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1. VME HA JEKAPCTBEHHS IIPOIYKT o .t ADDHOD .
:

AdpuH ND naiika 0,5 mg/ml cnipeii 3a Hoc, pasTeop 2 ? 2 1 l

Afrin ND chamomile 0,5 mg/m] nasal spray, solution Paspeemus N . S {"Zﬁ "] [] 5

OQGOBPGHUB N2 covoverrrerrcrsressirunnas S

“t

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

OxcumeTazonuHOB xuapoxnopua (oxymetazoline hydrochloride) 0,5 mg/ml
1 Bopsekpane (100 mukponutpa) ceaspixa 50 MUKpOrpaMa OKCHMETa30/MHOB XHAPOXJIOPHA.

[Tomouram RelllecTRA C U3BECTHO AelicTrue: Oenzankomies xnopun 0,25 mg/ml.
AdprH ND nafixa cripeii 3a Hoc, pasTBoOp ChAbpiKa nponuieHrinaxoa 0,2 mg/ml.

3a DBJIHAA COHCHK Ha IIOMOLI[HUTE BEIIECTBA BIDKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Crnipe#i 32 HoC, pasTBOP
bsan no nourw 6511 pasTeop, HanoaoGasain rei, ¢ pH ot 5,0 1o 6,5.

4. KIAHHAYHHU JAHHU
4.1 TepaneBTHYHH NOKA3AHNS

CuMniToMaTH4HO O0OJIeKYaBaHe Ha HA3a/lHATA KOHIeCTHsA, MPHUHHEHA OT CEHHA XpeMa, HaCTHHKA H
CUHY3UT.,
Adpun ND e nokasaH rpH Be3pacTHH H ACUA HA BB3PACT 6 U IIOBEYES MOJIMHH.

4.2 Jlo3npoBKAa H HAMHH HA NPHJIOKEHHE

EOSHQOBK&

BrapactHn: 1-2 BOprCKBaHHS BBB BCAKa HO3Apa Ha Beexu 12 gaca.

Heouampuuna nonyaayus
Hena > 10 roaunu: 1-2 BopbckBaHug BbB BCAKA HO3Mpa Ha Beeku 12 vaca.
Heua 6-10 ronuuH: 1 BnpbckBaHe BEB BCAKA HO3ApA HA BCEKM 12 uaca.

He Tps6pa aa ce npaBaT noeeve oT 00w 8 BIpbCkBaHus 3a BE3pacTHH (4 33 Aella) 3a nepuo/ oT 24 gaca.
Jla He ce HagBHILaBa Onpeae/ieHaTa 1034.

Adpun ND He Tpabsa aa ce H3nonsea nO-ALJIr0 OT 7 AHH, OCBEH ako Bawwsar sekap He Bu e npeamucan
Apyro. Mla ce H3uaka HAKOJIKO AHH IIpead NOBTOPHO MPUROKEHHE HA IIPOAYKTA.

HauuH Ha npHIOkKeHHE




JBP)KH TIPaB, HAKPaHHUKET ce [IOCTaBA M0C/ISIOBATETHO BBB BCAKA HO3/pa B NOMITATa ¢€ HATUCKA €AUH
IIH JBa ITbTH, KATO B CBLIOTO BpeME CE BAMIIBA.

4.3 IIpoTuBonOKazaHUM

CBPBEXYYBCTBHTE/IHOCT K'bM aKTHBHOTO BEIIECTBO WJIM KBM HAKOE OT MOMOIIHHTE BELIECTRA, H3OpOEHH B
TOYKa 6.1, WK ¢ H3BECTHA YyBCTBHTEIIHOCT KbM CHMIIATHKOMHMETHYHH CPEACTBA.

Adpus ND #e Tpsadsa za ce Hanonzea:

. OT NaLUEHTH, IPHEMAIU HHXHOHTOPH HAa MOHOaMHHOOKcHa3aTa (MAQ - HHXHOHTOPH) WIH OT
NALMEHTH, KOUTO ca npreMand MAO - uHXHOHTOPH MIpe3 NpeAllecTBAIUTE 2 CeAMHULIM.

