NPRIQOXKEHHE I

KPATKA XAPAKTEPUCTHKA HA NPOOAYKTA



HATTLIINMTENNA ATEHUMA NO NEKAPCTBATA
KDRMKa XERDBAMEPUCTIVIE 1 ROV - [pteaiance 1
1.

MME HA TEKAPCTREHHH HPOAYKT Koit Poz. N ...... 021??5’@23.2(17,"

Otpuean ILmoc 1 mg/ml + 50 mg/ml cnpeii 3a Hoc, pasTBOp | Paapewmerue A 5229/ 30 -08- 0B

m srsreetresbre s nas s B SR ietel
Otrivin Plus 1 mg/ml + 50 mg/ml nasal spray, solution BG/MAMP

2. KAYECTBEH H KOJIHMECTBEH CbCTAB

1 ml or Orpuenn Iltioc 1 mg/ml + 50 mg/ml cupeii 3a woc, pazTsop ceabpxa 1 mg
KCHWIOMETA30/IMHOB XUAPOXI0pHaA (xylometazoline hydrochloride) w 50 mg nexcnanteHon (dexpanthenol).
0,1 ml eanoxpatHa fo03a cripei chaAbpika 0,1 mg KCHIOMETA30IMHOB XHAPOXNOpHA (xylomelazoline
hydrochloride) u 5 mg aexcnantenon (dexpanthenol).

ITomMoLIHO BENIECTBO ¢ MIRECTHO JIcHCTBHE:
Topa nexapeTso chabpxka 0,02 mg GeH3aIKOHUEB XNOPHA BBB BCAKO BOPBCKBAHE, KOHTO Ca

exeHBaneHTHH Ha 0,2 mg Genzankonues Xiopun Ha Beekm | ml pasteop.

3a NBLIIHHA CNHCHK HA MOMOLIHHTE BELIECTBA BUOXKTE TOUKA 6.1 .

3. JJEKAPCTBEHA ®OPMA

Crpeii 2a Hoc, pasTBOp

besiBereH, SUCTRp PasTBOP.
pH:5.5-6.5

ocmosianurer: 435 — 475 mOsmol/kg

4. KJIMHHYHH JAHHU
4.1 TepanesTHYHH noKazaHuA

Orpusus ILmoc 1 mg/ml + S0 mg/ml cupeii 3a Hoc, pa3TBOP € NOKA3aH NPU BH3PACTHH M KOHOLIH HA H
Hax 12 rojJuHm 3a:

- HaMAMABAHC OTOKA Ha HOCHATA JIMTaBHIA NIPH PHHUT H CTAMYJIHpane 3a3/1paBABaHCTO Ha
JIMraBuLATa; 3a JIeUeHHE Ha MapOKCH3IMAIHA PHHOpes (Ba30MOTONEH PHHHT) H OPH 3aTPY/IHEHO
AMLIaHE CJIe] onepalHs Ha Hoca,

¢  HaManABaHE OTOKA HAa HOCHATA JIMraBHLIA NPH PUHHT, CBBP3aH C OCTPO BL3NAJIEHHE HA
OKOJIOHOCHHTE (TIapaHa3aliHi) CHHYCH — PHHOCHHY3HT.,

4.2 HJo3HpoBKAa H HAYHH HA NPH/IOKEHHE
Hazanno npunosxeHue,

QOSHQOBKB

Buv3pacmnu u jonowu na u nao 12 zoounu
Enna no3a copeii 3a Hoc, pa3TBOp BBB BCAKA HO3APA, CNIOpe] HCODXOAWMOCTTA, HO He 3 nbTH
JHEBHO.




I[oaa"ra 3ABHCH OT HHIHBHAYATHATA YYBCTBHTE/IHOCT HA BCCKH NALIHEHT KBM IPOAYKTA, KAKTO H OT
OTTOBOpA MY KBM JICYCHHETO.

IIpu Besko Bupbeksane, gosnpaumar cripeli Orpusun Iimoe 1 mg/ml + 50 mg/ml cnpeii 3a moc,
pa3TBop, xoctaed 0,1 mi, B KOHTO ce chaABPKaT 0,1 Mg KCHTOMETA30IHHOB XHAPOXJIOPHA H 5 mg
JACKCIIaHTEeHOL.

