KPATKA XAPAKTEPUCTHUKA HA IIPOAYKTA

®CUSICROM 4 %
MWUMUCTERCTRO HA 3QPAEEOHASBAHETO

(Cromoglycic acid 4%) | fpusoxenye ko
paspeweHie saynorpebalie \( Ly y 4 5%) Abyin. b3

6&1/15.09.0¢ )

Nasal spray, solution — 15 ml

1. Vime ua JeRapcTBeHHS HPOXYKT:
®CUSICROM 4% Nasal spray, solution
KY3HXPOM 4% cripeii 3a Hoc, pasTBop

2. KonupyecTBeH B KaYecTBeH ChCTAB:
JexapcTaeno emecrso (3a 100 ml):
Cromoglycic acid (as Sodium Cromoglycate) 4g

3a moMomuMTe BeMecTEa, BK. 6.1

3. JexapcrseHna gopma:
Cnpeit 32 Hoc, pasTBOp

4, KiuangHH JaHEH
4.1, Iloxazanus

CCUSICROM 4% cnpeii 32 HOC & NpeAHA3HAUCH 3a JIeIeHue H IPO(ITaKTHKa Ha BCHYKH BRAOBE
ANeprHYHY PHHUTH; Ce30HHK (CeHHAa XpeMa) U HeHOrOMHITHE PUHHTH.

4.2. NozupoBKAa H HAYHE HA NPHIOKEeHUE:
Joznposka:

O6uuaiinaTa O3UPOBKa € 3 — 4 BIPBCKBaHKs JHEBHO BBB BCiAKa HO3IPA; NPH HE06X0mMoCT
Morart 5ia 6paaT YBETHIEeHN 10 6 BIPBCKBAHKS JHEBHO.

JlexapcTBenusT NpoAyKT TpsBa Ja Ce NpHIara pefioBHO U NPOABIDKHICHHO, 32 1a CE NOCTUTHS
e()eKTHBHO U YCTOHIMBO Nogobpenne Ha CHCTOSHHETO Ha HallHeHTa.

Ilpu neseHye Ha NESIOTOMMIIHY ANePrHyHI PUHATH, TePaNeBTHIHUAT e(QeKT MOXS A2 Ce IPOSBH
cien OKoJio 2 KO 4 ceAMMINM OT HAYAIIOTO Ha NPHI0XKEHHUETO Ha JIEKapCTBEHHA NPOayKT. B Hadannara
dasa neveHreTo Moxe fa O%e CHIPOBOJCHO C TePAlHs ¢ AHTHXHCTAMIHOBH JICKAPCTBEHH IIPORYKTH
B Ha3aJHH AEeKOHreCTaHTH. JIOMBIHUTENHATa TEPAIHA ¢ Te3H cpescTBa TpsbBa Aa 6bae
NpeKBCHaT2 ClIell M3THIAHETO Ha HadanHaTta jasa.

Hauul va IpHIOKEeHKE:
JlexapcTeHuAT IPONYKT € 32 NIPHIIOKEHUE B Hoca. I naBata 1pabBa Aa ce EaBeie HA3aK, €HATA
HO3/Ipa fla Ce 3aTHCHE C IPECT H Aa ¢e BIPLCKA B ApYraTa HO3Apa.

4.3. lpoTHBONOKA3AHE
JlexapcTBEHHAT IPOAYKT € NPOTHBONOKA3aH NPH HAITHEHTH C H3BECTHA CBPEXUYBCTBHTCIIHOCT
KBM HKOE OT BEIIECTBATA B KOMIOSHLMATA.
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4.4, CrengalBy OpeAyIpelkIeHHs H CHeNEANHE BPEANAIHA MEPKH 32 yaoTpeba

Yuorpeba npe gena: besonacHocrTa Ha JiekapcTBeHHA NPOAYKT HE € YCTaHOBEHA TIPH Aelia o7 6
roaumsa pe3pact. He ce npenoprysa ynotpeba NpH Ta3u rpyna NalHeHTH.

4,5. JlekapcTBenn ¥ APYTH B3aAMOACHCTBHS

He ca onucanu rakusa.

JekapcTReHIAT IPONYKT ce noHaca Rodpe 1 Moxke Aa Obie KOMOHHMpaH ¢ APYTH JIEKapCTBa,
NpHiaraHy JIOKATHO HITH CHCTEMHO.

4.6. BpeMeHHOCT H KbpMeHe
He ce M31CKBAT CIICIMANHHE NPEANasHE MEPKH HpH yroTpeba no BpeMe ha 6peMEHHOCT U
KBPMEHe.

4.7. Edexts BppXy cnOcoDHOCTTA 32 IIodapane B paboTa ¢ MAMAERA
He ca onxcanm TakuBa.

4.8. Hejxenann JexkapCrBenH peariian

®CUSICROM 4 % cnpeii 32 Hoc MOxe Ja NpeAHU3BMKa napeHe {IUIake) wid BE3TIaneHue,
KOETO M34e3Ba Npe3 IBEPBHs HeH OT JiedcHueTo. Makap H psaxo, IEKapCTBEHHAT IPOAYKT ¢
BBE3MOXKHO Jla NPENH3BHKA rafieHe, rmapobonue, KOXKHE 0OpHBH, 6POHXOCHA3EM, CYyX0Ta B HOCA HAH
KPHBOTEUSHHE OT HOCA.