OT NMalHEHTH CBC 3aKPHTOBI'BIIHA INIAYKOMA.

OT NMAlLHEHTH CCR TPaHC-CHEHOMIATHA XUITOPHUIEKTOMUS.

NpH W3BECTHA CBPBEXYYBCTBUTEIIROCT MM HANOCHHKPa3usg KbM HIKOS OT CBCTABKHTE Ha [IPOLYKTA.
NpH BB3NAJCHHE HA KOXATA U IMMABHLATa Ha NpeABESPHETO HA HOCHATA KyXiHa H HHKPYCTalus
(cyx puHHT).

° OT NAaLMEeHTH ¢ OCTPO KOPOHApHO 3a00naBaHe WIM KapAHa/IHa aCTMA.

Adpun ND ne TpsabBa ma ce H3noa3sa NpH AeLia Ha BB3PAcT Noj 6 roguHu.
4.4 CrhoennaJuu OpeaynpekAeHAs H NPeANA3HE MEPKH IIPH YHoTpela

OcaeH ako He ¢ Ha3HauyeH OT aekap, Adpua ND Tpa0Ba Aa ce W3No3Ba ¢ NOBUIIEHO BHHMaHHE NpU
NallHEHTH ¢ KOpOHAPHA DONECT HAa CHPLIETO, XMNEPTOHHA, XUIIEPTUPEOUANILM, 3aXapeH Auaber Wiy
38TPYAHEHO YPHHHPAHE BCJIEACTBHE Ha XUIepTpodHE HA IPOCTATHATA HkITesa.

[IponsmxuTenHara ynorpeba Moxe Jla AOBEAE 10 Pa3BHTHE HA KOHTECTHA BCIECTRHE HA OTHEMAHE
(rebound - koHreCcTHA),

KakTo npu BcHYK# JTOKATHH AEKOHIECTAHTH, HE C€ MPENophYBa HENPEKLCHATA YIoTpeta B MPOABb/IKEHHE
Ha MOBeYe OT €aHA CeAMHLIA.

Coabpxamuar ce B Adpun ND koHcepBaHT (GeH3a1KOHUEB XJIOPHA) HMa Apa3HeIo AeACTBHE H MOXE Aa
NpeAH3BHKA KOXKHH PEaKIMH,

Adpun ND c naiika cpabpika NpolHIEHITIHKOA, KoHTO Moske Aa PEAH3BHKA JpasHeHe Ha KOXKATA.
4.5 BsaumopeiicTBHE ¢ APYIH JieKApCTBEHH NPOAYKTH H ApYTH GopMH Ha B3anmoAelicTBHe

EanospemeHHaTa ynotpeba ¢ TPHLHKIMYHEA aHTHAECTIPECAHTH, MATIPOTHIMH WIH HHXHOUTOPH Ha
MOHOaMKHHookcHaasaTa (MAQO-uHxubuTOpY) MOXKE Ja MOTEHIMpa NPECOPHUTE eheKTH Ha
OKCHUMETA30JIMH.

4.6 DepruanreT, 6PEMEHHOCT U KbpPMEHE

bpeMeHHOCT _
OKCHMETA30THH HE C€ CRBP3BA ¢ HEXKEJIaH H3XO0X OT OpeMeHHOCTTA. HpquBaHHﬂTa T RUF

NOKA3BaT NPEKH HIH HENPEKY BPpeaHH edeKTH, CBbp3aHH ¢ OpeMeHHOCTTa, eMOpHOHS
Pa3BHUTHE, PAKAAHETO WIH MOCTHATAIHOTO pa3puTHe. A(ppuH ND Moke aa ce M3ng n A O HOHHY
XKE€HH, aKO Ce H3MOJI3BA CIope] NpenopbkuTe. C NOBHIIEHO BHEMAaHHKE TpsaOBa Aa § -n d {.'tﬁb;;cﬁa p-
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NMALMEHTKH ¢ XHIIEPTOHHUS MM TPU3HALM Ha HaMaJieHa IutaueHTapHa nepdysus. Yecrara unu
NPOABKUATENHA YIIOTpeOa BbB BHCOKH JIO3H MOXKeE Aa OBEAS A0 HAMAIABAHE HA IJIaLEHTapHaTa

nepoy3us.

