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KPATKA XAPAKTEPMCTHKA HA IIPOJIYKTA



1. MME HA JIEKAPCTBEHMSI HPOJIVKT

PHHOCTOIT 0,05% cnpeii 3a Hoc, pazreop
RHINOSTOP 0,05% nasal spray, solution

2. KAYECTBEH H KOJIMYECTBEH CHCTAB

B 1 ml pasteop ce cpanpxa 0,5 mg akTHBHO BELIECTBO KCHIOMETA30THHOR xuapoxnopua (xylometazoline
hydrochloride), enuHuuHa no3a npu enpuckeane goctass 0,04 Mg KCHJIOMETa30IMHHOB XHIPOXIOPM]I.
ITomomHo BewecTBo ¢ WIBECTHO AeicTRHE: HEH3ATKOHUEB XIOpHA.

3a MBJIHUS CTIHCHK HA MOMOLIHHTE BELIECTBa, BUOKTE TOUKA 6. 1.

3. JIEKAPCTBEHA ®OPMA  (3NLAHUTERHA ATEHLVS N0 NNEKAPCTBATA

- Kpamra xapaKmepucmuka HA NPOGYKMa - [IDUAOKEHUS |

Crpeii 3a Hoc, pasTBop : | /"2(74’ 60 AH j_-

buctep, bezuperen pazrrop | Kom Pez. e R T AT T
S fp-dF
Paspeluerue Nﬁg/hﬁ "L
4. KJUHHAYHHA JAHHH | 02 08 2001
t OGOBPEHUE Ne c.oriivsiircsne s fosnonisisimansseseantns i

4.1 TepaneBTHYHH NOKAIAHHS

PHHOCTOII 0,05% cripeii 3a Hoc e npeaHa3HayYeH 3a MPHIIOKEHHKE NPY aeua ot 2 1o 12 roxHima BB3pacT:

. 3a CHMITOMATHYHO OB/IMABAHE HA HA3aHA KOHMECTHS TIPHU OCTBHP, BA3OMOTOPEH H AJIEpPruyeH
PHHUT;

. 3a noanoMarade ApeHaxka Ha CEKPETHTE NPH Bh3TIATCHHE HA IADAHA3ATHHTE CHHYCH;

. B koMiulekcHaTa Tepanus Ha OTUT Ha CPEJIHOTO YXO MPH OCTHP, BA3OMOTOPEH U AIepruYeH PHHMUT 34

ACKOHIeCTHA Ha Ha3o(apHHTEANTHATA IMTABHIIA.
4.2 Jl03BMpOBKA H HRYHH HA NPHI0KEHHE

losuposka

[1pn neua ot 2 fo 12-ropminna BB3pact - 1o | BnpbekBaHe oT pa3TROpa BLB BCAKA HO3Z4pa 10 3 II6TH
AHeBHO. Mexay ABe BOpeckBaHUA TpAOBa 1a MMa HHTEPBAJ MOHE OT 8§ yaca.
Ilpu nena or 2 10 6-ronuina BL3pacT e HeoGX0 MMa KOHCYITALHMS C JIEKap.

PHUHOCTOII 0,05% cnpeii 3a HoC € npoTHRONOKA3aH MTPH [ielia Ha BB3PACT 10 2 FOAUHH (BxKTE TOUKA 4.3).
[pokIkHTEIHOCT HA TepanuaTa: JICYEHHETO ¢ JleKapcTBEHU NMPOAYKT He TPSOGBA aa MPOAB/IAKABA [IOBEYE

or 10 nuM (BiokTe Touka 4.4). He TpaGra n1a ce npesummasa npenopbyaHara AHEBHA 1034 [IPH MaLMUEHTH B
CTapyeCKa BL3pact H Aeua.

