KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. NUME HA JIEKAPCTBEHMUS ITPOAYKT

A¢puH 0,05% cripe# 3a HOC, pa3TBOp
Afrin 0,05 % nasal spray, solution

Z. KAYECTBEH U KOJIMYECTBEH CbCTAB
| ml pa3rBop cbhabpxka 0,5 mg okcumeTazosiMHOB Xxuapoxyopua (oxymetazoline hydrochloride)
[TomMOLIIHK BeLLECTBA ¢ M3BECTHO JieHcTBHE: OeH3ankonneB xyiopua 0,2 mg/ml, kouro ca

ekBuBasieHTHH Ha 0,02 mg Ha Bcako BrnpbekBaHe (0,1 ml) u100 mg nponuneHrnmkos BB Bceky ml,
KOMTO ca ekBUBaJIeHTHH Ha 10 mg Ha Bcako BnpbekBaHe (0,1 ml).

3a MbJIHKUA CITUCHK HA NMOMOILIIHUTE BELIIECTBA BUKTE TOUKA 6. 1.

3. JJEKAPCTBEHA ®OPMA

L0 00655

Cnipe#i 3a HOC, pa3TBOp

4. KIMHHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHUS

A(pHH € noKasaH NpH Bb3pacTHHU M Aeua Hajl 6-roMilHa Bb3pacT 3a o0J1eK4yaBaHe Ha CHMIITOMMTE
[pH Ha3aJ1Ha U Ha3o(apUHrealiHa KOHIeCTHs, AbJ/Kalla ce Ha NMPOCTY/1H, CHHY3HTH, CEHHa Xpema H

APYIrH aJICPruvd Ha rOpHUTE JIUXATCIIHH ITbTHILLA.

[Topaau ToBa, ye AdpuH HamassaBa 3anyuiBaHeTo 0koJio EBcraxueBara Tpbba, JiekapcTBOTO MOXKeE /1a
Ce M3M0JI3Ba 3a JOMbJIHUTEHO JIEYEHHE NPH BbH3MAJICHUS Ha CPEAHOTO YXO.

[IpennopbuBa ce ynorpebara Ha AQpUH C TaMITOH 3a YJIECHBAHE Ha NperJel Wi NMpeau U3BbpILIBaHE
ornepauus Ha Hoca.

4.2 JIo3HpPOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Bb3pacTHU: 2 BNIpbCKBAHHWS BB BCAKA HO3/ipa [1Ba ITbTH JHEBHO IMpe3 UHTepBas oT 12 yaca.
[leouampuuna nonynrayus

Jlena > 10 roguHu: 2 BNpbCKBaHMs BbB BCsAKA HO3/1pa /1BA [TbTU JHEBHO Npe3 HHTepBaa OoT 12 yaca.
Jleua 6-10 ronuuu: 1 BnpbCKBaHE BB BCSAKA HO3/Ipa /1Ba MbTH JHEBHO Mpe3 UHTEpBaJ OT 12 yaca.

AdpuH He TpsOBa J1a ce U3M0JI3Ba MPH JieLia Ha Bb3pacT Mo 6-roauHH.

AdpuH He TpsAOBa J1a ce U3M0JI13Ba HA UHTEPBAJIK 110-MaJIkK OT |2 yaca.
AdpuH He TpsAOBaA 1a ce U3MOoJI3Ba MO-ABJrNO OT 7 JIHK, OCBEH aKO JIEKap He € npeanucal Apyro.

HauuH Ha NpUJIOKEHHUE

103a BbB BCsIKa HO3/1pa.

4.3 IlporHBonoKa3zaHus




CBpbXUYBCTBHUTEJIHOCT KbM aKTHBHOTO BELLECTBO HIIM KbM HAKOE OT MOMOIUHHUTE BELLECTBA,
H30poeHHu B Touka 6.1, MK U3BECTHA YyBCTBUTETHOCT KbM JAPYTH aIpEHEPru4HM CPeACTBa.

