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Septanazal for adults 1 mg/50 mg in 1 ml nasal spray, solution "ASRSIR 8 sesrssaiain e
Septanazal for children 0.5 mg/50 mg in 1 ml nasal spray, solution

2, KAYECTBEH H KOJIMYECTBEH CHCTAB

Cenmanazan 3a 6b3pacmuu

Bceku ml ot cnipes 3a HOC, pa3TBOp, ChAbPKA | ME KCHIOMETA30/IMH XHAPOXIIOpUA (xylometazoline
hydrochloride) v 50 mg nexcnianrenon (dexpanthenol).

Enxo BnpsekBane (0,1 ml or pasteopa), cbabpka 0,1 mg kcuiiomeTasoiuH 1 5,0 mg AeKCNaHTEHOJI.

Cenmanazan 3a oeya

Bceku ml ot cripes 3a HOc, pa3TBOp, Chabpika 0,5 mg KCHIOMETA30/IMH XUAPOXJIOpUA (xylometazoline
hydrochloride) n 50 mg nexcnanreHon (dexpanthenol).
Eano snpscksane (0,1 ml ot pasrBopa), cbabpika 0,05 mg kcunomeTazonuH M 5,0 mg AeKCnaHTeHOJ.

3a NbJIHKA CIUCHK HA MOMOLIHUTE BELECTBA BHXKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Cnpe# 3a Hoc, pa3TBop (Cnpeii 3a HOC)
bucbp, Oe3usereH, TeyeH pa3TBop.

4. KJIUHWYHHU JIAHHHA

4.1 TepaneBTHYHH NOKA3AHHS

Cenrana3sai 3a Bb3pacTHH € NOKa3aH MpH Bb3PAaCTHH, IOHOLLIM U Aeua Ha 6 ronuHu/Cenranasan 3a

Jiella € NMoKas3aH IpH Jela Ha Bb3pacT oT 2 10 6 roquHHu:

- 32 HaMaJIiBaHE OTOKA Ha Ha3a/lHaTa JIMraBULIA NPH PUHKMT U 32 NOJANOMAaraHe 3apacTBaHEeTO Ha
JI€3HWH MO Ha3a/lHaTa JIMraBULA U CbCEHUTE KOXKHH YHACTbLIH,

- 3a o0sieKyaBaHe Ha Ba3oMoTopeH pHHHMT (rhinitis vasomotorica),

- 3a JICYCHHE Ha HA3aJIHO PECITUPATOPHU OOCTPYKLIMM ClIE/l Ha3alHa XUpPYpPryu4yHa onepanus.

4.2 /lo3HpOBKAa H HAYHH HA NPHJIOKEHHE

Jo3upoBka

Oobuuaiinara no3a ot CentaHasan 3a Bb3pacTHH € €JHOKPAaTHO BIPbCKBAHE BbB BCAKA HO37pa 10 3
MbTH HA J1€H, aKO € HeOOXOAUMO.

J103MpoBKaTa 3aBUCH OT MHMBUyaIHATA YYBCTBHUTEIHOCT H KJIMHMYHATa ehrUKacHOCT.
[ IpOAB/DKUTEIHOCTTA Ha JIEYEHUETO € OrpaHUY€eHO 10 7 IHH, OCBEH aKO UMa JPYIry NPEnopbKH OT
nexkaps. [lopropHaTa ynorpe6a € Bb3M0O3KHA CaMO C/I€/] MOYHUBKA OT HAKOJIKO JHHU.

Ileouampuyna nonyaayus

[ Ipunoxkenuero Ha npoaykTa npu Aeua noa 12-roauiuHa Bb3pacT TpsOBa 1a cTaBa 1noj Ha
Ha Bb3pPacTeH.




AKO ciel 3-1HEeBHO TpeTUpaHe He ce Hab/oaaBa noao0psBaHe WK BJIOLIABaHE HA CUMITTOMHTE,
TpAOBa J1a Ce HaNpaBu NMPEOLEHKA Ha KIWHWYHATA CUTYaLIus.