Hauwuy Ha npunoxenue; HazajiHo

4.3 IIpoTHRONOKA3AHHA

° CBPBX4YBCTBUTEIHOCT KbM aKTHBHOTO BEILECTRO MITH KBM HAKOE OT HOMOLIHUTE
H30poeHH B Touka 6.1;

° IaumenTu ¢ TpanccheHonsanHa XunodU3eKTOMES HITH NPH XUPYPrHYHH HETe
EKCIIO3HIIMA HA TRBPJATA MO3BYHA OOBUBKA;

o CyX pUHHT;

. ATPOQHUYCH PHHUT;

. [lorHIIEHO BBETPEOUHO HANATaHe (r1ayKoma).
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4.4 CnennaiHH Dpefynpe:KIeHHN H NPeIIAIHE MEPKH NpH ynoTpeba

[lpu mapmenTH CBC CHHAPOM Ha yabnked QT HHTEpBa, TEKYBaHM ¢ KCHJIOMETA30MMH, MOKE A3 HMa
OBHILICH PHCK OT CEPHO3HH BEHTPHUKYAPHH APHTMHUH.

KcunomeTazonns ce npuiara JIOKalIHO H HE CE OYaKBa NOABaTa Ha CHCTeMHH €dekTr. Brnpeku Toka, Thii
Karo TOH C€ OTHACA KbM CPEACTBATA ¢ U3PA3CHO CHMIIATOMMMETHYHO AEHCTBHE, € HEOOXOAMMO C BHUMAHHKE
Aa ce Mpuriara Ipu ManHeHTH C:
®  PUTBMHH CHPJACYHH HAPYUICHHUS
apTepHanHa XHUIMePTOHHS,
nexemuyHa 6os1ecT Ha ChpLETO;
XHIIEPTUPEOHIHIBM;
XUINIepTpod s HA MPOCTATATA,
Ha0eT;
(pEOXPOMOLIMTOM;
® MalMCHTH, NTEKYBaHH C MOHOAMHHOOKCHAa3HH HHXHOHuTOpH (MAOMHM) 1 npuemManu Takusa t1pe3
MOCACAHMTE 2 ceAMHLM (BHKTE Touka 4.5);
¢  HOBOPOJCHH, KbpMayeTa H Aeua A0 2 roAWlIHa Bb3pacT.

Ilpy HAKOW NANHEHTH CHMNIATHKOMHMETHLMTE, BKAIOUHTEIHO 3 KCWIOMETAa30IUH, MOTAT 13 NPeAH3BHKAT
[I0-CHJICH OTrOBOP KbM aJpPEHEPrHYHaTa CTUMYJIALHNS, KOMTO CE POABSABA ChC CISAHUTE CUMITTOMU:
Oe3chbHHE, CBETORBPTENK, TPEMOP, ChPAEYHA APHTMHA, XUNEPTOHHS. [IpH Te3n MauHEHTH KCHIOMETA30MUH
TpA0OBa Aa ce U3MON3BA ¢ [IOBHILIEHO BHUMAHHE.

JledyeHueTo ¢ KCHIOMETA30/IHH He TpAbBa Ja MpoabKaBa noeeve ot 10 aHu. AKO CIeA Kypca Ha JeHeHue
CUMNTOMHTE MPOABIKABAT, € HEODXOIUMO /14 Ce rpepa3raena neyeHueTo. [IpoabIKHTENHATE WIH
IPSKAIEHO 4ecTa ynorpeda MoXKe Ja npeJu3BHKa peaKTHBHA XUIIEPEMHS Ha JIMTaBHLATa, rebound —
KOHI'€CTUA U Ja JOBEAe 10 HEOOXOIUMOCT OT N0-YeCTO NPUIOKEHHE Ha poaykTa. B Tesu cryuan Moxe na
ce pa3Bue aTpodus Ha HOCHATA JIMraBHLA.

JlekapcTBeHuaT npoaykt chabpxa GeHszankonues xnopua. [poabkdrentaTa ynotpeba Moxke A2 MPUUMHU
OTOK HA HOCHATA JIM'aBHLiA.

4.5 BsanmonciicTBHe ¢ APYTH JIEKAPCTBEHH NPOAYKTH ¥ ApPYyr# opMH Ha B3aHMoJelicTBAE

MOHOAMHHOOKCHUIA3HH HHXHOUTODH:

KCHIOMETa30IMHBT MOXKE JIa NOTEHUMPa ACHCTRUETO Ha MOHOAMUHOOKCHIa3HUTE MHXHOUTOPH M a
IPOBOKKPA XUIMEPTOHHYHA KpH3a. KCHIIOMETa30/IMHBT HE CE MPenopbL4Ba [IpH MAUMEHTH, KOHTO IIPHEMAT
WK ca npuemand MAOMH npes nocneanure 2 ceamutiy (BkTe Touka 4.4).

