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KPATKA XAPAKTEPUCTUKA HA INPOAYKTA

1. HAMMEHOBAHWE HA AEKAPCTBEHUA NPOAYKT
VITREOLENT® kanku 3a ouM

2. KAYECTBEH U KOAMMECTBEH CbCTAB

B 1 mi or pazrsopa ce cvabpxar 3 mg Potassium iodide w3 mg Sodium
iodide .

3. AEKAPCTBEHA ®OPMA

Kanku 3a 0uv: CTEPUAEH, KOHCEPBUPAH BOAEH PasTBOpP
4. KAMHUYHUN AAHHUA

4.1, TEPANEBTUYHW NOKA3AHUA

MNoMbTHABAHE M KbpBEHE B CTBKAOBMAHOTO TAAQ OT BCAKAKBB NPOU3X0A (Bb3pacT,
MUONKA, XMNepToHWA, anabeT, NepudaebiT), NOMLTHABaHE Ha AeLLATA KATO NbRBU
NPU3HaK Ha CTap4yecka Karapakra,

42. AO3NPOBKA U HAYUMH HA MPUAOXKEHUE

Bb3PACTHM W AELUA HAA 12 TOAWWUHA BB3PACT: [MpenopbuuteaHata
AO3NPOBKA € 1 Kanka B KOHIOHKTMBHWMA CaK Ha 3acerHartoro oko/ovu 1-3 nbtu
AHEBHO.

MALMEHTW B HAMIPEAHANA Bb3PACT: HaMa AaHHW, 4e AO3MpoBKaTa Tpadsa Aa
ce MpoMeHs.

AEUA MOA 12 NOAMILHA Bb3PACT: besonacHOCTTa Ha NPOAYKTa Npy Aela He e
nscnepBaHa. CAep0BaTEAHO MPUACKEHMETO NPY ABLA HE Cce NPenopbHea.

4.3. MNPOTUBOMNOKA3AHUA

- AHaMHe3a 3a CBPbXYYBCTBUTEAHOCT KbM MOA (HOAM3BM)

- CBPBLXUYBCTBUTEAHOCT KbM HAKOA OT CbCTaBKMTE

- QYHKUMOHAAHU  HapyWweHWa Ha WATOBMAHATA XAE33 MWAM  YMEpPEeHOo
n3pa3eHa HOAO3Ha CTpyma

4.4. CINEUMAAHU NPEAYNPEXXAEHUA U CNELUAAHU
NPEATIA3HU MEPKW NMPU YNOTPEBA

XAOPXEKCMAMHBT  MOXe A3 C& OTAara BbpPXY MEKU KOHTaKTHY Ae
TpAGsa AA Ce CBAAAT MpeAM anavkauuata W TpAGBa aAa UMa
MWHYTWU NPEAU NOBTOPHOTC NOCTAaBAHA Ha AewMTe.




33 A2 ce MUHMMM3MDa cucTemHarta abcopfums, naumeHTMTe TpAbGBa Aa ce
MHCTPYKTUPAT Aa BACKMPAT U3TMYAHETO Ha CAb3HaTa TeHHOCT HPe3 ABKO HaTUCKaHe
KbM HOCa BAM30 AC BETPEWHMUA OUEH bIbA 38 1-2 MUHYTU CAEA MHCTHMAMPaHE.

45. B3AUMOAEWCTBUSA C APYTHU AEKAPCTBEHW MPOAYKTU U

APYTY ®OPMW HA BSAMMOAEWUCTBUE
He ca AOKAaABaHW B3aWMOASWCTBMA CbC CUCTEMHO NpuWAaraHu aekapcrsa. B
CAyMan Ha CubMbICTBAWa OYHA TepanuAa C APYrM AeKkapcTea, Tpabsa A2 vMa
WHTEPBaA OT NOHE 5 MUHYTY MEXAY ABETE anAnKaunn,

4.6. BPEMEHHOCT N KbPMEHE

He ca NpOBEXAaHW KOHTPOAMPAHWM MPOYYBaHWA NPU XUBOTHU MAU OpeMeHHU
xeHn. CAep0OBaTeAHO AekapcTBOTO TpAbGBa Aa €& npeanucea  camo  Mpu
CAyYau,KoraTo NoTeHUManHaTa NnoA3a HapXBbPAf PUCKa 3a nacaa. [TpUAOXEHWeTOo
10 BPEME Ha AaKTauMA He e rnpoyyBaHo.

BpemennocT kateropusa C

4,7. EOEKTW BbPXY BHUMAHUETO NO BPEME HA LIO®WUPAHE

N PABOTATA C MALLUHN
PAAKO MOXe A3 C& MOAYYW BPEeMEHHO 3aMbraABaHe Ha 3peHueTo. NauneHTuTe Cbe
3aMbIAABaHe Ha 3PeHMeTo chep npuaoxeHwe Ha Vitreolent TpaGea aa ce
BL3ABPXAT OT WodMpaHe W paboTa C MawWKHKW, AOKATO HanbAHO C& MPOACHM
3peHWeTo.

4.8. HEXEAAHWU AEKAPCTBEHW PEAKUUU

NoKanHU (B OKOTO):
Aeko napeHe VAW LUMMEHE 32 KPATKO CAGA MPUAOKEHWETO Ha Kankute. PAAKO:
YBEAUUYEHO CbA3eHE, 3aMbrAeHO BUXAAHE.