Hazannu AeKOHreCTaHTH, ChALPKALIM OKCUMETA30/1MH, HE TpAOBa Aa ce U3Mo3Bar:

* OT NAaLMEHTH, MPUEMALIN UHXHOMTOPH Ha MOHOamMHHOOKeHAasaTa (MAQO - MHXHOMTOPH) WIIH OT
NAUMEHTH, KOUTO ca npuemMan MAQO - HHXHOUTOPH Mpe3 NpeAleCTBAIUMTE 2 CEAMULH,

* OT MNALUEHTH ChC 3AKPUTOBLIBIHA M1ayKoMa;

* OT NAUMEHTH CAEA TpaHC-CPEHONAANTHA XHUITODU3IEKTOMUS;

* IPH BH3MNAJICHHME HA KOXKaTa M IMraBUlIaTa Ha NpeliBEepUeTO Ha HOCHATa KyXHHa U oOpa3ysaHe Ha
KPYCTH (CYX PHHUT),

* [IPH NALMEHTH C OCTPO KOPOHAPHO 3ab0sBaHe WK KapAWaiHa acTMa;

* NIPYU NAUMEHTH C TEXKA XUITEPTOHHUA

4.4 Chnenumanny npeaynpexieHUd H NpeAnasHy MEePKH NPH ynorpeda

Ha He ce HaaBULIaBa NPENOPBUMTENHATA 1034,

Jla He ce W3non3Ba rMopeye OT 7 AHHU, OCBEH aKo Jiekap He € npeanucan gpyro. Hecrara nnu
npoAbIKHTENHA ynoTpeba Moxe Aa npean3Buka rebound-koHrecTus.

YnorpebaTta Ha €eAMH U ¢bid PNAKOH OT NOBEYE OT €1MH YOBEK MOXKE a A0BEAE 110
pa3npoCcTpaHiaBaHe Ha HH(PEKLIHH.

Tosa nekapcTso TpsaOBa Ja ce nprnara ¢ 0co0eHO BHUMaHUE NP CTPaAallld OT ChPASYHO-CHI0BH
3a001ABaHUA, XHNEPTOHUSA, XUNEPTUPEOUAN3BM, AHadeT UK npd NpodNeMH ¢ YpHHHUPAHETO
BCJIEACTBHE HA yBeNUUEHa npocTaTHa xuie3a. [[pd TakyBa nauueHTH e HeoOxoaruMa KOHCYNTaLus ¢
nexap rpead ynorpeoda.

AdpuH cbabpika HeH3aNKOHHEB XJIOPHUA U NPONKIIEHTIHKO.
beH3anKOHUEBHAT XJIOPHI MOXKE Aa MPUYHHM Apa3HEHE WK NOJAYBAHE HA HOCHATA JIUraBULa, 0COOEHO
aKO CE M3NOJ3BA MPOIBIKUTEIHO.

I [pONUNEHITHKOM MOXKE 1a TTPeAN3BUKA APA3HEHE HA KOXKATA.
4.S BiammoaeHcCTBHE C IPYIH JIEKAPCTBEHH NPOAYKTH H ApYrH dopmMu Ha B3anMoaeiicTBHe

EnHoBpeMeHHaTa ynotpeda ¢ TPUUMKIIMYHHY AHTHACTIPECAHTH, MANPOTHIMH, JPYrH Ba30KOHCTPHKTOPHH
NeKapcTBa UM HHXUMOUTOpK HAa MOHOaMHHOOKCcHAa3aTa {(MAQ) Mmoxke aa 3acwin BasonpecopHus edekr
Ha OKCHMETa30/MH (BX. Touka 4.3 [IporuBonokazaxus).

4.6 (DepTHAHTET, DpEMEHHOCT H KbpMeHe

bpemeHHOCT

OKCHMETA30I1H HE Ce CRBbP3BA ¢ HEXKENaH U3Xoa oT HpeMenHocTTa. [IpoyUBaHMATA NMPHU )KUBOTHH HE
NOKa3BaT NPEKU UK HENPEKH BPEeAHN €(eKTH, CBBbP3aHu ¢ OPEMEHHOCTTA,
eMOPHOHANHOTO/(PETANHOTO Pa3BUTHE, PAXKIAHETO WK MOCTHATATHOTO pa3sUTHE. (C NOBULLIEHO
BHUMaHHe TpAOBa Na ce MOAXO0XKAa NPU NMALKUEHTKH ¢ XUNEPTOHUS WU NPU3HALIM HAa HaMalleHa

naaueHTapHa nepdysns. Hecrara WM npoab/PKUTENHA ynoTpeba BbB BHCOKH 103U MOXKE & AOBEAE
10 HaMallsiBaHe Ha NhaueHTapHarTa nepdy3us.

AQpPUH MOXE 1a C€ U3NO0J3RA OT OPEMEHHH XEHH, aKO € NIPENnopbYaH OT JICKAp.

Knpmene
He e n3BeCTHO Jand OKCHMETA30/HUH ce ekCKpeTupa B kbpMata. [lopanu nuncara Ha

ynorpebaTa Ha OKCHMETA30HH OT KbpPMELLHY XeHH, APpUH He TpaOBa fa ce W3non
KbPMEHE.

DepTUINTET
Hama Hafimduu NaHHU 3a BAWAHWE BLPXY QEPTUAUTETA MPU MBKE U HKEHHU.




4,7 EdexTn BbpXy cnocobnocrra 3a wopuHpane H padora ¢ MAILIHHA

AdpuH He NOBRIUABA UJIN NORJMABA NMpeHeOpexxMMo cnocoOHOCTTA 3a WwodupaHe U paboTa ¢ MaLLIMHH.

4.8 Hexenann jekapcTBeHH PEAKIHHA

Kato uano AdpHH ce noHacsa 100pe U HeXeNAaHUTE PeaKLlMH{, ako TakHBa Ce Pa3BUAT, OOMKHOBEHO ca
NIEKH ¥ MPEXOAHH.

H36poeHuTe Hexxenauu nekapersenu peakunu (HJIP) ce ocHoBaBaT Ha CMOHTAHHHA MOCTMAPKETHHIOBH
ChOOLEHN WK uTEpaTypa, ciaeaoBatenHo rpynyupanero um cnopeg CIOMS Il kateropuure 3a
YECTOT& HE € YMECTHO.

CHcTeMo-Opraien Kiac Hexenrana peaxkuus

(MedDRA)

Hapyweuns Ha iMyHHaTa CBPBLXUYYBCTBHUTEJIHOCT

CUCTEMA

[TcuXUYHH HapYLUECHUA HEPBHOCT, Bb30yaa, 0e3rmokoHCTBO
HapyiueHus Ha HepBHaTa 3amailBaHe, NPoOAEMH ChC ChHA,
CHCTEMA CBHAUBOCT, TpEeNepeHe, rnapodoliue,

xanwouHalmny (ocobeHo npy aeua)

HapylweHHUs Ha oudTe

3aMbIIICHO BHAKOAHE

ChbpAaeuHH HapyLIEeHUS

TaAXHUKAPIHA, CLpueﬁneHe

CbA0BH HapylIEeHUA

NMNOBHULICHO KPBHBHO HAJIATAHE,
PCAKTHBHA XHIICPCMUA

PecniipaTophu, rpbaHH H
ME1HACTUHAITHU HapylueHus

Ha3alHO H3rapsHe, Ha3alHO NapeHe,
KWUXaHe, NOBULICHA HOCHA CEKPeLIuA,

3aMyLieH HOC, Ha3allHa CYXOTa,
CYXOTa B yCTara, Ha3aJlHO Jpa3HeHe,
Apa3HEHe B I'bpPJI0TO, rebound-

KOHT€CTHS
CToMaluIHo-upeBHY rajicHe
RapyLUCHHA
Hapywenns Ha koxara u ofGpuB

NOAKOAKHATAa ThbKdH

HapylueHus Ha MyCKynHo-
CKEJICTHATa CUCTEMA U
CbCANHUTENHATA ThKaH
O6uwu HapyLueHus cnaboct

KOHBYNCHH (0cobeHo npu aeua)

CrobuiapaHe Ha NOJO3IUPAHN HEIKENAHH PEAKUIHH

CboOUIaBAHETO HA NONO3UPAHU HEXENAHH peakLUU CIE pazpeluapane 3a ynorpeba Ha eKkapCTBEHUS
IPOAYKT € BaXKHO. TOBA MO3BONABA A& NPOALHKMA HAONIOAEHHETO HA ChOTHOWEHHUETO NON3a/PUCK 34
NEeKApCTBEHUA NPOAYKT. OT MEAHUMHCKHUTE CIIELMANMCTH C€ U3UCKBA /1d ChOOLIARAT BCAKA

MOJ03MPaHA HeXeNaHa peakus upe3 M3nbaHUTENHA areHUK No aeKkapeTsara, ya. . Jlaman ['pyes”
Ne 8, 1303 Codgma, ten.: +35928903417, yebecaiit: www.bda.bg.

4.9 Ilpemxosupane

CUMATOMHTE HA YMEPEHO TEXKKO MK TEXKKO MPEA03NpaHe MOraT [a ca MH/IpHasa, AR
heOpunuTeT, cna3My, Taxukapaud, CbpcuHa apuTMHA, ChpeUeH apecT, XUnepTofufs
OTOK, AMCIIHES, NCHXHWYHY HapyLIeHUs. Bb3MOXHH ¢a ChIIO U MPOABH Ha no*mcu:ﬂ
LIEHTPAIHATA HEPBHA CUCTEMA KaTO CHHIMBOCT, MOHW)XAaRaHE Ha TENECHATA TEMIIE -‘J.
HanopoOABalLa LOK XHIMOTOHUS, anHes U 3aryba Ha ¢b3HaHMUE.

4 \\




[lennaTpuyHa nonyaaiud
KiinHWuHaTa npossa BKIOUBA NPU3HALM U CUMIITOMH HA LEHTPAJTHATA HEPBHA CHCTEMA: KOHBYJICHH U
KOMa, XaJoLWHAUKH, OpaauKapAKa, ANHEA, XHIePTOHHS, NPEMHUHABALLIA B XUNIOTOHHA.

JleyeHHE NpU Npeao3upaHe
Moxe 1a ce u3Moi3Ba HeceneKTyuBeH anda-obnokep karo GeHToaMKiH, 3a 14 Ce NOTHCHE NOBHILEHOTO
KpBBHO HanAraHe. B cepvosHnTe cnyyan MoXKe fa CE Hanara UHTYOaUus U anapaTtHa BEHTHIIALHSL,

B cliiyuaii Ha yMEPEHO TEHKO 10 TEKKO NPeLO3UpaHe NpH NepopaiHa KOHCYMAaLHA 1o HEBHUMAaHHeE,
MOJKE 1A C€ MPUCTHIU KbM IIPHIOKEHHE Ha AKTUBEH BbrieH (abcopbeHT) U HaTpHeB cyndar (JlakcaTHB),
KaAKTO ¥ K'bM CTOMALLIEH JIaBXK — B CIY4al Y€ € Hy»KHA MacHBHA ETOKCHKaLHA.

OcTaHaNoTO JICHEHHE € NOAABLPHKALLC W CHMIITOMATHYHO.,

5. ®APMAKOJOI'MYHH CBOUCTBA
5.1 ®apMmakoaHHAMHYHH CBOHCTBA

PapMakoTepaneBTHUHA rpyna: JAeKOHreCTaHTH U APYTri Ha3alHK Npenapary 3a JIOKAIHO NPHII0KEHHE.
CumMnaToMUMETHLM.

ATC kon: RO1AAOQDS

MexaHu3bM Ha JeHCTRUE

OKCHMETa30JIMH € CHMNATUKOMHUMETHUYHO JIEKAPCTBO, NOAYUYEHO OT UMKAA3OJIHH, OKCUMETA30/IUH
nposssBa HapMaKkoIOrMyHOTO CH IEHCTBHE Upe3 AUPEKTHO aKTUBUPAHE Ha ana-aipeHEPruuHUTE
PELIENITOPU B INaIKATA MYCKYJIaTypa Ha ChaoBeTe. OKCUMETA30JIMH aKTHBMpPa XaKTo anda-1-, Taka u
anga-2-aapeHeprudHuTE peuentopd. Anda-aapeHepruiHoTo peLENTOPHO aKTHBHPAHE BOAH 10
NOBHIIEHA NEpHPEpHA CHA0BA PE3UCTEHTHOCT YPE3 apTepHaNHa Ba3OKOHCTPUKLUMA. Te3U JeHCTBHA
BOJIAT A0 HAaMangBaHe Ha oDeMa Ha HOCHATA JIMraBULa, KOeTO HaMalfBa CLNPOTHBIIEHUETO HA
BBb3YLLHHA NOTOK.

KauduuRra ey MKacHOCT v 6€30NacHOCT
KNHHUYHHTE MpOoy4BaHHA MOKA3BaT, Y€ OKCUMETA30NNH 3ano4Bsa 1a ACHCTBa A0 HAKONKO MHHYTH,
KaTo ePeKTbT My NpoAbLIKaBa 10 12 4aca cnell NpPUioKEHHE.

5.2 (PapMaAaKOKHHETHYHH CBOHCTBA

OKCHMETa30JIHHOBUAT XHAPOXJIOPH C€ NpUiara AMPEKTHO BbpXy HOCHATA JIMIaBHLla, KhAETO
YNPaXKHABA JoKaneH cbaoceusain edekT. [lopaau nokanHOTO M ObP30 ACHCTBUE, OKCHMETA30IHHOBHUS
XUAPOXJIOPH] HMa MHOTO HHCBK NOTEHLMaN 3a cucTeMHa abcopbumsa. Bunpeku ToBa, MoTeHUMAIHATA
CUCTEMHA €KCITO3ULMS C MO-BUCOKH 03K U MO-roJisMa [NpOABL/DKMTENHOCT Ha NPUJIOKEHHE MOraT J1a
NOBEAAT 10 CUCTEMHU HEeXeNaHU eheKTH.

5.3 IIpeaknHHH4YHH JAHHY 34 DezonacHoCT
OKCHMETA30JIMH € U3CNEABaH B NPOYYBAHUA C €AMHMYHA 1032 NPU MULLIKH, NNBXOBE, 3aHLIH W Ky4eTa

Hpe3 HAKOMKO HaYHHA Ha NPWIOXKEHHWE (NepopaiHO, HUHTPANEPUTOHEATHO, HHTPABEHO3HO H/WITH
NOAKOMHO).

[IpoyuBaHHUsTa ¢ MHOTOKPATHH J103M [MOKA3BAT O4aKBAHHTE CUMNATHKOMHUMETHYHH €4
BUCOKH 1034, 6€3 10KA3aTENCTRA 3a KpailHa OpraHOTOKCHYHOCT. HAMa 3HaunMH
enexrpokapauorpadCcku NpoOMEeHU H He € HabNKAaBaHO APa3HEHE Ha HOCA MPH KYY
NBE MPOY4BAHUA NPU KYUETA C MHTPRHA3AIHO MNPUITOKEHHE C NMPOABIKHUTEIIHOCT |

roauHa. B xoaa Ha Te3u npoyuBaHuA He ¢a HabaaaBaHH HUTO ODLLK, HUTO XHCTO

[TogocTparta U XpOHUYHATA TOKCHYHOCT HA OKCHMETA30JIHH € [IPOYY€eHa NIPH IUTbXOBE / %m HO\
@ - &

HEXXeNaHM HaXOAKHU Uiu aApasHeHe. Kyuera cblio ciyxaT KaTo MHOro 1o0sp Moaen HKa Ha .
TYEIMKA©®



NOKAJIHOTO Apa3HeHe. B npoyuBaHe 3a XpOHHYHA TOKCHYHOCT MpH UTbXOBE C MOAKOXKHO NPUITOKEHUE
3a | roaMHA He ca HabMAaBaHW HEXENAHH HAXOAKH.

[lporeaeHu ca NpoOyYBaHUSA 3a PENPOAYKTHBHA TOKCUUHOCT ¢ OKCUMETa30NKH. [IpoBeaeHN ca
[MPOYUYBaAHUA 32 QEPTHIMTETA, EMOPHOHAIHOTO Pa3BUTHE W NPOYYBAHUSA 33 NIEPU- U NMOCTHATATHOTO

pa3zBUTHE NIPH [NIBXOBE W/MNK 3aiiuu. OleHKaTa HA HEKJTMHUYHATA PENPOAYKTHBHA TOKCUYHOCT HA
OKCHUMETA30/IWH HE pa3KpHBa HaXO0/IKK, KOUTO Ca OT 3HaUeHHeE 3a OLICHKATa Ha pHCKa NpU Xopa.

6. ODAPMAILEBTUYHH JAHHH
6.1 CnHCcbK HA TOMONIHHTE BELIECTBA
HaTpUeB aUxHApored gocdar AUXuapar
JAMHATPHEB eaeTar

OEeH3AIKOHUER XJIOpUA
NPONMMUIEHTIINKON

HaTPHEB XUJPOKCHUA (S
XJIOPOROJAOPO/HA KHCENHUHA (S
Npe4yrcTeHa BoJa

6.2 HeCcbBMECTHMOCTH
Henpunoxumo.

6.3 Cpok HA TOZHOCT

3 rogMHH
2 M'O/IHHH

6.4 ChnenuaidHu YCJIOBHA HA ChbXPAHEHHE

Ila ce ¢chxpanasa nop 25°C.

6.5 BuaHcbHALpPKAHHE HA ONAKOBKATA
[TnacTmacoBa OyTuIKa, Chabpxata paszteop 20 ml.

6.6 CneuHanHH NpeANasHK MEPKH IPH H3IXBBbP/AHE
Hama cneunaiHy v3MCKBaHUA.

Heuznon3paHusr NEKAPCTBEH MNPOAYKT WK OTNAABbYHUTC MATCPHAIH OT HErO T[JHGBH Ad CC H3XBDbLPIIAT
B ChOTBCTCTBHE C MECTHHUTC U3KWCKBAHHA.

7. INPUTEXATEJI HA PABPEHIEHHETO 3A YIIOTPEBA
baitep brarapus EOO/J,
oyn. ,,Llapurpancko woce® Ne 115M, naprep

1784 Codus
btarapus

8. HOMEP HA PAZPEIIEHHETO 3A YIIOTPEBA

20010699




9. HATA HA ITBPBO PAZPEIHABAHE/ITIOAHOBABAHE HA PAZPEIHEHUETO 3A
YIIOTPEBA

JlaTa Ha nbpBO pazpewiasane: 20 ouun 2001 r.
Harta na nocneano noaHopaBane: 28 despyapu 2012 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

06/2024