Krpmene
He € u3BecTHO Jain OKCHMETA30JIHH Ce eKCKpeTHpa B KbpMarta. [lopagu nuncara Ha faHHH 3a ynoTpebara
Ha OKCHUMETAa30/IMH OT KBpMeEILH xeHH, AGpur ND He Tpabpa Ja ce U3NON3BA MO BPEME HA KbPMEHE,

QepTHIUTET
Hsama HanvyHU JaHHHU 32 BIHMAHHE BHPXY (PEPTHITHTETA TIPH MBXKE H JKSHH.

4.7 EdexkTH BbpXy cnocobHocTTa 3a modnpaHe H padoTa ¢ MAIHHH
~ A¢ppun ND He noBnusia Wid NOBNMABA MpeHeOpe)KuMO CIOCOOHOCTTA 3a modhupaHe u paboTa ¢ MalIHHH.
4.8 Hexenann iekapeTBeHH PeaKIHA

Karo usano Adpur ND ce noHacsa nobpe U HeXeTaHHTE PeakiLHH, aKO TAKHBA Ce Pa3BHAT, OOMKHOBEHO ¢a
JIeKH H npexoany. Hali-yecto crioMeHaBaHaTa HexenaHa peakiMa € JOKATHOTO YCCIaHe 3a CYXO0Ta Ha
HOCHAaTa NuraBuua. CMBACHETO U NAPEHETO Ca HEUECTH JIOKAJIHH PeaKLvy,

Tabiu4eH CNUCEK HA HEXENAHWTE PEAKIIHH

HexxenaHuTe peakiuy, ChOOIEHH 110 BpeMe Ha TOCTMAPKETHHIOBHMA TIEPHO]], ca H30poeHH B TabiuliaTa
[10-JOTy Copes CHeTeMo-opraneH Kiac., 1o yectora ce onpenessat karo: MHOro yectu (> 1/10); uectu
(= 17100 no < 1/10); seuectu (= 1/1 000 mo < 1/100); peaxu (= 1/10 000 xo < 1/1 000); MHOTO penkn
(< 1/10 000) 1 ¢ HeuzBecTHA yecTOTA (OT HATHUBHUTE JAHHHU HE MO)e Aa Ob/le HANpaBeHA OLICHKA),

CucreMo-oprasen Kiac YecToTa Hexenana peaknns
Hapymenus Ha HepBHaTa Penxu TPEBOKHOCT, CEIATHBEH edeKT,
CHCTEMA | | Pa3ipa3HUTENHOCT, HAPYINCHHA
Ha CHHSA TIPH JieLa, rinaBobonue

Hapyiuenus Ha oumre Penxu 3PUTEITHH CMYLICHHS
Crpaeusu HapyLIeHHS Penxu TaXHKapAHA, NaINHTALHH
CHa0BH HapYLIEHHS Penxu peaKkTUBHA XHIIEpeMHuH,

| NMOBUIICHO KPBBHO HAJIATAHE
PecniupaTopHH, IpBIHM | HeuectH KHXaHE, CYXOTa ¥ pa3HEeHE B
MeANACTHHAIIHH | HOCa, YCTaTa M I'bpJIOTO, H
HapyleHud KOHI'eCTHS BCJIECTBHE Ha

| | OTHEMaHe
CToMallHO-9peBHU Penxu rajieHe
| HapylueHHs |

HapyumeHus Ha Koxkarta | | Penkm eK3aHTEMA
NOAKOYXKHATA ThKaH
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ChobmaBane Ha NOAO3UPAHU HEXEIAHH PEaKIINH
Cpo0maBaHeTo Ha MOAO3MPaHU HeXKElaHU PEaKLWH Clie paspellaBaHe 3a ynorpeda Ha JieKapCTBEHHUA