Jlena naa 6 roanmea Bb3pact

ObuuaiiHara no3a CenraHasain 3a Bb3pacTHHU NPH A€l Ha U HaJ 6 roAuiLIHA Bb3pacT € €IHOKPaTHO
BMNPBLCKBAHE BbB BCAKA HO3/1pa 10 3 NbTH AHeBHO. BuHaru TpsaOBa aa ce KOHCYATHpaTe ¢ JieKap
OTHOCHO TMPOAB/DKHUTETHOCTTA HA JICYEHHETO.

CenTaHa3as 3a Bb3pacTHH € MPOTUMBOMNOKA3aH MpH aeua noja 6 roauviuHa Bb3pacT (BHIKTE TouKa 4.3).
Jlena na Bb3pact ot 2 10 6 roguHm

Oouuaiinara no3a CenrtaHasan 3a aeua, NpH Jiela Ha Bb3pacT OT 2 /10 6 roAMHU € eIHOKPATHO

BNPBCKBAaHE BbB BCAKA HO3/1pa 10 3 MbTH Ha AeH. BuHaru TpadBa aa ce KOHCYATHpaTe ¢ JieKap
OTHOCHO MPOAB/DKUTETHOCTTA Ha JICYEHHETO.

Cenrana3sain 3a aeua e npoTUBONOKA3aH MpM JeLa noj 2 roAuiliHa Bb3pacT (BHKTe To4Ka 4.3).

HauuH Ha npunoxeHue

[TbpBO npeanasnara kanayka TpsOBa na ce npeMaxHe OT crnpes.
[Ipenn nbpBara ynorpeda UM ako cnpesT He € W3MOoJI3BaH NPOABL/DKUTENIEH MEPHO OT BPEME,
HaTHCHETE MyJIBEPU3aTOPa HA CIIpes HAKOJKO MbTH [0 MOJIYy4YaBaHETO Ha (PUH CIIPEH.

[locTaBeTe HaKOHEYHMKA B HO3/paTa, B MAKCMMAJIHO BEPTHKAJIHO
NOJIOKEHWE U HATHCHETE MyJiBepyU3aTopa BeAHbK. BHUMaTe1HO
BAULLIAWTE Npe3 Hoca A0KATO BNpbCKBaTe. AKO € HEOOXO0AUMO, MOBTOpETE
npoueaypara 3a Jpyrara Ho3apa.

Cnen Beska ynorpeba, HAKOHEYHHMKA Ha cripest TpaOBa Aa Ob/ie MOYMCTEH C XapTHEHA KbpIHYKa, a
Karaykara J1a ce 1ocraBu oopaTHo.

4.3 IlpornBonokazaHus

CBpbXUYYBCTBUTETHOCT KbM aKTHBHATa CYOCTAHLMA WM KbM HAKOE OT MOMOLIHUTE BELIECT
H30poeHH B TOUKa 6.1. i

Bb3nanenue Ha HOCHaTa iMraBuiia 6e3 cekpels (CyX PpUHMT). l
i




HMcTopus Ha TpaHcceHOoMAATHA XUNODU3EKTOMMS WM ApYra XMpPYPruyHa HHTEPBEHLIUA, CBbpP3aHa ¢
EKCMO3ULIMA Ha aypa Marep.

Cenrranasas 3a Bb3pacTHHU € MPOTHUBOIOKA3aH 3a yrnorpeda npu Aeua Ha Bb3pacT noj 6 roauHm.
CenrraHasan 3a neua e NpoTHBONOKa3aH 3a ynorpeba npu Aeua Ha Bb3pacT noj 2 roavHH.

4.4 CpennajHu npeaynpe:kIeHHs H NPeINa3HH MEPKH NPH ynorpeda

To3u nekapcTBeH NPOAYKT MOXKeE Aa ¢e U3M0JI13Ba ¢caMo CJie]l BHUMATE/IHA MpeLeHKa Ha

CBOTHOLLUEHHETO MEXY O4YaKBaHaTa IoJi3a ¥ NOTeHLHAIHUS PUCK B CJICIHUTE CJTY4Yau:

- [TauneHTH, nekyBaHH ¢ MOHOAMUHOOKCHAa3HU HHXUOUTOPH (MAO HHXMOUTOPU) U APYTH
JIEKapCcTBa, KOUTO MOTEHLMATHO NOBUILIABAT KPbBHOTO HAJIAraHe,

- [loBHLIEHO BBLTPEOYHO HasIAraHe, 0coOeHO TACHOBI'BJIHA I1ayKOMa,

- Cepuo3HM CbpAEYHM M UMPKYJIaTOpHHU 3aboaBaHus (Hanp. KOpOHapHa cbpae4Ha OoecT,
XUIEPTOHUA ),

- DeoxpoMoLMTOMA,

- MeTaboNMTHH pa3CcTpOHCTBa (XUMEPTHPEOHAU3bM, AHaleT),

. [Tophupus,

- [IpocTaTHa xunepniasus.

