Bepcus 8, 07/2011

IPHJIOXEHME 1

KPATKA XAPAKTEPHCTHKA HA ITIPOAYKTA



1. HME HA JEKAPCTBEHHSA ITPOIYKT

ALLERGOSAN 1% cream C L i L

AJIEPTO3AH 1% kpem o . Aé/

2.  KAYECTBEH U KOJIHYECTBEH CHCTAB

B 1 g xpeMm ce cbabpika aKTHBHOTO BEIIECTBO XNOPONHpaMHHOB XHApoxsiopua (chloropyramine
hydrochloride) 10 mg.

3a MeHAS CHHCEK HA MOMOUIHHTE BEIIECTBA BIOKTE Touka 6.1,

3. JIEKAPCTBEHA ®OPMA

ban xpewm, 6e3 MUpHC.

4. KIHHHYHWU JAHHA
4.1 TepaneBTHUHHA NOKA3AHHR

AJieprosaH KpeM € NoKa3aH 3a Bb3PacTHH, A€Ua H KbPMAdeTa TpH;

- yXallBaHe OT HACEKOMH,

- KOHTAKTeH ACPMATHT ¥ APYrK CHpOsiik ASpMATO3N;

- 00puB 1 cBPGesK NPH PATHYHH aNlepruyHl CHCTOAHHS Ges Andy3Ha HasBa.

4.2 [losupoBka H HAYHHA HA IPHIOKERHE

Hozuposka

Bu3pacmnu u deya (xppmadvera ¥ feua 10 18 rogHHH): MaNKo KONMHYECTBO OT KpeMa ce HaHacs BEpXY
32C€rHaTaTa TOBBPXHOCT 2-3 TETH AHEBHO, KATO JICKO Ce BTPHB& B KOXKATa.

Hauun Ha npunoxeHHe

AJIeprosaH KpeMm e npeHa3Ha4eH Camo 3a JIOKAITHO [IPHII0KEHHE BBEpXY KoxkaTa. [Ipenoprusa ce
NPHIOKSHHETO MY TPH OCTPH JEPMATO3H U KOXKHH PEaKIiHH, CBIPOBOASHH C eKCYAAllHA.

Moxe n1a ce npunara ¢ OXTy3HBHA NPEBpPH3Ka WIH Yped (PH3HOTEPANEBTHIHH MPOLEAYPH ¢ LIeJI o-
AoOpo TIPOHHKBAHE Mpe3 KOXATa M TIOCTHIaHe Ha GBp3 TepameBTHYeH edexr.

He Tpa6sa na ce npunara Bepxy OTKPHTH paHH, B OUMTE, BBPXY JIMIaBUIATA HA HOCA M YyCTHaTa
KyXHHa.

TpoXbIKMTENHOCT Ha JIEYEHHETO - OT 5 00 7 OHH.

4.3 IlpoTHBOnOKAa3AHHA

CBp‘bX‘l}’BCTBHTeJIHOCT KBM aKTHBHOTO BEIHECTBO HIIH KBbM HAKOE OT IIOMOLHHTE BEIIICCTRA,
H30pOoeHH B Touka 6.1.

44 Croenuannu npenynpeXIeHHs H NPeINASHHA MEPKH DPH ynorpeba

Tlpu XponHUHH AepMATO3H ¢ M3pa3eHa XUIIEPKEPATO3a Ce MPENOpbYBa IPHIOKEHHETO Ha [ yrata
NeKapcTBeHa (opMa - ANEprozaH Mas. _—
/la He ce npwiara BbpXY OOUIMPHH KOHY Y4aCThLM, OTKPHTH PAaHH H NIPH H3ra
Ha He ce npuema npes ycrara.

Ha He ce npuara BLPXY OMHTE H JIMrABHIIHTE.