TpH- M TeTpAUMIKIIHYHHA AHTHACTIPECAHTH:

CempTeTBamaTa ynorpeda Ha TpU- U TETPALMIUIMYHY AHTHACTIPECAHTH ChC CUMIMTATHKOMHUMETHYHH
[MPOIYKTH MOXE J1a YBEIUYH CHMNIATUKOMHMETHYHMA €DEKT HA KCHIOMETA30JIMHA, NOPadH KOETO HE ce
MPenopbLYRA.

4.6 MepTHIRTET, GPEMEHHOCT B KbPMEHE

bpeMeHHOCT
Hsma nposenenu U3cieapaHus BbPXy X0pa, HE0OXOAUMH 3a CUTYpHO I0Ka3BaHe Ha Oe3onacHara ynorpeba
110 Bpeme Ha OpemeHHocT. IIpunoxenneTo Ha kKcunomerasonu TpabBa fa ce HIOATBa, Npe BRI

NOTCHIUHATHHUSA MY CMCTEMEH Ba30KOHCTPHKTOPEH e(eKT.

Kbpmene
Hsama nannu 3a HAKAKBH HeXeNaHu edexTd BepXy kbpMaueto. He e nasectno panu
XHIPOXJIOPY] C€ EKCKpPETHPaA B KbpMaTa, NopaaH koeto Tpadea Aa ce BuHmasa n PH
38 HOC J1a C€ M3MOJI3Ba €AHHCTBEHO MO JIEKAPCKH KOHTPOJ M0 BPEME Ha KbPMEHE.

DepTHIHTET




Hama poctarbuno nannu 3a epexra Ha PUHOCTOIT 0,05% cnpeii 3a Hoc BLpXy (epTHINTETA, KAKTO H
HAM& NaHHH OT NPOBEAEHH NPOYYBAHHS BbpPXY »KHMBOTHH. CUCTEMHATA SKCIIOZHULIMA HA KCHJIOMETA30JTHH ¢
MHOI'0 HMCKa, MHOTO MaJIKa € BEPOSTHOCTTA 3a eeKTH BEPXY depTHiIMTeTA.

4.7 E¢exTn BLpXy cnoco6HOCTTA 33 modupane u pabora ¢ MallpAn

PHUHOCTOII 0,05% cnipeii 3a HOC He NOBIMABA WM MOBHSBA MPEHEOPEKUMO CIIOCOBHOCTTA 32 logupaHe
H paboTa ¢ MalIMHH.

4.8 Hexenans JNekapCcTBeHH peakuHn

Hexenanure nekapcTBeHH PeaKIHH €a NMPEACTABEHH MO CHCTEMA-OPraH-KJIAC H MO YeCTOTA KAKTO
cjaeasa:

MHoro dectu (>1/10)

Hectu (>1/100 go <1/10)

Heuwectu (>1/1 000 oo <1/100)

Penxu (>1/10 000 g0 <1/1 000)

MHuoro peaxu (<1/10 000)

C HeH3BECTHA 9€CTOTa (OT HANMYHATE JaHHH HE MOXKeE Ja O/l HAIIPABCHA OLICHKA)

HapyuieHusa Ha MMyHHATa CHCTEMA
MrH020 pedxu: peaKuun Ha CBBPXYYBCTBUTENHOCT (0GPHB, IPYpUTYC, aHTHOEAEM).

Hapyuwienns Ha HepBHATa CHCTEMA
Yecmu: rnasobonme.

HapyiieHust Ha oUMTe
Mnoz0 pedxu: IPEXOAHH 3PHTEITHH HAPYIUEHHS.

CopaeyHu HapylIeHUS
Mrnozo pedxu: apUTMUM UITH YUYECTEHA ChPAEYHA JEHHOCT.

PecnuparopHu, rpbJHH H MEIMACTHHANHM HAPYLLISHWHA

Hecmu: CyXoTa Ha HOCHATA JIMIABHLA WITH Ha3asieH gucxom$poprT.
Heyecmu: enncrakcuc.

CToMaliHO-YpeBHM HApYIIEHHS
Hecmu: ranexe.