[Ipu naumeHTH cbe cMHAPOM Ha yabibkeH QTuHTepBal, TeKyBaHH C KCHJIOMETA30/IMH, MOXKE /1a HMa
MOBUILIEH PHUCK OT CEPUO3HU BEHTPHUKYJIAPHH aPHTMHUH.

Ynorpebara 1o BpeMe Ha XpOHHYEH PUHUT TPAOBa Ja ce MPOBEeX/1a CaMO MO MEAULIMHCKO
HaOr0IeHHe, NPeBH ONACHOCTTA OT aTpodMs Ha HOCHATA JIMraBULIA.

[IpoawmxuTenHara ynorpeda Ha CUMIATHKOMHMETHYHH J€KOHI€CTAHTH, B YaCTHOCT MOXKe Aa
Mpean3BHKA peakTUBHA XHUIIEPEeMHs Ha TMraBuLaTa Ha Hoca. To3u oOpareH eekT BoaM 10 CTECHSIBaHE
Ha Ha3aJIHUTE Bb3YXOINPOBOIHH ITbTHIIA W NPUHYK/1aBa NALMEHTa /1a W3M0J13Ba MHOTOKPaTHO
JIeKapCTBEHHUA NMPOAYKT /10 CTENEH HAa XpOHHYHA ynoTpeda. KaTo nocieacTBus ca XpOHUYHOTO
HaOBOBaHe (MEIMKAMEHTO3€H PUHHT) WM NOPH aTpo(us HA HOCHATA JIMraBHLIA.

an MO-JICKH CJZ1y4aH € NpEeriopbYHUTEIIHO [a CE NMpEYCTAHOBH BIIPBCKBAHETO HA pa3TBOpa B €HaTa
HO34p4a ITbPBOHA4YaJIHO, H CJI€/] 3aTHXBAHETO HA CUMIITOMHTE, CMAHA HA ApyraTta CTpaHa, C Oorjie/j
AALIAHCTO IIPE3 HOCA a CE 3arla3H NMOHE OTYACTH.

Tpadsa na ce u3bArBa IMPEKTEH KOHTAKT HA JIEKAPCTBEHHUS NPOAYKT C OYHTE.

B ciyuai Ha HenpaBunHa ynorpeba uiM ynorpeda Ha rnpekajieHO rojeMH KOJIMYeCTBa OT crpes,
abcopOuMATa HA KCHJIOMETA30JIMH MOJKE /1a MPEAU3BHKA CUCTEMHH HEXKEIaHW PeaklMKi, 0COOEHO npu
aeua (CbpAe4YHOCHI0BH H HEBPOJIOrMYHH HEXelaHU peakuuu) (BrxkTe Touka 4.8 u 4.9).

EnnoBpeMenHaTa ynorpe0a Ha NpoAYyKTa CbC CUMMAaTHKOMHUMETULM (Hanp. nceaoedeapuH,
epenpu, peHunedpuH, OKCUMETA30/IMH, KCHIIOMETA30JIMH, TPaMa30JIuH, Haha3o/1uH,
TYaMHHOXEITaH) He Ce MPenopb4Ba ¢ Orjie/] Ha TOBa Ja ce W30erHe NMOBULIEHUs! PUCK OT Bb3MOXKHH
CbpPACYHOCHAOBH W HEBPOJIOTHYHU HEIKE/TAHU peakuLMH (BHIKTE TOUKa 4.5).

ToBa nekapcTBO Chabpka no-mManko ot | mmol Hatpuii (23 mg) Ha BNPBCKBAHE, T.€. MOXKE 1A Ce
Kajke, Y€ MPaKTHYECKHU HE ChbAbPiKa HATPHH.