APOXYKT € BakHO. TOBa MO3BOJIABA [a NPOAB/DKH HAOMIOASHHETO HA CROTHOIEHHETO T10/13a/pHCK 32
NIEKapCTBEHHUA NPOAYKT. OT MeAHMLIMHCKHTE CICTMAJIMCTH ¢€ U3MCKBA Jla ChoOLIapaT BCIKa M0A03KpaHa
HEXKENaHa peaxiys ype3 MameiHnTeIHA areHIHA 110 JIekapcTBaTa, Yi. ,,Jlaman ['pyes” Ne 8, 1303 Codms,
TeN.: +359 2 8903417, yebeaitt: www.bda.bg.. |

4.9 Ilpeno3upane

CHMIITOMETE Ha YMEPEHO TEXKO HIIH TEXKO [Ipeo3paHe MOraT [a ca MMpuasa, raicHe, LHaHo3a,
(eGpunmrer, cnazmy, TAXMKAPAMS, ChPCUHA APHTMHA, CHPACYEH APECT, XUIepToHus, Genonpoben oTok,
AUCTIHEA, NCUXHYHH HapYUeHUA. Bh3MOXKHH ca ChINO M MPOSBU HA ITOTUCKAHE HA JYHKIMATA HA
LIEHTPaJIHaTa HEPBHA CHCTEMA KaTO ChEIIMBOCT, MIOHHKABAHE HA TENIECHATA TEMIepaTypa, OpaauKkapaus,
Hanoo049BamA MIOK XUMIOTOHHA, allHes ¥ 3aryda Ha ch3HaHKe, MoXke 1a ce U3noI3Ba HECENIEKTHBEH
aiipa-6okep kato peHTONAMUH, 33 14 e TIOTHCHE MOBHIICHOTO KPBBHO HajiAraHe. B ceprosnure ciydan
MOX€E J1a ce Hanara MHTYOauua U anapaTHa BeHTHIALMA,

B ciyuait Ha yMepeHO TEXKO A0 TEKKO NMpeAo3upaHe MpH NepopalHa KOHCYMaLus 110 HEBHUMaHHEe, MOXE
/1a C& MPHCTBITM KbM TNIPIIOKESHHE HA aKTHBEH BEIIeH (a0CopOeHT) 1 HaTpueB cyndar (JIaKCaTHB), KaKTO
H KbM CTOMAIIEH JIaBK — B C1y4dail ue ¢ Hy)KHAa MACHBHA JACTOKCHKALMA.

OCTasanoTo JICHSHHE © NIOANBPIKAII0 H CHMIITOMATHYHO.

BasonpecopHrTE 1eKapcTBa ¢a MPOTURONOKAa3aHH,

5. ®APMAKOJIOTHYHM CBOMCTBA
3.1 ®PapMakoIHHAMHMYHH CBOHCTBA

dapMakoTepaneBTHYHA Ipyiia; CAIMIIATHKOMHMETHLIH, YHCTH;
ATC xon: ROIAAQS

MexaHH3IBM Ha JelicTBHE

OKCHMETA30JHHOBUAT XHAPOXIOPH € CHMITATHKOMHMETHYHO CPEeCTBO, KOSTO YIPAXKHABA IOKATHO
CBAOCBMBAILO AciicTBHE HA HOCHATA JNraBHIla, HaMaIABaiiky Ha3aHaTa KoHrecTHA. Adpun ND cnpeii 3a
HOC C€ OMHCBA KaTo ACKapcTBeHa (PopMa, KOATO HE Karle, MOHEXKE C/EH BIIPECKBAHE BHCKOIHTETHT MY Ce
IOBUIIIARA H CE 3aXbpKa BEPXY JIMTABHIMTE NO-¢(eKTHBHO OT CTAHAAPTEH BOAEH pasTBop. KimmAnynnre
MPOYMBAHWSA TIOKAZBaT, Y€ OKCHMETA3O0/IHH 3alloYBa J1a AelicTBa 0 HAKOMKO MHHYTH, KATO €(QEKTHT My
poabJoKasa 5o 12 yaca cres NpUIOKEHUE.