Ortpuean ILuiec 1 mg/ml + 50 mg/ml cnpeii 3a Hoc, pa3TBOp He TpAGEa Aa ce W3MON3BA TIOBEYE OT 7
MMOCICAOBATECAHHU NHH, OCBEH aK0O HE € NpeaImHCcaHo apyro ot Ni€Kap.

Heouampuuna nonynayun
Orpreun ILniocl mg/ml + 50 mg/ml copeii 3a Hoc, pasTBOP € NIPOTHBONOKA3AH MpPH Jena nox, 12
rOMiiIHA BE3PACT (BHKTE Touka 4.3)

Hauws Ha npunoxkeHue
Orpusun ILuoc 1 mg/ml + 50 mg/ml enpeii 3a noc, pasTBop ce BNPBCKBA BHB BCAKA HO3APA, KATO

6yTHIKaTa ce JBPKH HINPaBeHa.

IIpenu mepeoHauanna ynoTpeGa nomnara TpabBa 1a ce aKTHBHPA, KATO J03aTOPET CE HATHCHE TPH ITHTH
IO MOABATA HA PABHOMEPHO KOJIHYECTBO CNpeil BbB Bb3ayXa. Clely ToBa YeTPOHCTBOTO MOKe /1a ce
H3MoN3Ba He3a0aBHO H MPH BeAKA cnefipala ynorpeda.

Caen akTuBHpaHe, MOMIIATa HOPMAITHO OCTABA 3aPEEHA 32 BPEMETC Ha OOHYaHHMA IEPHOJ Ha JIeHEHHE.
AKO TBPBOHAYAJIHO IOMITATE Ha cNped He ¢ OMTa HANbJIHO AKTHBUPAHA HITH CIPEST HE € Gl
ynoTpeDsBaH B IPOAB/KEHHE Ha HAKOIKO AHH, MOMITATa TpaGBa OTHOBO a Ce aKTMBHpA C JBYKPATHO
HaTHCKaHe.

Tpadea na ce BHUMABA, 32 1A HE MOIAHE COpei B O4HTE.

1. IIbpBO HOCHT C€ MOYKCTRA.

2. byruakara ce ABPXH B H3NIPABSHO HONOKEHUE, KATO NAJIEUBT C¢ HAMHPA B OCHOBATA i1, a

HaKpaMHHKBT MEXKIY 1BaTa NPHCTA,

[1aBaTa ce HaknaHs T€KO Halpe/1, KATO HAKPARHUKET e TIOCTABS B €/[HATA HO3JPA.

EHOBpEMEHHO ¢ BNPLCKBAHETO Ha CIIpes e BJIHLIBA BHUMATE/HO npe3 Hoca. Clesl ToBa ce

[IOBTApsA M ¢ APYTaTa HO3/pA.

5. Cnen ynorpeba, HaKpaHHHKET Ce NIOJICYIIABA M BLPXY HETO BEAHAFA CE TIOCTABA NPEANalHaTA
KAna4ka.

6. 3a 1a ce u3berne BEIMOXHO pasnpoCcTpaHeHHe Ha HHQEKIHATA, CIpesT TpaGBa JIa ce H3I0N3Ba
€aMmo OT eIHH MATIHEHT.

halh e

4.3 IIporaBonoka3anus

JlexapcTBEHHAT NIPOYKT He TpAGBa [a ce yNoTpebsasa B cayyaii Ha:

®  CBPBXWYRCTBHTCIHOCT KbM KCHIOMETA30JHHOR XHAPOXJIOPKHA, JEKCNAHTEHO HIIM KBM HAKOE OT
[IOMOLIHHTE BELUESCTRA, H30OPOCHH B TOYKa 6.1;
XPOHHYHO BB3MAJICHHE HA HOCHATA TMraBHLA (rhinitis sicca) WK aTpodHueH PUHHT;
MORHIICHO BRTPEOYHO HalAraxe, ocofeHo B ClTy4aif Ha 3aKPUTOBIBIHA [NIAYKOMA,
cnes TpaHCCHEeHOUAATHA XHIO(HU3EKTOMUS UITH APYTH XHPYPIrHUHH NPOLIELYPH C €KCHOULMA HA
dura mater;

¢ Jena nof 12-roAHInHa BB3PAcT.