4.5 B3aumoaeHcTBHE C APYIH JIeKAPCTBEHH NPOAYKTH H APYrH ¢GopMHu HaA B3anMoeilcTBHE

Kcunromemaszonun xuopoxaopuo

EnnoBpemenHara ynorpeba Ha Cenranasan 3a Bb3pactHi/CenraHasai 3a Jeua ¢ aHTHXHMITE
JieKapcTBa (Hanp. MeTu10mna) TpadBa aa ce u3dsArea nopajau NoTeHUUaIHUs eeKT Ha
KCHUJIOMETA30JIMH /1A NMOBHILABA KPbBHOTO HaJIATaHe.

EnHoBpemenHara ynorpeda Ha CenTaHasan 3a Bb3pacTHH/CenrTaHasal 3a aeua ¢ HHXHOUT




MOHOAMHMHOOKCH/1a3aTa OT TPAHW/ILIMITIPOMHHOB THUIT WIH TPULMKIWYHHA aHTHACNPECAHTH, MOXKE J1a
JI0B€/1€ 10 MOBHILABAHE HA KPBBHOTO HajsAraHe nopaau eekra Ha Te3M aKTUBHH CYOCTaHLUU BBPXY
CbpAE€4YHOCH/I0BATA CUCTEMA.

EnnoBpemeHHara ynorpeda ¢bC CUMIAaTUKOMHUMETHLIM (Hanp. ncesaoedepuH, edeapHH,
(eHnePpHH, OKCHMETA30/IMH, KCHIIOMETa30/IMH, TPaMa3o/uH, Haga30/MH, TYaMHHOXEITaH) MOXKE /1a
N0BeAE 10 aANTHBEH e(PEeKT BbPXY ChbPACYHOCHA0BATA CHCTEMA M LIEHTpa/IHATA HEPBHA CHCTEMA.

Jlexcnanmernon
He ca u3BecTHM.

4.6 DepruHiaHTET, OPEMEHHOCT H KbpPpMEHe

bpeMeHHOCT

Cenranasan 3a pp3pacTHu/CenTaHasan 3a aeua He TpsaOBa J1a ce U3Mo03/1Ba Mo BpeMe Ha OpeMEHHOCT,
ThH KaTo HAMa J0CTAaThYHO HAJIHYHA UH(OpPMALIMA OTHOCHO yroTpedaTa Ha KCHJIOMETa30/1MH
XHIPOXJIOPH/ NPH OPEMEHHH KEHHM.

KbpMmeHe
Cenranasan 3a Bb3pacTHW/CenTaHasan 3a aeua He TpaOBa 1a ce M3M0/3Ba MPHU KbPMELLH KEeHH, ThH
KaTo HE € M3BECTHO JaJIi KCHJIOMETA30JIMH XMAPOXJIOPH/] C& EKCKPETHpa C KbpMara.

DepTHIUTET
Hsama nanHu oTHOCHO BiusHUeTO Ha CenTaHa3as 3a Bb3pacTHu/CenTaHasal 3a aeua BbpXy
(pepruiiuTeTa.

4.7 EdexTn BbpXy cnocodbHoCTTA 32 modHpaHe H padoTa ¢ MAIIHHH

Cenrana3san 3a pp3pacTHu/CenTaHasan 3a /el He ce OYaKBa /1a MoBjuse HedIaronpusaTHO
CnocoOHOCTTA 3a WwodHpaHe U paboTa ¢ MalIMHK, KOraTo Ce M3MO/3Ba B ChOTBETCTBHE C YKa3aHUATA.

4.8 Hexenanu JleKApCTBEHH peaKHH

- MHuoro yectu (= 1/10)

- Yectu (= 1/100 to < 1/10)

. Heuectu (= 1/1 000 to < 1/100)

- Peaxu (= 1/10 000 to < 1/1 000)

- Muoro peaku (< 1/10 000)

. C HeusBecTHa yecToTa (He MOXKe Ja Ob/ie OLleHEeHa OT HAJTWYHUTE JJaHHH)

TabnuueH CNUCHK HA HEXKE/IaHUTE peaKLMu

Heuectn Peaxkn MHuoro peakn C
HEeH3BEeCTHA
4eCcTOTA
Hapymenus na Peakuuu Ha
HMYHHATA CBPBXYYBCTBHTEIHOCT
cHucTeMa (aHruoenemM, KOXeH
O0pHB, NMPYpPHTYC)
[euxuyuan be3nokokcTBO,
HApYILICHHS 0e3ChHHUE,
Xa/TIOLIMHALIMY
(rMpeau BCHYKO
[pH Jeua)
Hapymenus na ["anene
HEepBHATA CHCTEMA (CBHHJIMBOCT,




cenawums),
rinaBo0oJIKe
Copaeunn [Mannuraumu, | ApuT™mus
HApYUIeHHS TaxuKapaus,
XHUINEPTOHHSA
Pecnuparopun, PebayHn [lapeHe u
rPbAHH H KOHIeCTH, CyXO0Ta Ha
MeAHACTHHAIHH KbPBEHE OT HOCa | Ha3ajlHara
HAPYUIECHHSA MYKO3a,
KUXaHe
Hapymenus Ha KoHBysicuu
MYCKYJIHO- (ocobeHo npwu
CKeJIeTHATA aeua)
CHCTEMA H
CheAHHHTE/IHATA
THKAH

CpobulaBane Ha NOJ03UPaHU HEXKEeJaHU peaKliuu

CpoOiaBaHeTo Ha NMoJ03MPaHHU HeXKeJIaHW peaKlMH Clle/l paspellaBaHe 3a ynorpeda Ha JIeKapCTBEHHS
MPOAYKT € BakHO. ToBa no3BosisiBa Aa NpoAb/KH HAOJIFOAEHUETO Ha ChOTHOLLEHUETO M0.J13a/PHUCK 32
JIEKapCTBEHUA NpOAYKT. OT MEAMLIMHCKUTE CreLHAIMCTH Ce M3MCKBA 1a ChOOLLIABAT BCAKA
MOJ03HpaHa HEXKe/laHa peakLUs upes

M3nbaHuTeIHa areHuus no Jiekapcreara

yi. ,Jlamsau ['pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg.

4.9 Ilpexozupane

Kcunomemazonun xuopoxiopuo

KnuHu4yHaTa KapTHHA Ha MHTOKCHUKALIHs ¢ MMKAA30JI0BH NMpernapaTi MOXe Ja Cce pa3/iiyaBa, KaTo
NepHO/1 Ha CTUMYJIALKMA MOXKE /1a C€ pelyBa C NEpPHOAM Ha CYIIPEeCHs Ha LIEHTpajiHaTa HEpBHA CUCTeMa
H ChPACYHOCHA0BATA CHCTEMA.

B yacTHOCT npu aeua, npeao3upaHeTo ce NposBsBa rNiaBHO ¢ eeKTH Ha LIEHTpaJlHaTa HEpBHA
CHCTEMA: KOHBYJICHH M KOMa, OpaJuKapaus, anHesi, XHNEPTOHHA W XHUIIOTOHHA.

Cumnromu Ha LIHC cTumynauus ca 6e3nokoiicTBo, Bb30yaa, XaJlOLUMHALIMK W KOHBYJICUH.
Cumnromu Ha LIHC cynpecus ca noHwkeHa TefiecHa TeMneparypa, raieHe, CbHJIMBOCT H KOMa.
CneaHure JOMBJIHUTEIHA CUMIITOMM MOTAT /1a C€ MPOSABAT: MHO3a, MHApHUas3a, Aadopesa, Tpecka,
OJie10CT, IMaHo3a, rajieHe, Taxukapaus, Opaaukapaus, ChbpaeyHa apuTMHUA, CbPACYEH apecT,
XUIEPTOHHUA, LOK-M0A00HA XUNOTOHHKA, Oe10ap0o0EH e1eM, AMXATE/IHH Pa3CTPOMCTBA U arlHes.

B ciydau Ha TeXKKO npeao3vpaHe € nokasaHo MHTEH3UBHO O0HHYHO JieyeHue. Heobxoaum e
He3a0aBeH NPUEM Ha MEAMLIMHCKH BbIJieH (abcopOeHT), HaTpueB cyndar (J1akCaTUB) WK CTOMALIIHA
MPOMMBKA (B C1yyai Ha roJisiMO KOJIMYECTBO), Thil KATO KCHJIOMETA30/MH ce abcopObupa Obp30. 3a na
Ce HaMaJIi KPbBHOTO HaJIsraHe, Moxke /1a Objie naJieH Hece/leKTUBEH alli(ha-aipeHepruyueH O1okep.
[IpoTuBONOKa3aHu ca Bazonpecupauiure areHTH. [Ipu HeoOxoaumocT TpsaOBa aa ObAaT NpeaAnpUeTH
CJIEIHUTE MEPKM: HAMaJsBaHE HA TPECKATa, AHTUKOHBYJICHBHA TEpanus U KUCIIOPOAHO OOUIIBAHE.

JHexcnanmenon
[laHTOTEHOBaTa KHUCEIMHA U HEHHUTE MPOU3BO/AHH, KaTO AEKCMAHTEHOJ1, MMAT MHOIO HHUCKa
TOKCH4YHOCT. He ca HeoOX0auMu MepKH npu npeao3upaHe.

5. ®APMAKOJIOT'MYHU CBOUCTBA




5.1 ®PapMakoaHHAMHYHH CBOHCTBA

(DapmakoTepaneBTHYHa rpyna: Ha3ajJHu npenapati, CHMNaTUKOMHUMETHULIH, KOMOHHALIUH C
uskJiroyeHue Ha koprtukocrepouau. ATC koa: ROIABO6.

PuHOMIOrHYeH areHT, KoMOMHauMs oT anda-CHMNaTHKOMUMETHK C BATAMUHEH aHAJIOr 3a JIOKaJIHO
NPUJIOKEHHUE BbPXY Ha3ajHaTa aurasuua. KcuioMerazonuH uMa Cb10CBUBALLM CBOMCTBA H MOpPaIH
TOBA NMPUYUHABA IEKOHTECTHSA Ha 3aMyllieHus HoC. JIeKCNaHTEeHO1 € MPOU3BO/IEH HA MAHTOTEHOBATA
KHCEJIMHA, BUTAMHH, KOWTO CrIOCOOCTBA 3a 3apacTBaHE HA HapaHEHaTa JIMraBylia v MpUTeKana
MYKOIPOTEKTUBHO JI€HCTBHE.

Kcunomemaszonun xuopoxiopuo

KcunomerazonuH Xuapoxsiopua, MMHAA30JI0BO NMPOM3BOAHO, € ajipa-aapeHepruyeH
CMMIMAaTHKOMHMETHK. MIMa cbaocBHBalLLL e(DEeKT U MOpaau TOBA HaMaJisiBa JIMTaBHYHHS OTOK.
OOHMKHOBEHO, Ha4aJI0TO Ha eeKkTa € B paMkuTe Ha 5 10 10 MMHYTH U ce nposBABa KaTo obiek4yaBaHe

Ha IMLIAHETO Mpe3 HOCa, B CJIEACTBUE HAa OTOBOBaHE HA OTOYHATA JIMFaBULA U MOAOOPEHH JIPEeHaXK Ha
HOCHMTE CEKPETH.

Jexcnanmenon

JlekcnanteHo (D-(+)-maHTOTEeHU aIKOX0J1) € aJIKOXOJIEH aHaJIOr Ha MAaHTOTEHOBAaTa KUCE/IMHA,
KOMTO Mopajau Mex/HHHaTa TpaHchopmalms, npuTexana cblata OMo10rvyHa epuKacHOCT KaTo
naHToTeHoBara kucesvHa. JlekctpoeptHara D dopma e GuonornuHo akrusHa. IlaHToTreHoBara
KHCE/IMHA U HEMHUTE COJIM Ca BOJHO-Pa3TBOPUMH BUTAMMHHU, KOMTO, MO/ (pOpMaTa Ha KOEH3HM A, ca
BbBJICYEHH B peMLia META0OOUTHH NMPOLIECH, BKJIFOUHTETHO CTUMYJIMPAHE CHHTE3aTa Ha NMPOTEHHH H
KOPTHKOH/IH, KAKTO M MPOAYKLMATA Ha aHTuTena. KoeHsum A e cblio Taka HeoOX01uM 3a
NPOAYKLMATA HA JIMMKH/IH, Ype3 KOUTO KOXKHATA Ma3HWHA MMA Ba)KHA MPOTEKTHBHA POJIs, KAKTO H B
aLETHJIMPAHETO Ha aMHHO3aXapH, KOMTO ¢a OCHOBHH €JIEMEHTH B CTPYKTYypaTa Ha pa3JiInyHH
MYKOMOJIU3aXapu/iH.

