOPATHO MPHIOKEHHE Ha AEKCIAHTEHOJI/TIAaHTEHO €

onpeaeneHa cpeaHa setanHa no3a (LDS0) ceorsetHo 6,25 g/kg TenecHo Terno 3a muwku U 3,0 g/kg
TEJIECHO TETJIO 32 3aHLM. HAMa HayYyHH NaHHM 32 MyTareHHH, KaHLEPOT€HHH H TEPATOTeHHH e(eKTH.

6. ©APMAIEBTHYHU JAHHH

6.1 ChnHcbK HA NOMONIHHTE BeleCTBA

HuuaTtpues pocdaT noaekaxuapar

Kanues auxunporeH docdar

Pa3TBOp Ha OE€H3aIKOHHMEB XJIOPH]

[Ipeuncrena Bona

6.2 HecbBMecTHMOCTH

Henpunoxxumo.

6.3 Cpok Ha rognocr

2 TOAVHH

Cpok Ha roHOCT ciiell MbpBOTO OTBapsAHe Ha OyTuikara: 12 ceaMHULIH.
6.4 CrnennajnH yc/JIOBHA HA CbXpaHEHHe
Jla He ce cbXpaHsBa Npu TeMnepaTtypa Hana 25°C.

6.5 BwuaH chaAbLpPKAHAE HA ONAKOBKATA

bytunka ot nonuerunex ¢ Bucoka mibTHocT (HDPE) ¢ BMecTumocT 15 ml 1 ¢ MexaHu4Ha A03Upalla
nomna ¢ 10308 06eM 0,1 ml ¢ nomunponuneHos (PP) Hakpaiinuk 3a HOca ChC 3alMTHA Kanayka oT
nosveTuneH ¢ Hucka mrbTHOCT (LDPE) B kapTOHEeHa kyTHs.

byrunkara ceabpka 10 ml pasTsop.

6.6 Cneunannu npeanas’HH MepKH NPH H3XBLPJIsAHE H paboTa

HsMa cneLuaiHy H3UMCKBaHUA.

7. IIPHTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Zaklady Farmaceutyczne POLPHARMA S.A.




ul. Pelplinska 19
83-200 Starogard Gdanski, [Tonma

8. HOMEP HA PA3ZPEIIEHUETO 3A YIIOTPEBA

Perucrpauuonen Ne: 20210122

9.  JTATA HA ITbPBO PA3PEIIABAHE/TIOJHOBSIBAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

JlaTta Ha mepBO paspemasane: 20.05.2021 r.

10. JOATA HA AKTYAJIMBUPAHE HA TEKCTA