4.4 Cnennanny NpeJynpexieHus H OpeANaznl MePKH Npu ynorpeba

Otpuean [Lioc 1 mg/ml + 50 mg/ml cnpeii 3a Hoe, pa3sTBOP, KAKTO H JPYrH CHMNATOMUMETHLIH
criefBa Aa ce MPHIAraT ¢ BHHMaHHE MIPH [IALMEHTH, MIOKA3aIH CHITHA PeaKIHA KbM alpeHEPru4HI
BELIECTBA C MPOABA HA NPH3HALM Ha (e3ChHHE, 3aMaiiBaHe, TPEMOp, ChpPSYHA aPHTMHS WIH MIOBHILIEHO
KPBBHO HAITATaHE.

JlexapcTBEHHAT NPOAYKT TPSAGBa Aa Ce M3NON3BA SAMHCTBEHO CJIE], BHUMATEIIHA OLIGHKA Ha
CHLOTHOWIEHUETO NOJ38/PHCK NPH NAIHEHTH:
®  Haje4eHHe ¢ MOHOAMHHOOKCHAA3HH (MAQ) HHXHOHUTOPH WM TPHEMAITH TAKHBA TTPE3
TIOCNICAHHTE [IBE CEAMMLIM, KaKTO U NIPH MALHEHTH, MPHEMAIIH APYIH JIEKApCTBa, KOMTO MOTaT Aa
JOBEJIAT A0 MOBHIIABAHE HAa KPBBHOTO HANATAaHE (BIOKTE TOUKA 4.5);

& ¢ TeKKM CLPACYHOCHIO0BH 3abongBaHud (HanpHMep, KopoHapHa GonecT Ha ChPLETO) HITH
xunepToHus, [IpH nanMenTy cbe cHHAPOM Ha yabmkeH QT WHTepBa, leKyBauu ¢
KCHJIOMETA30/1HH, MOXE A3 WMA MOBHIIEH PHCK OT CEPHO3HM BEHTPHKYJIAPHH APHTMHH.
¢ QeOXpPOMOLIBTOM;
¢ MeTaboNMMTHH 3a00/IABaHHA (HANPUMED, XMIIEPTHPEOHAHIBM, HadeT);
¢ nopdupns;
¢ IPOCTATHA XMAEPIUTa3mna.

3a na ce HaMaJlH PUCKBT OT PA3NPOCTPaHeHHe Ha HH(EKIIHATA, IEKApCTBEHUAT NPOLYKT He TpabGBa Aa ce
H3IIOM3Ba OT MOBEYE OT €HH TIALMECHT, 4 HAKpAHHHKBT TpabBa Aa ce H3IUIakea cied ynotpesa.

KcHmomerasonuH MHOTO PAAKO MOske A npemr3Buka Geacbuue. [Ipu nosea va 6e3cbHHe, 1a ce H30aTBa
TIpUIIaraHe KbCHO BeYep WM Mpe3 HOWTA.

IlalpieHTH B cTapuecKka BB3pacT
[lanpentyTe B CTapiecKa BB3pACT MOKE 14 Ca HO-HyBCTBUTENHH KM HEKEIAHHTE IEKAPCTBEHA PeaKLMH
Ha MPOIYKTa.

Ilopaau pHCK OT H3THHABAHE HA HOCHATA NMraBHLA, YNoTpebaTa Ha MPoIyKTa MPH XPOHHYHA XpeEMa
TpAOBa Ja Ce U3BBPILBA SAMHCTBEHO MO JIEKAPCKO HAGIIOIEHHE.

Otpusnn [Laroc 1 mg/ml + 50 mg/ml cnpeii 32 Hoc, pasTBOp chabLPKA GeH3ATKOHHEB XJIOPHA, KOWHTO
MOJKE Ja MPUYHHHN JpasHeHe WK [I0yBaHe HA HOCHATA JTUraBHIA, OCOGEHO AKO ¢ M3IIO3Ba
HPOABIDKHTENHO.

JonsnHutenna undopmanus:

Jrnrocpounara yrorpea Ha CHMIIATOMHMETHLIH HITH H3TIOJI3BAHETO HM B A03H, NI0-BUCOKH OT
NPCIOPLYUTENTHHTE, MOMKE Na NPEAH3BHKA HAa3aTHA KOHI'ECTHS, 4 B MOCTECTBHE H CTECHABAHE HA
JMXaTeTHHTE TBTHLIA. IIpoabmKHTENHOTO H3NON3BaHe HA MPOAYKTa (Haa 10 mocneroBaTENHH THH) MOKE
Ja 1oBeae K0 BTOPHYEH JIEKAPCTBEHO HHIYUMPAH PUHHT (rhinitis medicamentosa) v atpoths Ha HOCHaTa
muraeMua (03eHa).

B no-nexu CJIy4aH, CHMIATOMHMCTHKET MOKE [a Ce NMpUnaara ¢aMo B €fHATa HO3/lpa W KOraTto
CHMITFOMHTC YTHXHAT, Ja Ce [IPWI0XKH B APYraTa, 33 Ja ¢ Bb3MOKHO 13 ¢e NoAALPXKA JHIIAHETO npez
HOCaA.




4.5 BsaumogedicTBHe ¢ APYTH JEKAPCTBEHR NPOAYKTH H APYTH GOPME Ha B3aEMOICHCTBRE

KCHIOMETAa30IHHOB XHAPOXJIOPUL:
HopaaH xunepTeH3uBHAUA e(PeKT Ha KCWIOMETA30THH eIHOBpeMeHHATa YIIOTpeba ¢

MOHOAMHHOOKcHAa3HH (MA Q) HHXHOMTOPY, TETPALMIUTHYHH WK TPHUMKIMYHH AHTHASTIPECRHTH KX
JICKapCTBa 32 NMOBHILABAHE HA KPBBHOTO HAMATAHE, MOXKE K4 JIOBEE 10 MOBHIIABAHE HA KPBBHOTO
HaldraHe, Mopany ChpPASYHOCHIOBHTE S(EeKTH HA TE3H BEILeCcTRa (BHKTE TOYKa 4.4).

Orpusan Iliec 1 mg/ml + 50 mg/ml cupeif 3a Hoc, pa3TBop 1 APYTH IEKAPCTEA C IOTEHUMANEH eeKT
3a NOBKLUABAHE HA KPBRHOTO HAIAIMAHE MOAT Ja IIOTEHUMPAT B3aHMHO XHIEPTEH3HBHUTE CH €eKTH.

ECKGI'IHHTEHOJI .

He ca mpoeskgany NpOy4YBaHus 32 B3AHMOICHCTRUS,

4.6 @epTHAHTET, GpeMEHHOCT H KhpMeHe

bpeMentoct
[Topagn wenocTaTbuHa uHdopMaLns 3a YIOTPeOaTa Ha KCHIOMETA30IHHOB XUAPOXJIOpH NPH GpeMeHHN

xeHd, Orpasud Ilnoc 1 mg/ml + 50 mg/mli cnpeii 3a Hoe, pa3TBoOp He TpAGBa Na C¢ H3NON3BA IO
BpeMe Ha OPeMeHHOCT.

Kbpmene
He ¢ m3BecTHO, saH KCHAOMETA30THHOBHAT XHAPOXJIOPHI HTH AEKCNAHTEHOIBT C€ eKCKPETHPAT B

MalH4uHOTO MIAKO, cienoraTenyo Orpusun ILnoe 1 mg/mi + 50 mg/ml expeii 3a Boc, pasTBop He
TpAOBA 1a CE H3MOI3BA 10 BPEMe Ha KbpPMeHe.

QeprHauTeT
He ca Hanu4HM aneKBATHH JaHHH 33 €EKTUTE HAa KCHIOMETA30/IHHOB XHAPOXJIOPH/L H/HIIH EKCHAHTEHO
BBPXY (epTHAMTETA NIPH XOpAa.

