KPATKA XAPAKTEPHCTHKA HA ITIPOAYKTA



1. HME HA JJEKAPCTBEHHS ITPOAYKT

Cenranasan 3a sp3pacTHd 1| mg/50 mg B 1 ml cnipeit 3a Hoc, pazreop
Cenrana3san 3a geua 0,5 mg/50 mg 8 1 ml cnpeii 3a Hoc, pa3TBop

Septanazal for adults 1 mg/50 mg in 1 ml nasal spray, solution
Septanazal for children 0.5 mg/50 mg in 1 ml nasal spray, solution

2. KAYECTBEH A KOJIMMECTBEH CLCTAB

Cenmanazai 3a 6b3pacmiu

Bceku ml oT cripes 3a HOC, pa3sTBOP, ChABPXKA | Mg KCHIOMETA30MH XMAPOXIOpUA (xylometazoline
hydrochloride) w 50 mg nekcnanwrenon (dexpanthenol).

Eano enpwckBane (0,1 ml ot paszreopa), cbaepka 0,1 mg kcunomerazonuH H 5,0 mg ACKCNaHTEHO.

Cenmanazan 3a oeya

Bceexku ml or cripes 3a Hoc, pa3TBop, chabpka 0,5 mg KCHIOMETa30lMUH XUAPOXIIOpH (xylometazoline
hydrochloride) u 50 mg nexcnanreHon (dexpanthenol).

Eano enpwckBane (0,1 ml ot pasreopa), coaspika 0,05 mg kcuoMmeTazonuH ¢ 5,0 mg JeKcrnanTeHOoI.

3a OBJIHHA CMUCHK HA IOMOLIHUTE BELIECTBA BHXKTE Touka 6.1.
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4. K/HWHWAYHH JAHHHA
4.1 TepaneBTHYHH NOKAIAHUSA

CenrraHasast 3a BE3paCTHH € MOKAa3aH NPH Bb3PACTHH, FOHOIIH M Acua Ha 6 roaunw/CentaHasan 3a

Aeua € NMoKasaH OpH Jella Ha BB3pacT OT 2 A0 6 roHHU:

- 33 HAMAJISBaHe OTOKA HA HA3aHATA JTHraBUIlA MPH PHHMT W 3a MOJANOMAraHe 3apacTBaHETO Ha
JIe3MY MO HA3ATHATA JIMTaBULIA H CHCEAHUTE KOXKHH YUYACTDbLUM,

- 3a oOnekyaeane Ha BA3OMOTOpeH pHHHT (rhinitis vasomotorica),

- 33 JleYeHHe Ha HA3aJTHO PECTUPATOPHH OOCTPYKIIMH Clejl Ha3alHa XHPYPruiHa onepauus.

4.2 [103MpOBKA H HAYHH HA NPHJI0KEHAE

Jlo3upoBka

O6uuaitnata n03a oT CenTaHasa 3a BL3pacTHH € €XHOKPaTHO BNPBCKBAHE BbB BCAKA HO3/pa A0 3
TbTH Ha JIEH, aKO € HEOOX0AHMO.

I[OBHPOBK&T& 3aBUCH OT HHAHBHAYAJIHATA HYBCTBHUTC/IHOCT H KIIHHHYHATA E(bHKﬂCHOCT.
HPOHLH}KHTEHHDCTI'R Ha JCYCHHUCTO € OTPAHRYCHO 10 7 AHH, OCBCH aKO HMA APYIH MPENOPBKH OT
JICKAPA. HOBTO]JHB.TEI YHDTPESEI € Bb3MOXKHA CaMO CJiea NCHHBKA OT HAKOIKO JHH.

[Teduampuuna nonynayus

[IpunoxxenneTo Ha IpoayKTa npH Aeua noA |12-roauiHa Bu3pact TpsadBa Ja cTasa
Ha Bb3paCTeH.




AKO ciiel1 3-IHEBHO TpeTHpaHe He ce HabutoaaBa noao0OpsiBaHe HIIH BJIOLLIABAHE HA CHMITTOMMTE,
TpsA0Ba J1a ce HanpaBM MPEOLEHKa HA KIIMHUYHATA CUTYaLIMS.