4.9. Ilpeaosapane

Tlopaaw ToBa, e NEKapCTBEHHAT NPOIYKT ¢ Fpe/lHasHaveH 3a JOKalHa ynotpela, He Morar Aa
ce 04aKBaT TOKCHUHM edeKTH, KaKTo ako He e craseHa IIpenopbhyasaTa J03UPOBKa, Taka H NpH
CcIy4yaiiHO NOTTBINAKe Ha ChIbPKABHMETO Ha (iakoHa.

5. ®apmaxoJOrHyHH NAHHA

5.1. @apMakoIEHAMHYMEA CBOHCTBA

Cromoglycic acid (Sodium cromoglycate) e aHTHAEPTHYHO JIEKAPCTBEHO BEMIECTBO, KOSTO
melicTBa KaTo MHXHOMpa AErpaHyINpaHeTo Ha CeHCHOMTR3HpaHUTE MaCTOLNTH ¥ IPeI0TEPATABa
0cBOGOKAABAHETO HA XMCTAMHH H APYTrUTe Bh3naluTensn meguatopy. Cromoglycic acid (Sodium
cromoglycate) HaMa ChHIECTBEHa BA30KOHCTPHKTOPHA # aHTUXHCTAMHHOBA aKTHBHOCT.

5.2. @apMakOKAHETHIEH cBOHCTBA
IIpubnpsurento 7 % oT HasalHO NPATIOKEHATa /1034 ce abcopOupa CHCTEMHO U ¢€ OTAEN B

JKITBYKATA U C YPHHATE.

5.3. Hpeaxanpaann JABHHE 33 0e30IaCHOCT
[poBenennTe W3NHTBAHKI NOKA3RaT A00pa HOHOCHMOCT Ha HATPHEBHS KPOMOTIIHKAT.

6. PapManeBTHIHE JaHHEH

6.1. Coxchk Ha MOMOINHATE BellecTBAa:
Benzalkonium chloride

Polysorbate 80

EDTA, sodium salt

Purified water




6.2. Ou3EKO-XEMHEIHE HechBMECTEMOCTH
He ca n3pecTan.

6.3. Cpox B2 rogHOCT
3 (TpHu) rOAMHY OT AaTata Ha IMPOM3BOJCTREO.
Jla He ce H3MONI3Ba [IOBEYe OT eNUH Mecell Cllelt OTBaPAHETO Ha iaKoHa.

6.4, CuenHAIHH YCJI0BHS! 33 ChbXpaeHAe
Ja ce ceXpadsBa Ha 3aIWISHO OT CBETAHHA MACTO, TpH TeMuepatypa nox 30°C.
Ha ce cpxpaHsiBa Ha MeCTa HEOCTHIHY 3& JIeNa.

6.5. {anan 32 oHAKOBKATA
Hoctass ce B iiacrMacoeu dmaxonu (PE) or 15 ml, cnabienu ¢ no3upaina [oMI1a 3a BIPECKBAHE B
HOCca.

6.6. HrcTpyxuuy 32 YROTpeba

TpunaradeTo Ha JeKapCTREHMS NPOAYKT TPaOBa Ja ce U3BLPHIBA MIPH CIIA3BAHETO Ha CIICHATES

TIPErOPBIH:

Ipenn WEPBOTO NPHICKEHHE:

e Jla ce OTCTpaHH € BHEMATENHO 3alHTHOTO KanaJe.

¢ Cnpeit-$naxonsT TpaAOBa Ja ce paskiaTi BHEMATHO.

e Jlosupauiata nommna (MynasepusaTop) TPAOBa Ja ce IMOCTaBH H ClIe)] TOBa A4 C¢ 3a/eHCTBa,
TOIKOBA ITETH KOJIKOTO € HeoOXO0MUMO, 34 Jia ¢ IOCTHTHE HAITbJBaHe Ha KAanara | NpaBriIHO
BIPBCKBAHE.

Hucrpykaaa 3a yneTpeda;

¢ Hosppure TpaGBa fa ce noyHCTAT Jobpe.

e BrmMaTelHO Aa ce FIOCTABY BhpPXa Ha MyJBepPHU3aToOpa B €[[HATAa HO3Apa, KAaTo CE NPHTHCKA C
NOKA3aner| IpyrarTa.

e TpabBa jia ce BOMIIA H TOTaBa JIa C& HATHCHE CMIIHO KBHOTO Ha cripeil prakoHa; ciiefl TOBa Ja ce
H3/IHINA [IPe3 yCTaTa | ja ¢6 NOBTOPH OnepalaTal

e  Onepanygra TpsOBa 12 ce NOBTOPH M ¢ APYrara HO3Hpa.

7. Hme B agpec 52 HPHTERATEN HA PErHCTPANHOHHOTO KoCHE:
Alcon Pharmaceuticals Ltd. (Switzerland),
Bosh 69, PO box 62, CH-6331 Hunenberg

He u adpec wa nponzeodumens:
Alcen Cusi, S.A.

Camil Fabra, 58

08320 El Masnou — Barcelona, Spain

8. JlaTa Ba DBEPBO paspelucHue 32 yuoTpeba: 06-06-2000 (Per.Ne 20000202)
(nvpea peaucmpayust KIIC Jexenapy, 1994)

9. laTa Ha nmocaeAHA peBR3Hs Ha Texera Ba KXII:
Suyapu 2005 r.