4.7 Edextn Bupxy cnocofHocTTa 32 modnpane H pabora ¢ MAIIKHA

Koraro ce npunara chbriacHO yKasaHusiTa, TO3H OPOAYKT HE TOBNMSBA WM NIOBJIHABA NPeHEOPEKUMO
CIOCOOHOCTTA 3a [odHpaHe H paboTa ¢ MAIITHHK, HO aKO ¢e NOSBH 3aMasHOCT MU ChHIIHBOCT,
naluMeHTHTe He TpA6Ba /1a odHpat Wik paboTaT ¢ MAILHHH.

48 Hexenanu NeKapceTBeHH peaAKUHH

HesxenaHuTe peakiiu ca MOJPENeHH [0 CHCTEMHO-OPraHHH KJIACOBE H B 3aBHCUMOCT OT YECTOTATE, KATO
CE HM3M0/I3Ba CJIE/IHATA KOHBEHIMA: MHOro YyecTH (> 1/10); yectu (= 1/100, < 1/10); neuectu (= 1/1000, <
1/100); penxu (= 1/10 000, < 1/1000); muoro peaku (< 1/10 000), ¢ Hen3BecTHa 4ecTOTA (OT HATHYHHTE
AaHHH He MOXke ja Oble HalpaBeHa OLEHKA).

HapyineHus Ha UMyHHATa CHCTEMA
Hestecrn: anepruun peaxim (auruoeaeM, obpus, chpbex)

HapyiieHus Ha HepBHATA CHCTEMA
Mnoro penxH: HeacnokoiicTeo, 6e3cEHNHE, yMOpa (CHBHIMBOCT, cefalus), [apobonHe, XamOLWHALIHE

(OCHOBHO MpH aeua)

CopIeyHy HApYIUEHHA




Peaku: nanauraiiy, TaXHKapATa
MHOro peakH: apHTMHH

CBAOBH HAPYINCHHS
Penrst: XHOEPTOHHS

Pecng[;a'roplm, rpeAHH M MEAIHACTHHATHY HADYINSHHA

HedecTu: endcTakcHe
MHoro peIk#: YBETHYEHO NI0AyBaHe Ha IMraBuLMTe Nopaau otciabpaHe Ha edeKTa Ha IEKAPCTBOTO
C HCHIBECTHA 1eCcTOTa: napeHe HITH CYXOT4 HAa HOCHATA JIMrapHLA, KHXAHC

Hagymemm Ha MYCKYNHO-CKCJICTHATA CUCTEMA H ChSIHHHTCIIHATA THKAH

Mmoro peakd: kpamiii (OCHOBHO NpH IeHa)

Crobuiapane Ha HON03UPAHH HEXKENAHH DEAKIIMH

CrofiapaHeTo Ha MOAO3MPAHM HEXNKENAHU PEaKLMK Cliell paspeLiaBane 3a ynorpeba Ha JieKapeTBEeHMs
IPORYKT € Baxkno. ToBa no3B0JIABa fa NPOAB/DKH HADTIONEHHETO Ha CHOTHOMICHHETO NOJI3a/PHCK 38
JIEKAPCTBEHHA NPOIYKT. OT MEAKIMHCKHTE CIIELHATIHCTH Ce H3NCKRA ia ChoOLIaBaT BCAKA MOJ03HpaHa
HEXETaHa PeaKLMA 4pe’ HAKHOHATHA CUCTEMA 22 CHOOLIIABAHE:

Bbrjrapus

H3nbiIHATENHA areHua 110 1eKapCeTBaTa

yn. . Jdamsn [pyes Ne 8

1303 Codus

Ten.: +359 2 8903417

VYebealit: www.bda.bg

4.9 Ilpenosupane

Kcuromemazonunoes xuopoxaopud:

CuMmoroMu

Kausnunata kapTvHa npu npeo3Mpane ¢ HMHAA30I0BH [IPOU3BOHH MOXKE [ € 00BPKRAILA, Thil KATO ce
PEYBAT (pasd Ha CTHMYNalWA U JeNnpecHs Ha LeHTpanHaTa HepsHa cuctema (LIHC) u chpneunocsaosara
cHCTEMA.

Ocobero npu aena, npeaosupaleTo YecTo Boau A0 edektH Bbpxy 1IHC ¢ rupyobe U koma, Gpagukapaus,
aMHes U XUMEPTOHUSA, KOATO MOXE 1 MPEMHHE B XHIIOTOHU.

Cumnromurte 3a crumynarma Ha LIHC ca tpeBoxKHOCT, BB36Y A, XATIOLHHAIIMA H TEPYOBE.

CuMiroMuTe, B cnedcTBre Ha Jerpecus Ha HIHC ca noHMxkeHa Tenecua TeMiepatypa, neraprus,
CBbHIIMBOCT H KOMaA.

Morar fia ce noasT CI¢AHUTE JOMBIHMTENHH CHMITTOMH: MHO32, MUAPHA3A, NIOTCHE, TpecKa, OIeAHOCT,
uMano3a, rafeHe, TaxuKkapaus, SpagHkapaus, ChpaeuHa apUTMEA, ChPAEHUEH APECT, XHIEPTOHHS,
XHIOTOHWA (MoaobHa Ha oK), Genoapoben OTOK, IHXATENHH HAPYINEHHUA H AlHEd.

Mepku
Hpﬂ TEXKO npenosnpaﬂe CC HANAra UHHTeH3HBHO JICUEHHUE B 60J1HHL[a, T'Bﬁ KRaTO KCHITOMETAIONHHOBHAT

XWJIPOXIIOpH] ce abcopbupa 6bp30, He3aGaBHO TpabBa Aa ce NPUIOKY AKTHBEH BBIJIEH (
HaTpHeEr cyadar (JIaKCaTHB) HITH CTOMALIHA MPOMHBKA (C TOIAMO KOJUYECTBO TEUHOCT




Moxe aa ¢ce npunoXy 1 HeceNekTHReH anda-61okep, 32 1A ce NOHMKK KPBBHOTO HaJIATAHE.
[IpoTHBRONOKA3aHO € M3NON3BAHETO HA BA3OMPECOPH. AKO € HeoGX0AuMO, ¢e IPUNIAraT NeKapcTBa 3a
MIOHWYKABAHE HA TEMIIEPATYPATa, AHTHKOHBYJICAHTH WK €€ MPABH KMCIIOPOAHA HHXANIAIIHA.

Hexcnanmenon:
[TanToTeHOBaTa KHCENTHHA U HefiHUTE IPOH3BO/IHH, B TOBA YHCIIO B ASKCIAHTEHO, POSBABAT HUCKA
TOKCHYHOCT. He ce Hanara B3MMaHETO Ha CHISUMAaNHU MEPKM MPH NPEN03UpaHe.

5. ®APMAKOJOrMYHH CBOHCTBA
51 QDapMakoIuHAMAYHN CBOHCTRA

dapmakoTepaneBTHUHa rpyna: CHMIATOMHMETHLM, KOMOMHALIMH M3KTIOYBAIIH KOPTHKOCTEPOM/IH.
ATC kon: RO1ABO6

KcunomeTtazomuuoBysT XHAPOXIOPHA HMa Ba30KOHCTPUKTOPHH CBOﬁCTB&, KaTo peayuHpa 0TOKa Ha
HOCHATA JINraBHIIA. HCKCH&HTGHOJ‘I € NIPOH3BOAHO Ha NAHTOTEHOBATA KHCECJIHHA — BHTAMUH € paHO-
3as3apaBABaIM H MYKO-TIDOTCKTHBHH CBOWCTRA.

KcHioMeTazonMHOB XHAPOXTIOPHIT

KcunomeTa3oNHHOBHAT XHIPOXJIOPK], € MMHAA30JI0BO MPOH3BOHO ChC CUMIIATOMHMETHYHA aKTHBHOCT,
HACO4YEeHA OCHOBHO KbM 0-aJPEHEPrHYHHTE pelientopu. MMa BasoKOHCTPHKTOPHO feiicTEre KAaTO 110 TO3H
HaYHH HaMa/1%Ba KOHreCTHATa HA Ha3anHarta aurasulia. EdexrsT HacTenmBa B pamkuTe Ha 5- 10 MHHYTH,
KATO Ce YJIeCHABA JAHUIAHETO, BCNEACTBHE HA JEKOHICCTHS W MO-00pO OTTHYAKHE HA CeKpeTa.