CuctemHu:
Vitreolent cbabpXa HMOAMAM, KOUTO MOXE AA MNPUUUHAT XMNEPTUPEOUAU3BM U
epeKTh OT TUNA Ha aKkHe ¥ NPeAPa3noAOKEHW AULa.

49. TNPEAO3UPAHE

PUCKbT OT HEXEAZHWM pPeaKkLMM, AbAXAWM C& HA AOKAAHO CBPBLXAO3WPaHe WAU
WHUMABHTHO MEepOPaAHO MOTAblaHE, € MHOMo OrpaHW4YeH, KOETO Ce AbAXM Ha
OTHOCHUTEAHO HUCKOTO CbAbPXaHWE Ha MOAMAU B BAUH GAGKOH.

5. SAPMAKOAOTUYHMA CBOPICT_BA

5.1. ®APMAKOAMHAMUUHW CBOUCTBA
GapmakoTepanesTMiHa rpyna: OGTaAMOACTMYHA, aHTUKATAPAKTAAHY
ATC koa: SO1XA00

MpoyusaHMA C XMBOTHU NOKA3BaT, Y& HOAMAMTE MMAaT PEAOKC NOTeHUMaA, KORTO
MOXe A3 DeAyuMpa AWCYAGMAHMTE MOCTOBE B AelleHWTe OeATbuM W A2
ocBo6OXAaBaA CYAQXWMAPUAHM Tpynu. ToBa MOXe A2 AOBEAE AO peayuMpaHe Ha
WHTPa W MHTEPMOAEKYAADHWUTE BRb3KW Ha BeATbUMTE,

EdeKTbT Ha MOAA BbPXY PaHHaTa Crapyecka KaTapakTa He € HambAHO YCTaHOBEH.

B HAKOM CAYYAM HOAMAMTE MOraT A2 HaManAT MPOrPecHpPaHeTo Ha NOMBTHABAHETO
1 NOHMXEHMWETO Ha 3pUTeAHaTa oCTpoTa.




5.2. GAPMAKOKMHETUUHW CBOUCTBA

NOKaAHO NPUAOXEHUE B OKOTO:

KanveBuaT MOAMA AndyHAMPa 6bP30 BLB BUTPeanHaTa TeHHOCT Ha WM30AMPAaHW
3aellkn oun. 3a 60 MuHYTH 0.25 MUKPOMOA2 OT KaAreBMA MOAMA akyMyAaupar B 1
MA BETPEOYHA TEYHOCT. 6.4% OT MOAUAE, HAAMMEH B TRETUPAHOTO OKO, € HamepeH
B Aelliata U 3.7% B CTbKAOBMAHOTO TAAO,

CncTEMHO NpUACXKeHUe: CUcTeMHaTa pe3opbumraA CABA AOKAAHO MPUAOXEHWE He &
npoy4saHa.

5.3. MNPEAKAMHWYHWU AAHHWM 3A BE3ONMACHOCT

OcTpa M XpOHUYHA TOKCUUHOCT He e OuAa U3CAeABaHa NpW MPOy4YBaHWA C
KUBOTHW. CROHTEHHK ACKAGAM OT KAMHUUHATa fpakivka co4vart, ue HAama Cay4au
Ha TEeXKM WAM CEPUO3HW HEXEAaHW AEKApPCTBEHW pPeakuuK, acounuupaHi ¢
ynotpebata Ha Vitreolent ouHK Kank.

6. ®PAPMALEBTUUYHN AAHHW

6.1. CMUCBLK HA NOMOLUHWUTE BELLLIECTBA

Chlorhexidine acetate, Sorbitol, a-Tocopherol acetate,
Methylhydroxypropylcellulose, Hydrochloric acid 1N, Water for injections

6.2. HECBLBMECTUMOCTH
Aocera He ¢a U3BECTHM,

6.3. CPOKHATOAHOCT
B HeoTBOpEH $PARKOH: 36 meceua
Cnep NBPBOTO OTBapAHe: 1 meceu

6.4. YCAOBUA HA CbXPAHEHME

Aa ce cuxpaHaBa nNpu TemnepaTypa noa 25°C.
A\a ce cbxpaHABa Ha MecTa HEAOCTBMHU 3a Aeua.

6.5. AAHHW 3A OMMAKOBKATA

KoHTenHep: $pAaKkoH OT 6AA NOAMETUAGH ¢ HUCKA NAabTHOCT 10 ml
T'yTaTop: MOAMETUAEH C HMUCKA NABTHOCT
Kanauka: NoAMeTUAEH C BUCOKA NABTHOCT

6.6. WHCTPYKLUWMU 3A YNOTPEBA

OAaKOHBT e CTepUASH, AOKaTO ce pasnedata. Aa He ce ynotpebasa noseve oT 4
CEAMMUM CAEA OTBapAHETO. Aad He Ce NOA3BA CAEA U3TUMUYAHE CPOKa Ha FOAHOCT.
NeKapcTBOTO TPAGBA Aa Ce CbXpaHaBa Ha MeCTa, HEAOCTBITHM 32 Aeua.

7. MME WU AAPEC HA MNPUTEXATEAl HA PA3PELIEHMETO 3A
PEFUCTPALMA

Novartis Pharma GmbH, Roonstrasse 25, 90429, Nuemberg, Germany
8. PETMCTPAUMOHEH HOMEP: 9800275/03.08.1998
9. AATA HA PEAAKUWMA HA TEKCTA HA KXIN: 28.03.2007 r.




