HecepaTtnBeH aHTUXUCTaMUH

(4
3a CUMINTOMAaTUYHO JIEHEHHUE
Ha C€30HEeH M LyesioroguilueH ajiepru4eH puHnT

Levocetirizine dihydrochloride U XpOHHUYHA YPTHUKapUsa
—

O6niekyaBa aneprunte npes3 ysaaara rogmHa
npyv Bb3pacTHN U geya Hag 2 roguHn

Bropa reHepayms H1 - aHTUXNCTaMUHKN
Bbbp30 Hayaso Ha geiicTBue
(no-manko ot 1 yac)
MpoabmxuTesneH aHTUXMCTaAaMHUHOB OTrOBOP
(ecdpekTvT NpoabMHKaBa 24 yaca)

chm BO3aH

~2_Img dunmupar
neBoLeTUPMINHOS AU

30 Gumamparn - "9 DUAMUAPaHN TaBneTk
7I8BOUETVDUIMHOB AUXMAPOXTOPU

HPOTMEOA."EPI'I'NHO CPEACTBO
‘ LV — Tabnetin

Mputexaren Ha PY:

6yn. “CmeoHoBCKo woce” N2 130, 1700 Codus, bbnrapus, Ten.: 02/8602000
KXIT koM PY Nell-35687/30.11.2016 v KXTT kbm PY NeBG/MA/MP-46109/19.6.2019; MAJT: 20689/27.05.2020 .
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B Kcuso3zan

JleBoLEeTMPH3NHOB AUXMAPOXIIOPHA
JleBoLeTUPU3IHOB AUXMAPOXNOPUA 5 My B e1Ha TabneTka

JleBoweTUPU3NHOB AUXUAPOXTIOPUA 5 Mg B 1 ml nepopanHu Kanku e

aBHABALL, ce Ha 20 Kanku
u y ) adipharm

TEPANEBTUYHU MOKA3AHUA U EQEKTK:

AnepriyeH puHUT (BKNKYUTENHO NEPCUCTUPALL anepriiyeH PUHUT)
XpoHuuHa uamonatinyHa ypTukapua
Bucoko edekTuBeH 3a 06/1eKyaBaHe Ha CUMNTOMUTE: PUHOPEA, KUXaHe, Cbpbex B HOCa U 0unTe

MEXAHWU3bM HA AEACTBUE HA KCUBO3AH:

bnokupa pewientopuTe Ha XCTaMUH

2 nbTU No-BUCOK aduHuTeT KbM H1 peuientopuTte, B (paBHeHMe C T031 Ha LleTpusuH

He noTucka oTAensHeTo Ha XMCTaMUH OT MACTHUTE KIETKIA, a Bb3NPenATCTBA CBbP3BAHETO C peLentopuTe My
MpenoTBpaTABa OTAENAHETO Ha APYIY aNepriuyHu CbeHEHVA 1 MOBILLABA NPUTOKA HA KPbB KbM 30HaTa,
KaTo 06nieKuaBa TUNMYHITE 33 ANEPruYHIA PUHUT CUMITOMM

MuKoBUTE NNA3MeHN KOHLIEHTaLuy JocTurar 1yac aef npueMaHe Ha j03ata

A103UPOBKA N HAYWUH HA MPUNOMEHUE:

Mpenopbuntenna
[HeBHa 032 Aeua ot 2 fo 6 roa. > 6rop. Bb3pacthu
KcnsozaH Kanku 2.5 mg, pazaeneHa Ha 2 npuema 5mg =20 kanku
& 5 Kanku cytpun
& 5KankuBevep
KcnBo3aH ¢unmupanm Tabnetku 5 mg (1 punmupana Tabnerka) 5mg (1 punmupana Trabnetka)

Kankute morat Aa ce npuemart AMpeKTHO AW pa3peseHn C BOAA

[Tpn anepruyeH puHNT IGYEHNETO € 0 3Ye3BaHe Ha CUMMTOMIATE, NPV NEPCUCTIPALL anepriyeH PUHIT MOXKeE f1a e Ha3HauM
NPOABMKUTENHO NeYeHIe - ChLLECTBYBA KIMHUYEH OMUT C NPUN0XeHNe B NPOABIKEHNe Ha 6 Mecela

[Tpv XpoHNYHa YPTUKAPUA 11 XPOHMYEH anepriyeH PUHIAT CbLLECTBYBA OMIAT C MPUNOXeHNe Ha LIETUPU3IH B NPOABKEHNE Ha
1 roanHa

be3 HeobXxoANMOCT 0T aganT1paHe Ha f03aTa npy YepHOAPOBHY yBpeX AaHIA, KaKTO U NPY NaLMeHTy B HanpeAHana Bb3pact
(apanTvpaHe Ha fjo3aTa camo Npy NaLMeHTY C yMepPeHo A0 TexKo 6bopeyHo yBpexaaHe )

He noBnusABa cnocobHoCTTa 3a WodupaHe B npenopbyBaHaTa 103a

KNNHWYHA NPOYYBAHMA:

PaHgoMu3npaHo, ABOIHO-CNANO KpbCToCaHo npoyuBaHe ¢ Levocetirizine 5 mg v nnaue6o Kancynu (YHusepcuteta B
Xen3uHkn), oLeHABa epukacHocTTa Ha Levocetirizine 5 mg BbpXy navueHT UyBCTBUTENHN KbM yXanBaHUA 0T Komapu (7):
o Pe3ynrar - Levocetirizine 5 mg 3HauuTenHo HamanABa pa3mepa Ha ypTUKITE Ha 15-aTa MIUHYTA, KaTo CPESHUAT pa3mep
Ha ypTuKuTe e HamaneH ¢ 60%
o Levocetirizine 5 mg HamanABa cbmbTCTBALYYA Cbpbex Ha 15-aTa MUHyTa € 62%
o W3Bop: Levocetirizine 5 mg e edekTnBeH n obpe Tonepupan MeANKaMEHT 3a leyeHue KaKTo Ha He3abaBHWTe,
TaKa 1 Ha KbCHUTE CUMNTOMMU NOJTyYaBaLLK Ce C1ef yXanBaHe 0T KoMapy.
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WU3TouHuLM:
[1-p Bacunka Kyzesa, cn. Meaurdo, 10/2007, NleBownTupi3uH 3a NpohunakTvka 1 ieyeHne Ha paHHI 1 KbCHIN peakLiyi KbM yXanBaHua oT Komapi