52 (@apMAKOKHHETHYHH CBOHCTBA

OKCHMETa30JIMHOBUAT XHAPOXJIOPHA ce TIpAIara JUpeKTHO BEPXY HOCHATA JIMTaBHIIA, KBETO YIIPOKHABA
JIOKaeH crAocBHBaL edexr, JIuncear AaHHH 33 CUCTEMHATA €KCIIO3ULIMS HA OKCHMETA30IHH CJie/l
HAa3aJTHO TIPHIIOKECHHE. S




5.3 IpeanxnuunvHHA ZaHHH 33 Oe30NaCHOCT

HexsuHHYHHMTE AAHHK HE TOKA3BaT 0cobEeH PHCK 3a Xopa Ha 6a3aTa Ha KOHBEHLIHOHAITHUTE
(papMakOSIOrHYHM MPOYURAHHA 38 TOKCHYHOCT IPH MHOTOKPATHO NpMJIaraHe Wik pernpOSyKTHBHA
TOKCHYHOCT. AppHH ND He ¢ u3nuTBaH 3a FréeHOTOKCHYHOCT MJIH KApPLIMHOT'CHEH TIOTEHIHAaN,

IpenxnuHvyHKuTE JAHHY MPETIONArarT, Ye OSH3AIKOHUEBHAT XJIOPHI MOXKE J1a HMa TOKCHYEH e(eKT
BBPXY PECHHYKHTE, 3aBHCEL OT KOHUCHTPALMATa H IPOABJDKMTENHOCTTA Ha ACHCTBHE, KOWTO BKIIOYBA
HeoOpaTHMa 3aryfa Ha NOABIDKHOCT H MOXKE Ja HHAYLMpa XMCTONATOJOTMYHNA [IPOMEHH B HOCHATa
JUraBHUA.

6. @OAPMAHEBTHYHHU JAHHH

6.1 ChnHcbk A NOMOIIHMTE BellecTBa

JIMHaTpueB eaeTar

Jiuuatpues gocdat, 6e3poaeH

EnnoocHoBeH Hatpuer docdar MOHOXHMAPAT
Ilopunon K29-32

beHzankoHuer XJ0puUa

Ionuerrnenrnukoin 1450

IlpeurcreHa Boaa

beH3unor ankoxon

I'nuuepon

MuxpokpucTanHa Leny/103a i KapMeio3a HaTpHii
ApoMmart Ha NaiiKa, BKIIIOUHTEITHO €CTECTBEHH M U3KYCTBEHH apOMAaTH, MPOIHISHITIMKO/ U LapeRMYeH
CHpOI.

6.2 HecbBMecTHMOCTH
Henpunoxumo
6.3 Cpok na rogaoct

2 FOAWHH.
Ha ce u3nomsea xo 30 AHM cnea MEPBOTO OTBapAHE.

6.4 CnenuaJHH yCJIOBHA HA CHXPAHECHHE

Ja ce cpxpanaea nox 25°C.,
Ja He ce chXpaHABa B XJIAAHIHHK WIH 3aMpa3sBa.

6.5 Bua B CHLABPKAHAE HA ONMAKOBKATA

bana, ceetnoycroituusa OyTinka, 15 ml or nonueTnnes ¢ Bucoka WIsTHOCT (HDPE) /c/ _
TIOIUIIPOTIHIICHOBA [TOMITA.
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6.6 Cﬁenna.nnn npeAna3sHd MEPKH NPH H3XBLPJaAHe

Heuznon3paHuaT NpOAYKT WIM OTIATBUHHTE MaTEPHAIHN OT HEro TpAOBa ta ce U3XBBPIIAT B CHOTBETCTRHE
¢ MECTHHATE H3HCKBAHUA.

7. MMPHTEXATEJI HA PASPEIIIEHHUETO 3A YIIOTPEBA

bailep brarapus EQO/,

yi, ,,Pesbapcka® Ne 5
1510 Codus, brnrapus

8. HOMEP(A) HA PAZPENIEHHETO 3A YIIOTPEBA

Per. Ne 20120303

9, JATA HA IThPBO PASPENIABAHE/MIOTHOBSIBAHE HA PAZPENIEHUETO 3A
YIIOTPEBA

Hata Ha nspBO paspeluaBane: |3 woHu 2012

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA




