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2. KAYECTBEH U KOJIMYECTBEH CbCTAB

B 1 ml pa3TBop ce chabpxa | mg akTMBHO BELIECTBO KCHJIOMETa30JIMHOB XUAPOXJIOpUA (xylometazoline
hydrochloride), enuinyHa 103a rnpu BnpbckBaHe noctass 0,08 mg KCUIOMETa30JIMHOB XUIPOXJIOPHUIL.
[loMOLIHO BELIECTBO C U3BECTHO AENUCTBUE: OEH3AIKOHUEB XJIOPU/IL.

3a NMBbJIHUA CIIMCHK HA NNOMOLLHUTE BelllecTBa, BUXKTE T. 6.1.

3 JIJEKAPCTBEHA ®OPMA

Cnpeii 3a HOC, pa3TBoOp.
buctsp, 6e3uBETEH Pa3TBOD.

4. KJUHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3aAHUA

Punocton 0,1% cripeii 3a HOC e npeHa3Ha4YeH 3a MPUJIOKEHHUE NPU Bb3pacTHU U aeua Han 12 roauuiHa
Bb3pacT:

e  3a CUMNTOMATHYHO IMOBJIUABAHE HA HA3aJIHA KOHI'E€CTHUA TIPU OCTbP, BA30OMOTOPEH U aJIepruyeH
PUHMUT.

e 3a noArnoMaraHe JpeHaxa Ha CEKpETUTE TPH Bb3ITaJICHUE Ha MapaHa3aJHUTE CUHYCH.

e B koMIUiekcHara Tepanus Ha OTUT Ha CPEAHOTO YXO P OCTBP, Ba30MOTOPEH U AJIEPrUUYCH PUHUT 34

JE€KOHIeCTUs Ha HazogapuHIreaiHaTa JIMraBuLa.

4.2 Jlo3MpOBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

[Tpu BB3pacTHH M Jeua Haa |2-roauuiHa BB3pacT - Mo | BIpbCKBaHE BLB BCAKA HO3Jpa A0 3 MbTH AHEBHO.
Mex 1y JBe arutMKauuu TpsadBa 1a UMa UHTEpBaJl MoHe oT 8 Jaca.

Ileouampuuna nonynrayus
Punocron 0,1% cnpeii 3a HOC € NMPOTUBOITOKA3aH MPH ZIela Ha Bb3pacT 40 12 roguHu (BXK. Touka 4.3).

[ IpOABIKUTEIIHOCT HA TepanusaTa: JIeHeHUeTo ¢ JiekapCTBEHHUS MPOAYKT He TpAOBa J1a NMpOAbIIKaBa MOBeYe
ot 10 num (Bux Touka 4.4). He TpsabBa aa ce npeBuinaBa npenopbyaHara JHEBHA 034 TPU MAUMEHTH B
CTapyecka Bb3pacT W Jela.

HauuH Ha [TIPHJIOKEHHUE. HA3AJTHO

4.3 IlporuBonokaszaHusl

e CBpBbXUYBCTBUTE/IHOCT KBM aKTHBHOTO BEILLECTBO I KbM HAKOE OT MTOMOIIHUTE BEIIECTBA,
H30poeHu B To4Ka 6.1. S
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4.4 ChnenHaiau NpeIynpexIAcHHA H NPEARAIHA MEPKH NPH ynoTpeba

[Tpu mameHTH CbC CHHRAPOM Ha yabJikeH QT HHTepBan, TeKyBaHH ¢ KCWIOMETA30JIMH, MOXE a UMa
MOBHUUIEH PHCK OT CEPUO3HH BEHTPUKYITApHH apUTMHH.