ACKCHEHTBHOH

Hexcnanteron (D-(+)-naHTOTEHHIIOB ANKOXON) € ANKOXOAHHAT aHATOr Ha TAHTOTEHOBATA KUCE/IHHA,
NpUTEKABALL ChILATa OHONONMYHA AKTHBHOCT KATO NAHTOTEHOBATA KUCENHMHA, N0palH Obp30TO My
MEKIMHHO nipeobpazyeaHe. Toli ce cBbp3Ba KBM AekcTpopotatopHata D-koHdurypawus. [lantotenorara
KHCENIHHA K CONMTE H Ca BOIOPA3TBOPHMY BUTAMUHM, KOUTO CJIej] FipeoGpasyBane B TAIOTO A0 OCHORHHSA
KOMIMOHEHT Ha KOCH3HM A YYACTBAT B MHOXKECTBO METAOOTHTHH MPoUecH, HANpUMep TIOINOMAraHeTo Ha
GenTHYHAA U KOPTHKOCTEPOMIHHS CHHTE3, KAKTO W IPO/YLIMpaHeTo Ha aHTuTena. KoewsuM A e BaxeH
CBILO H 32 00pasyBaHeTO Ha JTUITHAH, HANPUMED MA3HUHHTE HA KOXATA, KOHTO HMAT BAXKHH 3aLIMTHU
(yHKLHH, KAKTO M 33 alETUIMPAHETO Ha aMHHO3aXaPHUTE, KOMTO C€ BKIIOUBAT B CHHTE3a HA PANTHUHH
MYKOTIOTH3aXapHaH.

HeKcMaHTeHoN ¢¢ XapaKTepHIHpa ¢ NPEna3Baili enUTesIa | 3a30pakiaBalld PAHKUTE CBOMCTBRA.
HpuioxeHHeTo Ha JEKCNAHTEHON NIPH TUTEX0BE ¢ NEKCMTAHTEHOIHA HEAOCTATHYHOCT HMa TPO(GHUHO

BE3AEHCTBHE PEPXY KOJKATA.

Hp}{J’lO)KCH BBHUIHO, ,EI,EKC[IaHTeHOJ]J' NAHTCHON MOKE AONBAHKHTENHO Ja KOMTICHCHpa YBEeIHYEHATa
H606X0£[HMOCT Ha YBpeacHaTa KOKA HITH JHIABHU@A OT IAHTOTCHOBA KHCEIHHA,

5.2 DapmMakOKHHETHIHH CROHCTBA

Kcunomemaszonunoes xuopoxaopuo:
Cnez Ha3anHO NPHIOKEHHE HA KCHIIOMETA30MHHOB XHAPOXJIOpHI, abcopbupatoro KoNHuecTBO
JleKapcTBeH NPOAYKT MOXe Aa € J0CTATBYHO, 34 1a MHAYLHpPA CHCTEMHH e(eKTH, Hanpumep Bbpxy ITHC




Hexcnanwmenon.:

Hexcnantenon ce abcopbupa npes KowkaTta H ce OKHC/IABA €H3HMHO 1O MAHTOTCHOBA KHCEIMHA B
opranmzma. B niasmara, BHTAaMHHET C€ TPAHCTIOPTHPA, MOCPSACTBOM CBbP3BaHE ¢ OeNTEIH.
I1aHTOTEHORATA KHCENHHA € KOMIIOHEHT HA KOeH3nM A, KOHWTO y4acTBa B MHOKECTBO GHOXHUMHYHH
npoueck. Hama oOcToHHM NpoyuBaHuA BBPXY METAG0IH3MA HA TEKCIIAHTEHON B KOXKATA M JIMTABHLATA.
60-70% or nepopanuo npuerara J03a ce eKCKpeTHpar upes ypHHaTa, a 30-40% - upes dexanuure.

5.3 MpesxnannanE AaHHH 3a Ge30macHoCT

Hexnnununnre ganHu 33 6€3011aCHOCT CBBP3AHH ¢ KCHIIOMETA30IHH H JIEKCTAHTSHON He Ca ATl
Pe3YNTATH, KOMTO /1 Ca PENIEBAHTHH KbM MPENOPBYMTENHATA AOZHPOBKA H YNIOTpeba Ha NPOAYKTA.