Obuiy HapyieHns ¥ ePeKTH HA MACTOTO HA [IPUAOKEHHE
Hecmu: napeHe Ha MACTOTO HA MPHIMKEHHE,

Chofuiapane na 0o/l03MpaHy HEXENAHH PeaKLUH

CrobiasaHeTo Ha NOI03HPAHK HEXETAHH PEaKLMK Cle paspeluasane 3a ynoTpeta Ha JICKapCTBeHHs
[IPONYKT € BaXKHO. 0Ba N03BOJIABA Ja NPOABIKH HAOMIOJCHHETO Ha CLOTHOLIEHUETO MOT3a/PUCK 33
JIeKapCTBEHNA MPOAYKT. T METMUMHCKUTE CICLIMATUCTH C€ W3HCKBA 14 CLOOIIABAT BCAKA NOA03HpaHa
HeXenaHa peakiis 4pes Hanbiunrenna arenuys no iekapersata yi. ,,J{amsa I'pyes” Ne 8, 1303 Codua,
Te.: +335 928903417, yebcaiiT: www.bda.bg.

4.9 Ilpexoampane A M0 X,
QU026
IIpu TouHo criazBaHe HA 103MPOBKATA U NPOABDKHTENHOCTTA HA JIEYEHHE 1IPeIOUPAYY g € gaascRa RTOK\\
2 o Tan \ &\
OT Mpe103upaKe CbUIECTBYBA NPH [ICLa, MOPaH KOETO TpAGBA Aa ce W3NOo3Ba Mpes agaie i X\,
KOHUESHTPALMA H JICHUEHHETO A& Ce IPOCIeaAdBa OT JICKap. AR ’:

CHMNTOMHU: NIPHU IPEAO3UPAHE HUIH CITYYaHHO MOTIbIIAHE MOraT Aa ce Habmonarar v \ M3 J
NpH noriaslale Ha 103H OT 0kos1o 0,2 mg/kg Moxke aa ce HabmIOaaBa CHIIHA 3aMATHORY @3hoTaBaHE, cu{&l |
IIOHHIKEHHE Ha TeleCHaTa TeMIepaTypa, rnasobonne, Opaankapaus, XUNEPTOHUS, TIOT Mﬁ%ﬂm SRE70,
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KOMAa, KOHBYJICHH. XHIICPTOHHATA MOKe Aa Obe NMOocneBaHa OT XHIIOTOHHA. MalkuTe aeua ca no-
YyBCTBHTENHH OT BH3PACTHHTE,

Jieuenue: 11py noribilaHe — MPOMHUBKA HA CTOMAaXa, AKTHBEH BbIJICH. IIpoBexna ce cuMnTOMaTUUHO
JIeYeHHE.

5. ®APMAKOJIOTHYHH CBOHUCTBA
5.1 ®dapmaxkoaARHAMHYHH CBOHCTBA

(DapmakoTeparneBTHUHa rpyna: JJeKoHrecTaHTH M APYTH MPOAYKTH 3a JIOKAJTHO HA3ZATHO [IPUIOKEHHUE,
ATC koa: RO1AAQ7

KcunomeTasonnH € HIMHIa30/10B0 NPOH3BOAHO C IPAKO O-aAPEHOMHMETHUHO JeficTBHe. CTHMYIMpa a-
aJPCHCPrHYHHTE PELENITOPH, TOKAJIH3HPAHH B CTEHATA HA KPbBOHOCHHUTE CLAOBE HAa HOCHATA |
(paprHreanHaTa IMraBULA H MPEIM3BMKBA BA3OKOHCTPHKLKA. B pelysimar Ha ToBa ce HaMansBa XUIepeMHsTa
Ha ndrasvuara v cexpeumara. [lomobpssa ce npoxoaUMocTTa Ha HOCHHTE XOA0BE H CYDEKTHBHATA
CHMIITOMATHKA. EQEKTHT Ha KCHIOMETA30/IMH 3aNo4Ba 2 MHHYTH ClIEX IPUIOKEHHETO ¥ NPOab/IKaBa A0 12
yaca.

CeriacHo AaHHH OT MPOBEACHOTO ABOHHO CJIAIIO, KOHTPOJIHPAHO TIPOYYBAHE CHPAMO PU3HOIOrHYEH
pa3TBOp IIpH NALKUEHTH C MPOCTYAA, Ype3 PHHOMAHOMETPHHHO H3CTEABAHe, € NOKA3aH 3HAYHTEIHO 110-200bp
JAexkoHrectHBen epext Ha PHHOCTOII 0,05% cnpeii 3a HoC , kato OTOBOBAHETO HA HOCHATA JIACABHLA CE
MOCTHra ABa METH N0 O'bP30 MpH nauKeHTH, JiekyBaru ¢ PHHOCTOII 0,05% cnpeii 3a HOC B cpaBHEHME C
rpynata 0OJIHH, TPETHPAaHH ¢ PU3HOIOTHYEH Pa3TBOP, CMATAHO OT 5-aTa MHHYTa clie/ Ha4aloTo Ha
JIEYEHHETO.

PHUHOCTOII 0,05% cripeii 3a Hoc ce noHacs Jo0pe JOpH OT NALKMEHTH € YyBCTBUTETHA JIHTABHLA H HE
HapyLlaBa MyKOLMJIMAPHATE (DYHKLMA.

In vitro npoy4BaHHa MOKa3BaT Ye, KCHIIOMETA30JIHHA HAMA/IABA Bh3IIATMTETHATA AKTUBHOCT HA YOBEIIKHA
PHHOBHPYC, MPHYMHKUTE HA OPOCTYIHH 3a00/1aBaHuA.

5.2 @apMaKOKHHETHYHH CBOHCTBA

[Ipu nokanaHO MPHUIOHKEHHE B IIPEMOPBUBAHMTE JO3HPOBKH HE CE€ OYAKBA JOCTHIAHETO HA MJIa3MeHH
KOHUEHTPAaUMUH, KOMTO [1a HMAT KIMHAYHO 3HAYESHHE,

5.3 IlpeaxkamHnun JaHuu 3a 6ezonacuoct

KcunoMeTasonuH ce 0THacH KbM BELLIECTBATA C HUCKA TOKCHYHOCT. LD50 npu cybKyTaHHO NPUAOKEHHE HA
rIbxoBe € 450 mg/kg T.M.
Hsama naHHH 32 TEPATOTE€HHO, KaHLIEPOI'€HHO M MYTAreHHO AEHCTBME HA KCHIIOMETA3O/IHH.

6. DOAPMAHNHEBTHYHHA TAHHHA
6.1 CnHchbk HA DIOMOINHHTE BEUIECTBA

Hartpues xnopua

JAUHaTpHeB egeTat
XJ10pOBOJOPOAHA KUCEIWHA, KOHIL.
Tpueranonamun

be€H3aTKOHHEB XJIOPH]L
[lpeuncrena sona

6.2 HechBMEeCTHMOCTH

Henpunoxxumo.




6.3 Cpox Ha rognocr

2 roaudu

6.4 ChneunaiHn ychoBES HA ChXpaHeHHE

Ja ce cbxpaHsiBa B OPHIHHAJIHA ONAKOBKA. Ha ce cuxpansga moa 25°C.
6.5 Buaa chabpxanne HAa ONAKOBKATA

10 ml pasrsop B 6411a, HenpospauHa, WHIHHAPKHYHA OyTHiKa OT monunponunen, cuabaeua c AO3HpaLla
NoMIa U HAKPAHHHUK C Kanayka, B KAPTOHEHA KYTHA, 338€HO C JIMCTOBKA.

6.6 Croeunajauu IpeINAIAA MepKH IPH H3XBLP.ISHe H paboTa
Hsama cneunanyu u3nckpanus 3a M3XBLPIAHE,

He M3non3RaHHAT IeKapCTEeH NPOAYKT WM OTIAbYHUTE MATEPHA/IM OT Hero TpAbsa fa Ce U3XBBLPAT B
CBOTBETCTBHE C MECTHHUTE H3IHCKBAHHUA.

7.  TIPUTEXKATEJI HA PA3SPEHIEHUETO 3A YIIOTPEEA

COOAPMA A
ya. Mnuencko woce 16, 1220 Codus, burrapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YOOTPEBA

Per Ne 20160245

9. JATA HA IIBPBO PA3PENIABAHE/TIOJHOBSIBAHE HA PA3PEINEHMETO 3A
YIIOTPEBA

Jlara Ha mepeO paspewnasane: 04.08.2016
Jlata na mocneaHo noaHOBsARAHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Hau 2021