4.5 BsaumoneiicTHE ¢ APYTH JieKApCTBEHHE NPOIYKTH H APYTH dopmu



Hama nanHu 3a nexapeTBeHn U APyTU B3auMONEHCTBYS 1IPW JIOKANHOTO NpwiokeHHe Ha npoaykra. He
Ce rpernopruBa ynorpebara Ha APYrH JIEKapcTBa 3a IOKATHO IPHIIOKEHHE ¢THOBPEMEHHO C
AJlepro3aH Kpem.

4.6 @epTunHTeT, GpeMeHHOCT H KbPMeHe

Hsama nadnw 3a cHcTeMHa pe3opOups B JOCTHMAHE Ha KIMHHYHO 3HAYHMH TUIa3MEHH KOHLICHTPALIMH
Ha XJIOpONtMpaMHUH MPH JIOKANHO NPpHACKenHe. Brpexu Toea, nopaay siHnca Ha cnenHanHe
poy4BaHKA 32 GesomacHa ynotpefa Ha X10pONHpaMHH Npi GpeMEeHHH H KbPMAUKH, € HeoGXOXHMO
MPOYKTDHT A2 C¢ NpHara C MOBMUISHO BHHMAHHE TIPH TA3H KATEropuA MAaLHEHTH.

4.7 EdexTu Brpxy cnocob6HocTTa 32 modupane u pabora ¢ mamanmn

Aneproaan Kpem He NOR/IHSBA aKTHBHOTO BHUMAHHE M MOXE & C& M3NON3BA OF wodhLOPH B
OMEpPATOPH HA MALIHHH,

4.8 Hexenann JeKapCTBeRH PeaKnHH

TIpu JIOKANHOTO NPUIOXKEHHE Ha XOPONMPaMHH He ca HabTIONaBAHH CHCTeMHH edekT.

Obuu napvutenus u ehexmu Ha MACMOMO HE NPWIOHCEHYE

Mboro pako Npx nevenne ¢ Aneprosas kpeM ce cro6mABa 32 ChPGEX WIH ApasHeIO HeHcTEME Ha
MACTOTO Ha IPHJIOKEHHE, KOHTO GbP30 NpeMHHABAT.

4.9 Iipeaozmpane

IIpu nokanHo npHIOXKEHHE MPAKTHYECKH € HEBB3MOMKHO NMpeA03HpaHETO Ha XimopotHpamMuH. Hama
JaHHH 38 KIMHHYHO 3HaYHMa Pe30pOLMA HA IEKAPCTBOTO NPH NPABAIHO NPUICIKEHHE BHPXY KOKa C
HEHapylleHa LAOCT.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 @apmakoanHaMEYHH cBOlicTBA

PapmakoTepaneBTHYHA IPyna: AHTHXHCTAMMHH 3a JIOKANHO NpioxeHHe, ATC kox: DOJAAQ9

MexanuseM Ha feHcTeHe
XJ10ponMpaMHH € NPOM3BOJHO HA ETHIEHHAMMHA, KIIACHYSCKH (,,cTap” WIH OT NLPBO MOKOJEHHE)

Hj-aerraronucr. Kato komnerutiBen obpaTnM aHTaronuct Ha Hi-XHCTAMHHORHTE peuenTopH, Tol
GrokHpa epexTHTE HA XMCTAMHHA.

D®apmakOIHHAMHYHH edekTH

XnoponHpaMHH MpemMaxBa NpeAH3BHKAHMTE OT XHCTAMHH Ba30,IH/1ATALMA, IOBHINEH nepMeabInTeT
Ha CBAOBCTE H OTOK HA TEKaHHTe. Hapes ¢ aHTHXHCTAMHHOBOTO AelicTBHE, XIOPOMMPAMHH
TIPHTEkABA AHTHXONMHEPTHYHM CBOHCTBA M MOXKE a NPEIM3BHKA HEXKENAHN MyCKaPHHOBH efhekTH
TIpH CHCTEMHOTO My MPHIIOKEHME, KATO CYXOTa HA YCTHATA JIMTABHLA, KOHCTHIALHA, 3PHTENHH
HapyIIeHHs H NOBHINIABAHE HAa BETPEOUHOTO HANArAHe, 3aJPphikka Ha ypuHaTa. [IpemuHaBa
XeMaToeHUedanHara Gapuepa u ce cbp3sa ¢ Hi-penentopure B LieHTpalHaTa HepEHa cHeTeMa. B
PE3YNTAT HA TOBA MY ACHCTBAE, KAKTO M ApyruTe Hi-peLienTopHu aHTArOHHCTH, MOXe a NpeU3BHKA
CBHIHBOCT, YYBCTBO Ha cnalocT M yMopa, BUeHe Ha CBAT. Moxke fa okaxe ¢1abo aHTHEMETHYHO
JeiicTBre.