Jeua nHaa 6 roanumiHa Bb3pacT

Oobwuyaiitara no3a CenraHa3zaj 3a Bb3pacTHH MNP Aella HA U HaA 6 roAvLIHA Bb3pacT € €IHOKPAaTHO
BIIPbCKBAHE BBB BCAKA HO3/Apa 10 3 MbTH JAHEBHO. BuHaru TpsOBa /1a ce KOHCYJITUpATE ¢ JieKap
OTHOCHO MPOABL/BKHUTETHOCTTA Ha JIEYEHHUETO.

CenraHazai 3a Bb3pacTHH € MPOTUBOINOKA3aH MpH Aela noA 6 roauiiHa Bb3pacT (BHKTE TOUKa 4.3).
Hdeuna Ha Bb3pact ot 2 10 6 roanHm

ObuuaitHaTa no3a Cenradasan 3a aeua, npu jeua Ha Bb3pacT oT 2 10 6 roiMHH € €IHOKPaTHO
BNPbCKBAHE BbB BCAKA HO3/Jpa [0 3 MbTH HA JeH. BuHaru tpabBa aa ce KOHCY/ITHpATe ¢ JieKkap
OTHOCHO MPOAb/LKHTEIHOCTTA Ha JIEYEHHUETO.

CenraHazan 3a Aeua e NpOTHBONOKAa3aH MpH Jelia NoJ 2 roAuLIHa Bb3pacT (BHKTE TO4Ka 4.3).

HauuH Ha NpUJIOKEHHE

[IbpBO npeanasHaTta kanayka TpsaOBa Aa ce npeMaxHe OT Crpes.
[Ipeau nbpeara ynorpeda uiiv ako CNpesT HE € W3MOA3BaH NPOAB/LKHTENIEH MIEPHO/L OT BpEME,
HATUCHETE MyJIBEPU3aTOpa Ha Cripes HAKOJIKO MbTH 10 MOJIy4aBaHETO Ha (PUH Cripen.

[locTaBeTe HaKOHEYHUKA B HO3ApaTa, B MAKCUMAIHO BEPTHKAJIHO
MOJIOXKEHHE U HATUCHETE MyJIBepU3aTopa BeAHbK. BHUMATEHO
BAMILANTE Npe3 HOca A0KaTo BrpbCckBaTe. AKO € HEOOXO0AMMO, NOBTOpETE
npoueaypara 3a apyrara Ho3apa.

Cnen Bcska ynorpeda, HakoHEYHHMKA Ha crnpest TpsOBa aa Obae MOYHUCTEH C XapTHEHA KbpIIUYKa, a
Kara4ikara Ja ce nocraByd odOpaTHo.

4.3 IlporuBomokazaHus
CBpbXUYBCTBUTETHOCT KbM aKTHBHATA CYOCTAHLMA WM KbM HAKOE OT MOMOLUH

H30poeHH B Touka 6.1.
Bb3nasieHue Ha HOCHaTa iMraByua 0e3 cekpeLus (CyX pUHHUT).




HcTopus Ha TpaHcCeHOnAanHa XUTTOPH3EKTOMHSA WIH ApYTa XMPYpPruiHa HHTEPBEHLHSA, CBBP3aHa C
EKCIIO3MLIAA HA Jlypa MaTep.

Cenrranasait 3a Bb3pacTHH € NPOTHBOTIOKA3aH 3a ynorpeda rnpu AeLa Ha Bb3pacT 1104, 6 TOHHH.
Cenrranazan 3a felia € NPOTHBONOKA3aH 33 yNoTpeda npu Jeua Ha Bs3pacT noj, 2 roAKHH.