Hsama ycTanosenu prckoge 3a 6€30MacHOCTTA IPH XOPa, CAEX NPOYYBAHMUS 32 TOKCHYHOCT Ce/l
HOBTAPALLO Ce HA3AIHO IIPUIIOKEHME HA KCHIOMETA30/IHH BEPXY KyueTa. In vitro poyusane 33
MYTAreHHOCT MpH GAKTEPHH CBILO € HETATHRHO. HAMa HaTMYHH NaHHM 3a KaHUueporeHHoct. He ca
Hab/II0aBaHK 1 TEPATOreHHU edeKTH IPH [LTLXO0Be M 3aiiuy. Jo3u Haj TepaneBTHYHHTE Ca JOBEJIH 0
eMOPHO-TIETATHOCT HITH IO HAMaJIeH PacTek Ha [Ioda. IIpH IbXoBe € CNpsUio 06pasyRaHETO HA KbpMA.
Hsama npu3Hauy 3a npobneMu ¢ depTinureTa.

IlanroTeHOBATA KHCETHHA H MPpOU3BOOHHTE H KaTo ACKCMIAHTEHOJ HMAT MHOI'0 HHCKA TOKCHYHOCT, HpH
TECTOBETE 32 OCTPA TOKCHYHOCT CJIe/L IEPOPANHO MPIIOKEHHE HA AEeKCMAHTeHO/ IanTeHon, LDsg ca
omnpenieNeHH — ChOTBETHO 6,25 g/kg TenecHo Terso 3a muwnku u 3,0 glkg TenecHo Terno 3a 3aiiuu. Hama
HAYYHH JAHHH 32 MyTAT€HHH, KAHLIEPOT€HHU H TepaTOreHHH eeKTH.

6. ®PAPMAITEBTHYHI JAHHHU

6.1 CnHebK H2 NOMOBEHUTE BEIIECTRA

JuHatpues docdar nogekaxuapar

KaHeB JHXHaporeHpochaT

OeH3aNKOHHER XTIOpPH, pasTBOp

NpeYHCTEHa BOaa

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpoxk Ha roaHOCT

30 meceua.

To3u cpok Bau M ¢Jiel TBPBOHAYATTHOTO OTBAPAHE HA OMAKOBKATA.
JlekapCTBEHHAT MPOAYKT He TPsOBa [1a C¢ YINOTpedsABa Cle H3THYAHE CPOKA Ha MOJHOCT.
6.4 CrennajiHH YCI0BHA HA ¢hXpaHeHUe

Ja ce coxpansBa npu Temneparypa noa 25 °C,

6.5 BRa u ¢bIbpKAHHE HA ODAKOBKATA




HDPE 6yTtuika ¢ smectumoct 15 ml or ¢ Mexanuuna PP/LDPE/IR nozupaina nomna u PP HakpaiiHuk 3a

HOC cbe 3amwMTHa PE xanauka, B onakoBka.

Byrnikarta ceabpxa 10 ml pasreop.

6.6 Chnennanan npeanazsa MepPKH IpH HIXBBPJasHe B paGoTa

Hsama cneupanay M3MCKBaHHS.

Heusnmon3saHusT IEKapeTBEH NPOAYKT WIH OTNAIbYHUTE MAaTEPHAITH OT HETO TPAORA [la Ce HIXBEPIIAT B

CHOTBETCTBHE C MECTHHTE HIHCKBAHMA.

7. IIPUTEXKATE/I HA PASPEIIEHHETO 3A YIIOTPEBA

GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Mpnannus

8. HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

Homep na pazpewenmeTo 3a ynorpeba: BG/MA/MP-42204/10.08.2018

Perucrpauuonen Ne: 20180220

9. JATA HA ITBPBO PA3PEINABAHETIONHOBSIBAHE HA PASPELIEHHETO 3A
YINOTPEBA

Jlata Ha epRO pazpelraBaHe 3a ynorpeba: 10 aprycr 2018

Jlara na nocrenHo nogHoeseaxe: 16 arryct 2023

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

asryct 2023