JIEKCTIaHTEeHOJ NMPOTEKTUPA EMUTEIHMTE CJIOEBE M MOANOMAara 3apacTBaHETO Ha paHUTe.

[Ipn nibxoBe ¢ AEDULUMT HA JEKCMAHTEHOJ1, HETOBOTO MPUJIOKEHHUE € CBbP3aHO C TPOPHUYEH €PEKT
BbPXY KOKara.

[Ipy BBHILLIHO NpUIOKEHHE, NeKCMAaHTEHO//TAaHTAHO1 MO3BOJISABAT /1a C€ Npeo/oJiee NoBUllieHaTa
HY>K/1a OT MaHTOTEHOBA KUCEJIMHA B YBPEJAEHaTa K0XKa UJIM JIMraBulia.

5.2 ®dPapmakoKHHETHYHH CBOHCTBA

Kcuromemaszonun xuopoxiopuo

[loHsikora, npu Ha3a/IHO NMpHJIOKEHHE, a0COPOMPAHOTO KOJMYECTBO OT KCHJIOMETA30/IMH
XHJPOXJIOPH MOXKeE Ja ObJIe 10CTaThYHO 3a MOSABaTa HA CUCTEMHH €(DEKTH, Halp. OT CTpaHa Ha
LIEHTpaJIHaTa HEPBHA CUCTEMA U CbP/AEYHOCHA0BATA CUCTEMA.

Hsama nanuu 3a npoBeieHH papMakOKHHETHYHHW MPOYUYBAHUSA MPH XOpa 3a KCUIOMETa30/IMH
XHAPOXIIOPUL.

Jlexcnanmenon

JlekcnanTeHon ce abcopOHpa npe3 Koxkara v ce OKHUC/IABAa €eH3MMHO 10 MAaHTOTEHOBA KUCE/IMHA, KaKTO
B TSJIOTO, TaKa M B KOXKaTa. B nuiazmara BUTAMHHBT C€ TPAHCMOPTHPA CBBP3aH C IJIA3MEHHUTE
nporerHH. [laHToTeHOBaTa KUCEMTHHA € BaXKEH KOMIIOHEHT HAa KOEH3UM A, KOHTO C€ OTKPHUBA BbB
BCHYKHM ThKaHHW W opranu. He ca npoBexx/1aHu JieTail/IHK NpOy4YBaHUA BbPXY MeTa00/1M3Ma B KOKaTa v

nurasuumTe. [1pu nepopanen npuem 60-70% ot npueraTa a03a ce eKCKpeTHpar ¢ ypuHara, a 30-40%
ce oTAeaAT ¢ heKkanumTe.

5.3 Ilpeaxk/iMHHYHH JaHHH 32 0e3omacHOCT

Bb3 0cCHOBa Ha NPOBE/IEHUTE KOHBELIMOHAIHK MPOYYBAaHUS MO OTHOLUEHHE HAa (PapMaKoOJIOrH
penpoayKTUBHATA TOKCHYHOCT, TOKCMYHOCTTA NPU MHOTOKpaTHa ynorpeda, penpoayKTHBH
TOKCHYHOCT, F€HOTOKCHYHOCTTA U KAPLIMHOT€HHHUs MOTEHUHA, NPEAKIMHHYHHTE JaHHH 3a



0€30MacHOCT HE /1aBaT OCHOBaHHWE J1a Ce npeanoaaraT HIKakBM CrelMaiHd pUCKOBE 3a Xopara.

He ce ouakBat puckoBe OTHOCHO 6e30nacHOCTTa Npu Xopa Ha 06a3a TOKCHYHM MPOYYBaAHHS C
NPOABL/DKUTEIHA Ha3allHa ynoTpeda Ha KCWIOMETA30/IMH MPH KyueTa. In vifro OaKTepHalHUTE
MPOy4YBaHHUA 3a MYTareHHOCT ¢a OuIM HeraTUBHU. HaMa Ha/IMYHU JaHHW OTHOCHO KapLEHOre€HHOCT.
He ca nabmoaaBaHu TepatoreHHU eekTH Npu NabXoBe W 3aiiuM. Jlo3u Ha TepaneBTHYHUTE HHUBA Ca

Oun emOpHoaeTanHy WM € HabnroaasaH HamaneH eranen pacrex. Habmonasana e HamasieHa
naKrauus npu mibxose. Hama nokasarencTsa 3a HapylUeHUs Ha (DEPTHIIMTETA.

[laHTOTEHOBaATA KMCE/IMHA U HEMHUTE J1IepyBaTH (HAnNp. AEKCNAaHTEHO/) KMa MHOIO HUCKa TOKCHYHOCT.
[Ipu MuiuKH U 3aiium, nepopanHaTa LDsp Ha nekcananreHosn/nanteHosn € 6una 6.25 g/kg renecHo

Terjio ¥ 3.00 g/kg TenecHo terno, cboTBeTHO. HAMa HAJIMYHM ITaHHH OTHOCHO MYTareHHOCT,
KapLMHONeHHOCT U TEPATOreHHOCT.

6. ©APMAIEBTHUHYHU JJIAHHH

6.1 ChnHcbk HA NIOMOIHHTE BellecTBA

Kanues nuxuaporeH gocdar

Jlunatpues docdar noaekaxuapar

Boaa, npeuucreHa

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogaocr

3 rOAMHH

Cnen mbpBOTO OTBapsHE Ha ONAaKOBKaTa, MPOAYKTHT TPAOBA /1a ce MU3MOoJ3Ba B CPOK oT 12 meceua.
6.4 CpnennajHH yc/I0OBHSA HA ChbXpPaHEHHE

To3u nekapcTBEH NPOAYKT HE H3MCKBA HUKAKBH CMIELIMAIHU YCJIOBUS HA CbXPaHEHEHE.

3a ycnoBUATa Ha CbXPAHEHHUE Clie MbPBOTO OTBAPSHE HA JIEKAPCTBEHUS MPOAYKT, BUXKTE TO4YKa 6.3.

6.5 Buau cbaAbpKAHHE HA ONAKOBKATA

Cenmanazan 3a 6v3pacmuu
bsn nnacrmacos cnipei konTeliHep (HDPE) ¢ 641a noMna 3a BnpbCcKBaHe M MpO3payvHa rjiacTMacoBa

kanauka: 10 ml cnpeii 3a Hoc, pa3TBop, B kyTHs. 10 ml cnipeii 3a Hoc, pa3TBOp € AocTaTbueH 3a 90
BIPbCKBAHUSA.

Cenmanazan 3a oeya
ban nnacrmacos cnipeit kouTeiinep (HDPE) ¢ 6s1a nomna 3a BnpbCckBaHe U NMpo3payHa rnjiacTMacosa

kana4dka: 10 ml cripeii 3a Hoc, pa3TBOp, B KyTHa. 10 ml cnpeii 3a HOC, pa3TBOp € AocTaThy4eH 3a 90
BNPbLCKBAHUA.

6.6 Croenua/JHH NpeANasHH MEPKH NPH H3XBbpJIAHE

Hsma cneunanHu U3MCKBaHUA 3a HU3XBbHPJISHC,




T INNPHUTEXATEJI HA PABPEHIEHUETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CiopeHus

8. HOMEP(A) HA PABPEIHIEHHUETO 3A YIIOTPEBA

Per. Ne 20130294 - Cenrana3an 3a Bp3pactHu | mg/50 mg B 1 ml cnpeii 3a Hoc, pa3TBOp
Per. Ne 20130295 - Cenrana3san 3a aeua 0,5 mg/50 mg B 1 ml cnpeit 3a Hoc, pa3TBOp

9. JATA HA ITBPBO PA3ZPEIIABAHE/TIOJJHOBABAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Jlara Ha mepBO paspewuenue: 04.10.2013
JlaTa Ha nocneano noaHosssaxe: 21.08.2018

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

31 Anyapu 2023