4.4 ChnenHajiHH NpexynpexacHHs H NPeINAIEH MEPKH NPH YHOTpeda

To3¢ leKapCTBEH MPOAYKT MOXKE 1A ¢& W3MOI3Ba CaMO e/l BHUMATEIHA NPELIEHK Ha

CHOTHOUIEHHETO MEXAY OYAaKBAHATA NON33 Y MOTCHLMAIIHUA PUCK B CAEAHHTE CITYYaH:

- [laumeHTH, NEKYBaHH ¢ MOHOAMHHOOKCHAA3HH HHXHOHTOpY {MAO uHxHOUTOpH) K ApYTH
JIEKapCTBa, KOMTO MOTEHUMAITHO MOBHLIABAT KPBHBHOTO HAJIATAHE,

- [loBHIIEHO BBTPEOUHO HANATAHE, OCOOEHO TACHOBIB/IHA FIAYKOMA,

- CepHO3HH CHPICYHH M LIHPKYJIATOPHH 3a00/sBaHHs (Halp. KOpPOHapHA cbhpAe4Ha bosecr,
XHUNEPTOHHA),

- (deoxpomouuTOMa,

- MeTtabonurau pazcTpolicTBa (XHREPTUPECOHAH3IBM, TUAOET),

- [Topdupns,

- IIpoctaTHa xunepnnasus.

[1py nauueHTH CBC CHHAPOM Ha yAb/bkeH QTHHTepBAN, NEKYBAHH C KCHIIOMETA30/IMH, MOXE J1a HMA
[OBHLICH PHCK OT CEPUO3HH BEHTPHKYJNAPHH APATMHUH.

Ynortpebara no BpeMe Ha XpOHHYEH PHHHT TPA0BA Ja ce MPOBEXKAA CaMO MO METHLIHHCKO
HaOmoA€HHE, IPe/IBU/ ONACHOCTTA OT aTpoHA Ha HOCHATA JIMTaBHLIA.

[IpoawikuTeNHaTa ynorpeta Ha CUMIIATHKOMHMETHYHH JEKOHTECTAHTH, B YACTHOCT MOXE /12
PEAM3BHKA PEaKTHBHA XUIIepeMHs Ha JTMraBuLaTa Ha Hoca. To3u obpares epekT BOAM A0 CTCCHABAHE
HA HA3AMHHUTE BB3AYXOMNPOBOIHH ITETHINA M MPHHY)KIABA NALIHEHTa Aa M3110/13B4 MHOTOKPATHO
JIEKAPCTBEHHA MPOIYKT J10 CTEMNEH Ha XpoHWYHA yrmoTtpeda. Karo nocneacTsns ca XpOHUYHOTO
Ha0BOBaHe (MEOHKaMEHTO3€H PUHHT) WM AOPH aTpodis HA HOCHATA JIMTaBHLA.

[1pn no-nexn ciay4yan e npenopbYUTEHO A2 Ce NMPEYCTAHOBH BIPBCKBAHETO HA Pa3TROpPa B €AHATA
HO3Jpa MbPROHAYAJIHO, H CJIE€[ 3aTHXBAHETO HA CUMIITOMHTE, CMAHA Ha Jpyrara CTpaHa, ¢ orjiea
OHIIAHETO Mpe3 HOCa [1a Ce 3ama3H MOHEe OTYACTH.

Tpabea na ce n30ArBa TUPEKTEH KOHTAKT HA JIEKAPCTBEHUS MPOLYKT C OYHTE.

B cayvail Ha HenpaeuwiHa ynorpefa WK ynoTpeOa Ha MpeKaieHO roIeMH KOIIHYECTBA OT CIped,
abcopOUHATA HA KCHUITOMETA30JIMH MOKE 1A NIPEAW3BHKA CHCTEMHH HeXeNTaHH peakiMH, OCOOEHO IIPH
Aela (CbpACYHOCHIOBH M HEBPOJIOTHYHE HEXENAHH peakimn) (BHKTe Tovuka 4.8 H 4.9).

EanoBpemeHHaTa ynotpeda Ha MPOAYKTa ChC CUMIIATHKOMHMETHIM (HAOP. niceBaoepenprH,
edeapurd, peHunedpuH, OKCUMETAZONNH, KCHITOMETA30JTHH, TPaMazonuH, HagasouH,
TYAMHHOXENTAH) HE C€ NIPENOPBURA ¢ OrJIE/ HA TOBA A c€ W30erse MoBHIIEHHA PHCK OT Bb3MOXHH
ChPACYHOCHJ0BH M HEBPOIOTHYHH HEXKEJIaHH peakUuy (BHXKTE Touka 4.5).