KcunomeTa3onuH ce Mpriara JOKAJIHO M He Ce O4YaKBa [101BaTa HAa CUCTeMHH edekTy. Brpeku ToBa, Thil
KaTo TOM Ce OTHAcA KbM CpPeCTBaTa C U3pa3eHO CUMIIATUKOMUMETHYHO AefCTBHE, € HeoOX0aUMO ¢

BHUMAHME [a ce Mmpuiara NnpH NalueHTH C:
® PUTBMHHU CHPJEeHRH HapyuleHUs,;
apTepHaliHa XUIIEPTOHHS;
HexeMuuHa fonect Ha ChpIIETO,;
XHIIEPTHPEOUTINIDM;
XurnepTpodHua Ha NPOCTATATA;
nunaber;
heOXpOMOLHTOM;
® TMALMEHTH, JIEKYBAHN ¢ MOHOAMHHOOKCHaa3Hu uuxuburopu (MAOH) n npueManu Takupa npes
nociueAHnTe 2 ceaMutin (BHX Touka 4.5);
e Jeua o 12 roaMniHa Bb3pacT.

[Tpu HAKOM MALHEHTH CUMITATUKOMUMETHLIHUTE, BKTIOUUTETHO W KCHIIOMETA30JIHH, MOTAT Ja NMpeaU3BUKAT
[0-CHIICH OTTOBOP KbM afipeHEprUdHAaTa CTUMYNALMA, KOUTO Ce MpOosBABA CbC CICAHUTE CUMITTOMH:
0e3ChEHUE, CRETORBPTEXK, TPEMOD, ChpAcUYHa APUTMHA, XUTNIepTOHUA. [IpH Te3n naumenTH KCHIOMETa30/IMH
TpAOBa J1a ce U3MO3Ba ¢ NNOBHIIECHO BHUMAHUE.

JleueHHeTo ¢ KCUNOMETA30NIMH HE TpAORa a npoabmkasa rnoseye or 10 1Hu. Ako cnea Kypca Ha JicYeHUe
CHMITTOMHTE NPOABLIKABAT, € He0OX0AUMO Aa ce ripepa3riieaa jqeueHueTo. [IpoabikuTeIHaTa UK
MpeKaneHo Yyecta ynorpeba MoXe Ja npe/in3BHKa peakTHBHA XUNEpeMus HA UrasuiiaTa, rebound —
KOHrecTHs U Jia OBeAe 40 HEOOXOAMMOCT OT MO-4eCTO NMPUIOKEHHE Ha TpoAykTa. B Te3u coyyau Moxe aa
ce pa3Bue aTpodHa Ha HOCHATA JIMMaBULIA.

JlekapcTBeHMAT MPOAYKT ChALPXKa OeH3akoHHeB XIopuA. [ [poashkUTeIHATA yrioTpeba MoXe 1a ITpHYIHHHA
OTOK HAa HOCHATA JIUraBHLiA.

4.5 BianMoae#cTBHE ¢ APYIH JIEKAPCTREHH NPOAYKTH M APYIrd (pOpMH HA B3auMoaelicTBHE

MOHOAMWHOOKCHIA3HY HHXHOUTODHU:

KcHUnoMerazommHBT MOXE J1a IOTEHLUHpa ACHCTRHETO HA MOHOAMHHOOKCHIA3HUTE HHXHOUTOPH U Ja
MPOROKHpA XUTIEPTOHUYHA KpH3a. KCHIIOMETa30TUHBT HE CE NIPENIOPBYBRA MPU MALMEHTH, KOUTO MPUEMaT
iy ca npueManw MAOHU nipes nocneanute 2 ceamMutiu (BUx Touxa 4.4).

TpH- v TerpallMKJIMYHH AHTUACTPECAHTH:

CuirsTcTBaInara ynorpeda Ha TPU- U TETPALUKIUYHE aHTUICTIPECAHTH CbC CUMITATHKOMHMETHYIHU
TIPOAYKTH MOXeE Jid YBEINYY CUMITATUKOMUMETHUYHUA €(QEeKT Ha KCUIOMETA30/IHHA, TTOpalH KOETO He Ce
npenopbysa.