TprioxeH nokanHo BEPXy KoxKata, XIOPOMHPAMHH NOTHCKA BbB BHCOKA CTENeH
chpOexxa, HaMansBa CHAOBMA NepMeabHIHTET, MOTHCKA CEXPELMATE, HAMAMABA O
TIOTHCKA MTOSBATA HA KOXKHH OOpPHBH.

5.2 {PapMakoKHHETHYHH CBoHCTBA




Pe3opbnua
Hsma nanHu 3a pesop6umara Ha XOpONUpaMHH NP3 KOXKATA WK NOCTATAHE HA KTHHHIHO SHATHMH

KOHUCHTPALHH B TLIAIMATA NIPH JIOKATHOTO MY NMPHIOKEHHE BEPXY KOKA C HEHAPYLIEHA LIAUI0CT.
§.3 TMpeaxsmuaqnn gannn 3a Gezonacuocr

TlpoyypannsTa BHPXY OTMTHH XXHBOTHH HOKA3BAT, Ye XNOPONHPAMHH HIMA eMOPHOTOKCHYEH,
TEPATOreHEH M MyTarcHeH edekr. JInncea npyra Hanuuua undgopmams.

6. @APMAIEBTUYHH JAUHHA

6.1 CnAcHK Ha NOMOIIHHTE BeIECTBA

makporon 300
makporon 4000

6.2 HecnemecTumocTH
Henpunoxumo
6.3 Cpok Ha rogaoct

3 rogHuu
Cpok Ha roaHocT cnea oTeapsHe Ha TyGara: 6 (uect) Mecena.

6.4 CnenuaiHu yCIOBHA Ha ChbXpPaHEHHE

Ha ce cbxpansBa B OpHTHHAIHATA OTIAKOBKE, IIPH TeMnepaTypa nox 25°C.
6.5 BuxncLABLpXAHHE HA ONAKOBKATA

18 g wau 60 g nekapcTBEH NPOAYKT Ce AO3MPAT B MeMOpaHHH TyMHHHEBH TYOH € ILTACTMACOBH
Kanayku oT nofunponiieH. [lo 1 (enua) TyGa, 3aeqHO ¢ IMCTOBKA Ce NIOCTABA B €JHHHYHA CIbBagMa
KYTHA OT eAHOCTPEHHO [IATMEHTHOTIOKPHT KAPTOH.

6.6 Coeurannu NpeINAINHA MEPKH NPH HIXBLPJ/ISHE A pabora

Hama cneumanam wanckpanms.

Hen3nonssanuar ekapcTaeH NPOYKT WM OTNATBYHHTE MATEPHAIH OT HETO TpabBa Na ce H3XBBPAAT
B CBOTBETCTBHE C MECTHHTE H3HCKBaHMA.

7.  NPHTEJKATEJ HA PASPEIIEHHETO 3A YIIOTPEBA
CODAPMA A1

yn. Mnnencko woce 16, 1220 Codus, Bearapus

8. HOMEP(A) HA PASPENIEHUETO 3A YIIOTPEBA

9700569




9.  JATA HA ITBPBO PASPEIIABAHE/TIOAHOBSBAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

23.06.2003/16.09.2008

10. JATA HA AKTYAJIM3IHPAHE HA TEKCTA

Mapr 2020