Tosa nekapcTBo cbaAbpxka no-Manko ot 1| mmol Hatpu#i (23 mg) Ha BNIPBECKBAHE, T.€. MOXKE J1a C€
KaXe, Y€ MPaKTU4EeCK HE CHALPKA HATPHHA.

4.5 BsaumojgeiicTBHE ¢ APYrH JIeKAPCTBEHH NPOAYKTH U ApYrH GOpMH HA B3aMMOJCHCTBHE

Kcuromemazonun xuopoxaopuo @_&W LN

Ennospemennara ynorpeba Ha CentaHazan 3a Bb3pacTHW/CenTaHasan 3a acua ¢ agxune -.- :
nexapcTBa {(Harp. METHIILONA) TpAORBA Aa ce H30Arsa nopaau NOTeHUHANHUA edexd :

KCHJIOMETA30JIMH 1A TIOBHILABA KPBBHOTO HaNAraHe. ‘
Ennoepemennara ynotpeda Ha CenraHasan 3a pb3pacTHu/CenTtanasan 3a feua ¢ i



MOHOaMUHOOKCHAA3aTa OT TPAaHUALUIIPOMUHOB THI WIIH TPULIMKIHYHH aHTHIENPECaHTH, MOXe J1a
[0Bee A0 NOBUILABAHE HA KPLBHOTO HAJIATaHe NopajaH ePekTa Ha Te3H aKTHBHH CYOCTaHUHH BLPXY
CHPACYHOCHAOBATA CHCTEMA.

En"oBpeMmeHHaTa yrioTpeda ¢h¢c CUMNAaTHKOMHMETHLIM (Hanp. ncepaoedenput, epeapiH,
(benuneppHuH, OKCHMETA30MHH, KCUIOMETA30JIMH, TPAMa30AHH, Haa30nHH, TYaMHHOXEMTaH) MOXKE Aa
[IOBEJEe 0 ANIHTHBCH €PeKT BLPXY ChPACYHOCHA0BATA CUCTEMA H LICHTpalHATA HEPBHA CHCTEMA.

Hexcnanmenon
He ca w3BecTHH.

4.6 DepTHAHTET, OPEeMEHHOCT H KbPMEHE

bpeMeHHOCT

Cenranaszan 3a eb3pacTHH/CenTaHazan 3a Aena He TpAOBa 1a ce U3MO3NBa 10 BpeMe Ha OpeMEHHOCT,
TbH KaTo HAMA AOCTATHYHO HANWuHA WHPOPMALIAR OTROCHO ynoTpebaTa Ha KCHIOMETA30IHH
XUJAPOXJIOPUI NTPH OpeMEHHM KEHM.

KspMmene
Cerrranazas 3a Bp3pacTHH/CenraHasan 3a Jeua He Tpa0Ba J1a ce H3M10J13Ba NIPH KbpMeELUY KEHH, ThH
KaTO HE € M3BECTHO AAIH KCUITOMETA30/IMH XHAPOXIOPH]L C€ EKCKPETHpa ¢ KbpMarTa.

PepTUIUTET
Hama nanuau OTHOCHO BAHAHMeTO Ha CenTaHasan 3a Bp3pacTHH/CenTaHasal 3a Jieua BbpXy
depTUnnTeTA.

4.7 Edexrn BBpxy cnocobnocTTa 32 modupane H padora ¢ MALINHH

CenrtaHazan 3a Bb3pacTHH/CerrraHasan 3a Jella He ce O4aKBa Ja NOBIHAES HEDMaronpuATHO
CNMOCOOHOCTTA 34 WIo(HpaHe ¥ paboTa ¢ MALUHH, KOraTO C€ M3MOI3Ba B CbOTBETCTBHE C YKa3aHUATA.

4.8 HexenaHH JIEKAPCTBEHH PeaKIHH

- Muoro dectu (= 1/10)
- Yectu (= 1/100 to < 1/10)
- Heuectu (= 1/1 000 to < 1/100)

- Peaxwu (= 1/10 000 to < 1/1 000)
- Mtuoro peaku (< 1/10 000)
- C HeusBecTHA yecToTa {HEe MOXe a Ob/ie OLleHeHA OT HAJTHYHHATE JAHHH )

TabnuyeH cOHCHK HA HEKEIAHUTE PEAKLIHH

HeuecTn Penxn MHuoro peaxkn C
HEA3BECTHA
YeCTOTA
Hapymenus Ha Peakuuu Ha
HMYHHATA CBPBXYYBCTBHTENHOCT
CHCTeMa (aHruoeaem, KOKeH
oOpHB, NpypHTYC)
IIcaxnanan besnokoiicTso,
HaApYUICHHA Oe3ChHHE,
XAMIOLMHALMH
{(mpenoun Bcu4dKo
npH aeua)
Hapymenns Ha ["anene
HCPBHATA CHCTEMA (CBLHITHBOCT,




ceanus),
rnapodone
Copaeunu [Manavraumy, | ApyurMus
HAPYIICHHA TaxuKapand,
XHMEPTOHUSA
Pecnaparopnu, PebGaynn [lapene u
TPHLAHE H KOHFECTHS, CYXOTa Ha
MEIHACTHHANM KbPBEHE OT HOCA | HA3anHaTa
HApYUWEHHA MYKO3a,
KHXaHE
Hapymienns na KoHeyncuu
MYCKY/THO- (ocobeHo npu
CKe/IeTHATa aeua)
CHCTEMA H
CLEHHAHTEHATA
ThKAHR

CnobuiaBaHe Ha NONO3UPAHH HEKEIAHH PEAKLIUU

CpobiiapaHeTo Ha NOAO3APAHU HEKENAHU PEAKLIMH ClIe]] pa3pellaBaHe 3a ynoTpeda Ha JCKapCTBECHHA
NPOIYKT € BakHO. TOBa No3BoJIABA A2 MPOABL/KY HAGNIOAEHUETO HA CHOTHOLIEHHETO NOJI33/PUCK 32
NIEKapPCTBEHHA MPOAYKT. OT MEAHLMHCKUTE CIIEHATHCTH Ce H3HCKBaA Aa cbo0OmaBaT BCAKa
MOA034PaHa HEXKE/IAHA PEaKHHA Ype3

ManbaHWTENHA Ar€HUMA NO JIeKapCTBaTa

ya. Jdaman Ipyes” Ne 8

1303 Codmus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg.

4.9 Ilpeaozmpane

Kecunomemaszonun xuopoxaopuo

KnuHu4HATA KapTHHA HA HHTOKCUKALKMA C MMHARZ0A08HM TIPSNapaTi MOKE Aa CC paiingara, Xxaro
[IEPHOA Ha CTHMYJIALMA MOJKe a ¢ peayBa C [IEpHOAM HA Cyrnpecys Ha LICHTPAIHATa HCPBHA CUCTEMA
U CBPACYHOCHAOBATE CUCTEMA.

B gacTHOCT npH Aeua, Npeao3HpaHeTo ¢€ NPOSBABA MaBHO ¢ e)eKTH Ha LEHTpalHaTa HEPBHA
CHCTEMA: KOHBYJICHH M KOMa, OpaauKkapaysd, anHes, XUNepTOHUS H XHIIOTOHHA.

Cumnromu Ha LIHC cTumynauus ca 6e3nokoiicTBo, Bp30yAa, XATIOLMHALME H KOHBYJICHH.
Cummoromu Ha LHHC cynpecud ca noHnXEHa TeNlecHa TeMNepaTypa, rajeHe, ChHIMBOCT U KOMA.
CnenHHTe JOIMBJHUTENHH CHMITTOMH MOTAT Jia C€ NIPOSBAT: MHO33, MHIApPHAa3a, Aadopesa, Tpecka,
OnenocT, UMaHO3a, raZicHe, TaxuKapaua, OpaauKapaus, CbpACHHA APUTMUA, CHpJIcUeH apecT,
XUMEPTOHUA, LIOK-TIOAO0HA XHNoTOHHH, OentoapobeH eaem, AMXATE/IHH Pa3CTPOHCTBA M ANHEA.

B ciyvan Ha TeKKO npeno3supaHe € noka3aHo HHTEH3UBHO OOIHMYHO fedeHue. Heodxoanm ¢
He3a0aBeH NpUeM Ha MEAHUMHCKH BEriieH (abcopbeHT), HaTpues cyndar (nakcaTHs) WX CTOMALIHA
NPOMHMBKA (B C/Ty4aii HA FOMsSMO KOMHUYECTBO), Thil KATO KCHAOMETA30MuH ce abcopbupa Obp30. 3a a
Ce HaMaJlH KPBBHOTO HanAras€e, Moyke 1a Obae faneH HecenekTHBEH anda-aapeHeprayeH oiokep.
[TpoTHBOMOKAa3aHH ca Bazonpecupainute aredtH. [pu HeobxonumocT TpabBea na ObaaT MpeAnpUeTH
CACIHUTE MEPKH: HAMANABAHE HA TPECKATA, AHTHKOHBY/ICHBHA TEPANUA U KUCNOPOAHO OOTHUIIBAHE.

Hexcnanmernon
[lanToTeHOBaTa KHCEIHHA W HEHHHTE NMPOH3BOIHHM, KATO AEKCIAHTEHON, HMAT MHOT,
TOKCHYHOCT. He ca HeoOxonumu MepkH NMpH npeao3vpaHe.

5. ©OAPMAKOJOI'NMYHHA CBOUCTBA



5.1 ®apmMaxkoaAHHAMHYRH CBOHCTBA

(bapMakoTepaneBTHUHA FPyna: HasalHH npenapat, CHMOaTHKOMUMETULIM, KOMOHHALIHH C
vw3kmoueHue Ha koprukocreporan. ATC koa: RO1IABO6.

PHHOJIIOrHYEH areHT, KOMOMHALKMA OT anga-CUMIIATHKOMHUMETHK C BHTAMMHEH AHAJIOI 3a JIOKAJTHO
NpUAMKEHHE BbPXY Ha3aaHaTa guraeuua. KcunoMerasonuH Mma CbAOCBUMBaLKM CBOHCTBA H IOpaaH
TOBA MPUYHHABA AEKOHIE€CTHA Ha 3anmyllueHUs Hoc. JlekcriaHTeHo € NpoU3BOACH Ha HAHTOTEHOBATA
KHCEJIHHA, BUTAMHWH, KOHTO Cioco0OCTBRa 34 3apacTBaHe Ha HapaHCHAaTa JIMraBHLUA H NPpUTEXKaBa
MYKOIPOTEKTHBHO QECHCTBHE.

Kcuromemasoaun xudpoxaopud

KcnnoMeTasonuH XHAPOXIOPHA, HKMHAA30J10B0 MPOM3BOAHO, € a(ha-aApeHepruueH
CHMIMAaTUKOMHMETHK, MMa cbocBHBaly edeKT ¥ nopajd TOBAa HAMAJIABA JIHTaBHYHHS OTOK.
OGHKHOBEHO, Ha4aNOTO Ha edekTa € B paMKuTe Ha 5 10 10 MMHYTH U Ce NposiBABa KaTo 00/ieKyaBaHe
HA JHLIAHETO MPE3 HOCA, B CJISACTBHE Ha OTOLOBAHE HA OTOYHATA JIHraBHLA W NOAOOPEHHMs APeHAK Ha
HOCHHMTE CEKPETH.

Hexcnanmenon

Hekcnanrenon {D-(+)-NaHTOTEHUT alIKOXOIT) € ATKOXOJIEH aHAJIOr Ha MAHTOTEHOBATa KHCE/TUHA,
KOHTO TIopaay MeXAHHHATA TpaHCHOpMaLsa, NPUTEKAaBa CpllaTa 6HOIOrHYHa €PUKACHOCT Karo
NaHTOTeHOBATA KucenuHa. Jlekctposeprnara D ¢opma e 6HonorndHo axrupHa. [lantorenosara
KHCEJIHHA M HEWHHTE CONH ¢a BOOHO-PA3TBOPHMH BHTAMHHH, KOUTO, oA OpMATa HA KOEH3HM A, ca
BBBJICYCHH B PeaKIa MCTAOONMMTHH MPOLIECH, BIJIIOUHTETHO CTUMYTHPAHE CHHTE3aTa HA IPOTEUHU H
KOPTHKOWUIH, KaKTO ¥ NPOAYKUMATA Ha aHTHTena. KoeHlnM A € Chiljo Taxa HeoOxonuM 3a
OpOAYKUMATA HA JTIHMHIH, Ype3 KOUTO KOXKHATA Ma3HHHA UMa BayKHA MPOTEKTHBHA PO/, KAKTO ¥ B
aLIETHIHPAHETO HAa AMHHO3aXapH, KOUTO ¢4 OCHOBHH €/IeMEHTH B CTPYKTYpaTa Ha pa3jinyHH
MYKOIIOTA3aXapuim.

JIeKCIaHTEHON NPOTEKTHPA ENUTEHUTE C/IOEBE U TOANOMAra 3apacTBaHEeTO HA PaHUTE.

[Ipu mrbxose ¢ JePHMUHNT HA JEKCIAHTEHO, HETOBOTO [IPHIOKEHHE € CBBP3aHO C TPOPHUEH eekT
BbPXY KOXKara.

[Ipu BBHIIHO NPUIMKEHHE, AEKCIAHTEHOV/ NAHTAHO MO3BOABAT A4 ¢e NPeoao/iee NoBHileHaTa
HyX/1a OT HaHTOTCHOBA KMCEJIMHA B YBPEACHATA KOXA WITH JIMTABHLIA.

5.2 PapMakoKHHEeTHYIHH CBOHCTBA

Kcunomemaszonun xuopoxaopuo

[Tongxora, npy HA3ANHO NPUICKEHKS, A0COPOHPAHOTO KOMMUYECTRO OT KCHIOMETA30/IMH
XHAPOXAOPH MOXe Aa ObJie JOCTaTBYHO 34 MOABATA HAa CUCTEMHH e(PeKTH, Hanp. OT CTPaHa Ha
LICHTPATHATAa HEPBHA CACTEMA H CHPACUYHOCHAOBATA CHCTEMA.

HamMa aaHHH 3a aposeJcHH PapMaKOKHHETHYHHA NPOYIBAHHSA [IPH XOpa 3a KCHIOMETA30/IHH
XHAPOXAOPUA.

Hexcnanmenon
HekxcnaHTeHo ce abcopOHpa npe3 KoKaTa M Ce OKHC/IABA €H3UMHO 10 NMAHTOTEHOBA KHCETHHA, KAKTO
B TAJIOTO, TAKa M B KOXKATa. B mrasmMarta BHTAaMUHBLT CE TPAHCMOPTHPA CBBP3aH C ILIa3MCHHTE
npoTeHHH. [laHTOoTEeHOBATA KHCETHHA € BaXEeH KOMITIOHEHT Ha KOSH3UM A, KOHTO C€ OTKPHBA BbB
BCHYKM ThKaHH H opradd. He ca nposexxaaHH fAeTailind npoy4BaHnsa BbpXy MeTaboIM3Ma B KOXKaTa H
surasruure. [pu nepopasied npueM 60-70% OT npueTaTa 1032 Ce €KCKpeTUpar ¢ ypuHara, a 30-40%
CE OTACAAT C heKanuunTe.

5.3 [llpeakJIHHHYHH JaHHH 33 0€30MaACHOCT

"B1b3 OCHOBA Ha NPOBEJCHHTE KOHBEIIHOHATHH NPOYUYBAHHUA MO OTHOLUIEHHE Ha
penpoIyKTHBHATA TOKCHYHOCT, TOKCHYHOCTTA [IPH MHOTOKpaTHa ynotpeba, pe
TOKCHYHOCT, TEHOTOKCHYHOCTTA Y KapLMHOT€HHAA NTOTEHUHAN, MPEAKITHHHYHHA



0e30nMacHOCT He JaBaT OCHOBaHHME Oa Ce npeAnonaraT HAKakeu crneuruajlHi pHCKOBE 3d XOparTa.

He ce ouakeat puckose 0THOCHO §€30MacHOCTTA NpH Xopa Ha 0a3a TOKCH4YHH NPOYYBAHHA C
MPOABIHKHTENHA Ha3aTHa YNIOTpeda Ha KCHIIOMETa30/IMH NpY Ky4eTa. In vitro OaKkTepHanHUTE
MPOYUYBAHUA 32 MYTAareHHOCT ¢a OumM HeratHBHY. HamMa HaTM4YHH JaHHH OTHOCHO KapUEHOTCHHOCT.
He ca nabnogasanu tepatoreHHU eeKTH npH MTbXoBE ¥ 3aiuM. J[03KH Haa TepaneBTUMHHTE HUBA €A
Ornu emOpHONeTaIHA WK € HabmoaaBaH HamaneH QetateH pactex. HabmonasaHa € HamaneHa
naxkTauMs rnpH mwrbxose. HaMa nokazaresncTea 3a HapylwieHus Ha PepTHIIMTETA.

[laHTOTEHOBATA KHCEJTHHA U HEWHHTE JepuBaTH (HAMp. JEKCHAHTEHO/1) HMa MHOIO HHCKa TOKCHYHOCT.
[lpy MHIIKH ¥ 3aiiLM, nepopannara LDso Ha aekcamanTenon/nanreHon € 6una 6.25 g/kg TenecHo
Terno ¥ 3.00 g/kg TenecHo Terno, ¢poTBeTHO. HAMA HATUUHW JaHHM OTHOCHO MYTar¢HHOCT,
KapUHHOTEHHOCT H TePaTOTeHHOCT.

6. @APMAIIEBTHYHH JAHHH

6.1 CoEcbK HA DOMOUIHATE BEMIECTRA
Kanuer quxuaporen ¢ocdar

Hunatpuer ¢ocdar goaekaxuapar

Bonaa, npeuncrena

6.2 HecnBMecTamocTH

Henpuioxxumo.

6.3 Cpok narogsocrt

3 rogvHH

Cnea mbpBOTO OTBAPAHE HA ONIAKOBKATA, IPOAYKTHT TPAOBA Aa ce U3MOA3Ba B CPOK OT 12 mecernla.
6.4 CrnellHAINH YC/IOBHSE HA ChXPAHCHHE

To3u nexkapcTBeH OPOAYKT HE M3HCKBA HUKAKBH CMELIHATHH YCIOBHA Ha CEXPAaHCHEHE.

3a yClIOBHATA Ha ChXPAaHEHHE CJIE ITbPBOTO OTBAPAHE Ha JIEKAPCTBEHHMA MPOAYKT, BHXKTE TOUKA 0.3.
6.5 BaaHcbLALPXKAHHE HA ONAKOBKATA

Cenmanazan 3a ev3pacmui

ban mnacTtmacos cnpeit kouTeiHep (HDPE) ¢ 6sna nomna 3a BIpsCKBaHe M Npo3payHa MjiacTMacoBa
kanauka: 10 ml cnpeit 3a Hoc, pasteop, 8 kyrua. 10 ml cnpeii 3a Hoc, pa3TBOp € focTaThueH 32 90
BNPBCKBaHUA.

Cenmanazan 3a deya

ban nnactMacos cnpei konTeliHep (HDPE) ¢ 6512 nomna 3a BIiPbCKBaHE W CHHA MIACTMacoBsa
kanauka: 10 ml cripeii 3a Hoc, pasTBop, 8 KyTHA. 10 ml cripeii 3a Hoc, pa3TBOp € AocTarbyeH 3a 90
BIPBCKBAHUA.

6.6 CpoennaJnu DpeanasHA MepPKH NPH H3XBLPJifAHE

Hama cneumanHm H3HCKBAHHA 33 H3XBbPJISHE,
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

Per. Ne 20130294 - Centana3an 3a Bb3pactHd | mg/50 mg B | ml cnpei 3a Hoc, pa3TBOp

Per. Ne 20130295 - Cenranasan 3a aeua 0,5 mg/50 mg B | ml cnpeit 3a HOC, pa3TBOp

9. JATA HA ITBbPBO PA3ZPEHIABAHE/IIOJHOBSIBAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Jara Ha nbpBo paspewenue: 04.10.2013

Jlata Ha nociaeaHo noaHoBsBaHe: 21.08.2018

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA

01 FOuu 2023

o6Ha MH(pOpPMALKs 32 TO3H IEKapCTBEH NPOAYKT € MpeocTaBeHa Ha yeGcaiita Ha M3mbanuTenna