4.6 DepTHIHTET, OpeMEHROCT B KbLPMEHE

bpeMeHHOCT

HsaMa nposeAeHU U3CIEBAHUS BBPXY XOpa, HEOOX0IMMHU 3a CHIYPHO JI0Ka3BaHe Ha Oe3onacHara ynorpeda
no BpeMe Ha OpeMeHHOCT. [ IpunoxenueTo Ha KCUIIOMETA30IMH Tpa0Ba Ja ce u30Area, npeasul
MOTEHUHANHUA MY CUCTEMEH Ba30KOHCTPUKTOPEH e(eKT.

Kupmene
HsiMa 1aHHM 33 HAKAKBH HexXenaHu ePexTH BbpXY kbpMaueTo. He e u3BecTHO nanu ke
XUAPOXJIOPKA C€ eKCKPETUpaA B KbpMaTa, NOpaau KoeTo TpsAbBa fa ce BHUMaBa U P
3a HOC Ja Ce M3I0JI3Ba EAWHCTBEHO 110/ JIEKAPCKU KOHTPON 110 BPEME HAa KbPMEHE.

DepTUIUTET




Hama nocrateuno AaHiH 3a edekra ka PUHOCTOIT 0,1% cripelt 3a Hoc BbpXY pepTHIMTETA TIPH XOpa,
KAKTO ¥ HAMa JIaHHH OT TIPOBEACHH NPOYYBaAHUA BHPXY KUBOTHU. CUCTEMHATA EKCITO3HWLIUA Ha
KCHITOMETA30JIMH € MHOTO HUCKa, MHOrO MaJIka € BepOATHOCTTA 33 e(PEKTH BuPXY (PepTHiINTeTA,

4.7 Edexmn BLpXy cnocobHocTTa 3a modApane n pabora ¢ MAMKHA

PHUHOCTOIT 0,1% cnpeif 32 HOC He NOBJIMABA KITH NOBIUABA NPeHEOPEKUMO CNOCOOHOCTTA 3a WodupaHe U
paboTa ¢ MallluHH.

4.8 Hexenann JeKapcTBEHH PEaAKIIHH

HexelaHHuTe JIEKAPCTBEHH PEAKIIHH €2 MPEACTABEHH MO CHCTEMA-OPraH-KJIAC M MO YECTOTa, KAKTO
caennsa:

MHoro decru (=1/10)

Yectu >1/100 o <1/10)

Heuwectu (>1/1 000 no <1/100)

Penxu (>1/10 000 no <1/1 000)

Muoro peaku (<1/10 000)

C Hen3BecTHA YecTOTa (OT HATMYHHATE JAaHHU HE MOXe Jla ObJie HalpaBeHa OlleHKa).

HapyweHus Ha UIMYHHATA CHCTEMA
Muozo pedxu: peakiii Ha CBBPXUYBCTBHTEIIHOCT (00OpHB, IPYPHTYC, AHTHOEAEM).

HapyiiieHHs Ha HEpBRHATa CHCTEMA
Hecmu: rnaBsobonue.

HapyineHus Ha O9UTe
Mrozo pedxu: pEXOXHH 3PUTETHHU HAPYLIEHUSA.

CepAe4HH HapylIeHUs
Muozo pedxu. apUTMHUY UK YUECTEHA ChpAcYHA AeHHOCT.

PecnupaTopHu, TPbAHY H MEAHACTHHATHY HAPYIICHUA
Yecmu: cyxoTa Ha HOCHATa JIMTaBHLA UTH Ha3aleH AXCKOMQOPT.

Hevecmu: erTMCTAKCHUC.

CTOMAIHO-4YPERHHM HAPYILIEHUS
Yecmu: ragede.

O6uau HapyineHus ¥ eQeKTH Ha MACTOTO Ha IPUTIOKEHHE

Yecmnu: MapeHE Ha MACTOTO Ha IIPHTOXKCHNC.

CrollIasaHe Ha MO03UPAHM HEXENAHH peaKIiuu

Cnobl11taBaHeTO Ha MOA03MPaHH HEXKENIAHM peakliMH cliell paspelllaBade 3a ynorpeda Ha nekapcTBeHUs
MpOAYKT € BakHO. ToBa No3B0JIsABa Ja NPOABLIKM HabMIOAEHHETO Ha CbOTHOLLEHHETO 10J13a/PUCK 34
JIeKapCTBEHUA TIPOAYKT. OT MEIMUMHCKHTE CTIEUNATUCTH C€ 3UCKBa Ja ChoOIIaBaT BCAKA MOT03UPaHa
HeXkeNlaHa peaklma upe3 MambnuuTenHa areHuus no nekapereara yi. , JlamsaH I'pyes” Ne 8, 1303 Codus,
Ten.: +35 928903417, yebcaitT: www.bda.bg.

4.9 Ilpenosupane

[Ipu TOYHO crazBaHe Ha AO3UPOBKATA U NPORBIIKHUTENHOCTTA HA JieUEeHUE NPERO3UpaH Ba. Puck
OT NMpeao3upaHe ChLIECTBYBaA NPH ela, nopaay KoeTo TpAOBa 1a ce u3non3sa npe ' "
KOHUEHTpALHKA U JIEYCHHETO /1a ce NIpoCIIeanABa OT JieKap.

CHMITOMM: NpH NIPEAO3HpaHE UITH CNTyvaltHO MOTITbIaHe MoraT Aa ce Habmon
Mpu NorisllaHe Ha o34 oT okomno 0,2 mg/kg Moxe 1a ce HabmoaasaTa cHTHa
CUJIHO MOHMKEHHUE Ha TENICCHATAa TEMITEPaTypa, rmasodonue, Opanukapaus, xXw
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AVIIaHETO, KOMa, KOHBYJICHH. XHMEepTOHHATA MoXe Ja Oblle MocneABaHa OT XHTIOTOHHA. MankuTe neua ca
[O-UYBCTBUTEIHH OT Bb3PACTHHTE.

Jleyenue: IpH NMOTTBII3HE — TPOMHBKA Ha CTOMAXa, aKTUBEH BBIIeH. [IpoBexkaa ce CHMITTOMAaTHYHO
IeYeHHE.

5. ®APMAKOJIOTHYHH CBONCTBA
5.1 @apmMakoaHHAMHYHH CBOHCTBA

QapmMakoTepaneBTH4YHA rpyia: JIeKOHMeCTaHTH M APYrH NMPOAYKTH 32 JIOKATHO Ha3aIHO TPHIOKEHHE.
ATC xon: RO1AAQ7

KcnnoMeTazonuH e HMHAA30JI0BO TPOU3BOIHO ¢ NIPAKQ A-aJpeHOMUMETHYHO JelicTeue. CTUMYyIHpa d-
afpeHEPrHYHHUTE PELENTOPH, NOKATM3HPAHY B CTEHATA HA KPLBOHOCHUTE ChIORE HA HOCHATA
¢apuHreanHaTa IMraBMUa U NpEeAU3BUKBA BA30KOHCTPUKUUA. B pesynrar Ha ToBa ce HaMansgsa XunepeMusTta
Ha nuraBulaTa ¥ cekpeumaTa. [Topobpasa ce NpoxoAUMOCTTa HA HOCHMTE X0J0BE U CyDeKTHBHATA
cuMnitoMaTika. EQekTsT Ha KCHITOMETA30NHH 3aN0YBa 2 MHHYTH CIER MMPHIIOXKEHHUETO W NPOabKasa A0 12
gaca.

ChriacHo JaHHM OT NPOBEACHOTO ABOWHO CIIANO, KOHTPOJIUPAHO NMPOYYBAHE CIIPAMO PH3IHONOTHYEH
pa3TBOP TIPH MAUMEHTH € MIPOCTYAQ, Upe3 PHHOMAHOMETPUYHO M3CTic/IBaHE, € JOKa3aH 3HAYUTENHO No-100sp
nexonrecTused edekt Ha PUHOCTOIT 0,1% cripeit 3a Hoc , xaTo oTOBORaHETO HA HOCHATA JTUTABHLIA CE
MOCTHTa ABa ITHTH No-0bp30 npy nauuentH, nekysanu ¢ PHHOCTOII 0,1% cnpei#t 3a HOC B CpaBHEHME C
rpymnata 60 HH, TPETHPAHH C (PH3HOIOrWUYEH pa3TBOP, CMATAHO OT 5-aTa MUHYTA CJIe/] HaYal0TO Ha
Ne4eHHETO.

PUHOCTOITI 0,1% cripeit 32 HOC ¢ TTOHacsA 1oOpe TOpH OT NALMEHTH ¢ YYBCTBUTENIHA JIMTaBUIa U HE
HapyllaRa MYKOUMTHApHaTa QYHKLIHA.

In vitro npoyuBaHus MMOKa3BaT Ye, KCHIOMETa30/IMHBT HaMaISBa Bh3IATMTENIHATA AaKTHBHOCT Ha YOBCUIKHS
PHHOBHUPYC, MPUUHHHTEN Ha NPOCTYOHU 3abonaBaHud.

5.2 PapMaKOKHHETHYHH cBONCTBA

an JOK&THO NMPUITOKEHUE B NPENOPHYBAHUTE NO3ZHPOBKH HE CC O4HaKBa JOCTHIMAHCTO Ha [1a3MCHH
KOHLEHTpallll, KOWUTO Ad HMAT KIIHHHYHO 3HaYCHHC.

53 IlpeakiMHUYHH TaHHH 3a GezonacHocT
KcunoMeTasonHH ce 0THACH KbM BellecTBara ¢ HUCKa TOKCHUHMOCT. LDS0 npu cyOKyTaHHO NpUIOkKEHUE HA

nrsxose e 450 mg/kg T.M.
HsiMa 1aHHH 32 TEPATOr€HHO, KAHLIEPOTEHHO W MyTareHHo JeHCTBHE Ha KCHIOMETA30MHH,

6. OAPMAINEBTHYHHUA JAHHH
6.1 CnHchLK HA NOMOUINMTE BellecTBA

Harpues xnopuza

JIuHaTpues eaeTar
XJIOpOBOJOPO/IHA KHCETUHR, KOHII.
TpueraHonaMui

beH3anKoH#EB XJIOPUI
[lpedncreHa Boaa

6.2 HecnBMEeCTHMOCTH

Henpunoxumo.




6.3 Cpok Ha roaHocr
2 TOAUHH

6.4 ChneaMaJHH YCJIOBHA HA ChXPAHEHHE

Jla ce ChXpaHsABa B OpUTrHHANIHA onakoBka. Jla ce cbxpaHaBa noxa 25°C.
6.5 Bnuan chabpkaHHe HA ONAKOBKATA

10 m] nekapcTBeH MPOAYKT Ce AO3UpAT B MIIacTMacoB $JIAKOH CBC CIIpeil MOMITa U aILTHKaTop 32 HOC ChC
3aIKTHa Kanayka, B KAPTOHEHa KYTHA, 3a€IHO C JIACTOBKa.

6.6 ChnenHajJHH NpeANa3HM MEPKH IIPH H3XBLPJAsHe H paboTa
Hama crietanHy W3UCKBaHHA 3a H3IXBBPIIAHE.

HeusnonssaHunT NeKapcTBEH MPOAYKT HIIH OTNAABYHHTE MaTEPHAITH OT HETO TpsAbaa 1a ce UIXBLPIAT B
CHOTBETCTBHE C MECTHUTE H3UCKBaHHA.

7. MNMPHTEXATEJI HA PABPEIHEHHETO 3A YIIOTPEBA

CODAPMA AL

yn. Unuencko woce 16, 1220 Codus, bvarapus

8. HOMEP(A) HA PAZPEIIEHUETO 3A YIIOTPEBA

Per Ne 20160246

9. JATA HA N'BPBO PAIPEHIABAHEMTIOJHOBABAHE HA PAZPEUHIEHHETO 3A
YHOTPEDBA

Hara Ha mspRro paspeinaBane: 04.08.2016
I[ata Ha nocneaHo nmoaHosABaHe:02.08.2021

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

Asryct 2025




