KPATKA XAPAKTEPUCTHKA HA JEKAPCTBEHHAA NPOAYKT
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TaNeIHATENHA ATEHUMSA N0 NEKAPCTBATA
Kpamxa XapaKmMepUCITRIG KA NpOGYKNA - [1DUADKEHUE 1

1. HME HA NEKAPCTBEHWSI ITIPOAYKT Kout Pez. o pzc)/ 4 0 Mg
Cumunacan Hun AN xankH 3a o, pasTeop -
Similasan Itchy Eye, eye drops, solution Paspeiustiue Mr&ér/ M A;/ ﬁ p/ 1/48069

g -0g- 018

| OgOBDEHUS Mo orcrercrrsnscrses i

2. KAYECTBEH H KOJJHYECTBEH ChCTAB

1 g (= 22 xanku) CEABPKA:

303,33 mg Apis mellifica D6

303,33 mg Euphrasia 3¢ D6

303,33 mg Schoenocauvlon officinale D6)

3a MEMHKA CIHCHK HA [IOMOLIHHTE BEIUECTEA BIDKTE TOYKA 6.1,

3. JEKAPCTBEHA ®@OFPMA

Karku z3a oH, pa3sTBOp
Crepunet, IpoipadeH, 6e3LBeTER pasTBOP.

4, KJHHAYHA NAHHHA
4.1 TepanesTHYHH MOKAIAHUA
XoMeonaTHICH JIEKAPCTBEH MPOIYKT

B CBOTBETCTBHE ¢ XOMeONaTHMHHTe NpuHupny CrMunacaH Hun AH, kKankié 3a o4M Moxe Ia ce
H3MOJI3Ba JOKAIHO 3a obsekyaBasde Ha OYHWTE CHMIITOMH HE CEHHA XpeMa HJIH pPeakuiM Ha
CBPBXYYBCTBUTENHOCT HA JIUraBMIKMTE HAa GUMTE M KIea4uTe, KAT0 HAIIPHMED:

- Ceplex ¥ rapeHe Ha OUHTE;

- 3aueppsBaHe;

- [Togypane;

- 3acHICHO CHII3EeHE.

HMamon3paHeTo Ha TO3M XOMEOTATHYEH JIEKApCTBEH MPOINYKT ¢¢ OCHOBaBa CaMoO Ha XOoMeonaTHICH
QIHT,

Mpu Texxu hopMu Ha Te3u 3a00ABAHAA CE NPENOPEYBA KIMHHHYHO AOKA3aHAa TEPAHA.
4.2 J03MpoBKa ¥ HAYHK HA NPHAOKEHHE

Jdonpoeka
Heua nan 2-roovnrHa B3pacT H BB3PAcTHU: 1-2 Kallky BB BCAKO OKO BSIHBMK MIH HAKOJKO ITETH Ha

JICH.

HeauaTpuuiHa NOMyAALIKS
He ce npenopbyea u3nonssaneto Ha CaMunacad Mun A# npu aena oA 2-ToAHUIHA BE3PACT, Nopany
NTHTICa Ha JaHHH.

Hauun Ha DpunoxeHyue
3a o4O NPHAOKEHHE.

— MekaTa 9acT HA ANNHKaTOpa-KalKOMep ¢& MPHTHCKA ¢ JIBa NPBCTA H KanKHTe C2 Kardr B

QKOTO.

— Jla ce u3GArRa LOKOCBAHE HA BEPXA HA AlHKATOPA-KANKOMEP ¢ NPHCTH X KUPCKTHY

¢ OKOTO,




— Cnea ynotpeGa BegHara ia ce IOCTaBH KalaukaTa H Ja Cé 3aTBOPH ONIAKOBKaTa.

[IpoaBIRUTENHOCT Ha TCIECHHETO

Besako NO-TIPOABIDKHTEIHO JIGYEHHE ¢ XOMEOIATH4YEH JIEKapCTBeH npoz(ym' TPHGBa Ja ¢e KOHTPOJIHpa
OT JICKap ¢ ONWT B XOMeONaTHATA, Thil KaTO IlpH H3TION3IBAHE 533 TaaeHHd yxcaaamm MOTatT Aa HACTHIBIT
HEXEIAHH pPEaKIHH.

AKO CHMITTOMUTE Ce BMOLABAT WIH MEPCHCTHPAT NoBeye oT 2-3 AHM, WK e NOABAT HOBH CHMOTOMH
KaTO 3aMBINIEHO BHXIAHE WIH 60JKA B O9HTE, & HEOGXO0MHMO JEUEHHETO Aa Ce MPEYCTaHOBH M Aa c&
HAIIPABH KOHCYNTALWS ¢ TeKap.

43 Mporusonorazanus

CBpPBEXMYBCTBMTENIHOCT KBM AKTHBHHMTE BEIIECTBA HAH KBM HAKOE 0T TOMOLIHHTE BEINECTRA,
u3bpoenn B Touka 6.1,

4.4 CreuHa/HH NpeaynpexaeHds | NpeanaHy MepKH NpH ynoTpeba

AKO MAUVEHTHT CTPAAA OT KATAPAKTA MM IIayKoMa, ApYrH 3afonaBanus, aneprai Wik NPHeMa Apyru
NIEKApCTBa, ¢e PENOpEYBa MPEABAPHTENHA KOHCYNTALMA ¢ MEAULIMHCKH CTIEIHATHCT.

TLpeonavanHo obocTpAHE

Ipy H3NON3BAHE HA XOMEONATHYHH JNECKAPCTBEHH MpPOMYKTH, MbPBOHAYATHO CHMOTOMHTE MOTaT Ka
CTAHAT TIO-M3PA3eHH 3a KpaThk MEpHOX oT Bpeme (MbpBoHadanto obocrpane). Taxuea peakuMH Haki-
yecTo ¢a 0e300HaHH,

AXO BCe Tiak OIIAKBAHHATA HE HaManeaT, MaMomspanero Ha Cumuiacan Muu A Tpabea na ce crpe,
nokaro ofoctpanero He npemune. Crien OT3ByHABaHe HA MBPBATd peaKUds ACKAPCTBCHHUAT MPOXYKT
MOXE OTHOBO Ja Ce MpHuiara. [IpH MOBTOPHO 3aCKIBaHE HA OIUIAKBARHATA, YNOTpeGaTa Ha NMPOAYKTa
Tpabra Aa ce MpexpaTH.

KoHTaKTHHA nemH

Ipy BE3MANEHNE HA OKOTO, HE CE NPErophuBa HOCEHe HAa KOHTAKTHH NemH. Bee mak, ako ToBa ce
Hanara, ¢ HeoGX0IHMO KOHTAKTHHTE /IS [a o€ OTCTPaHRT Mpeal Aa H3NOI3BATS XarKH 3a O4YH H 13
Ce NOCTABAT OTHOBO Half-pano 15 MUHYTH cen mpunarase Ha AevYeHHeTo.

4.5 B3aumoneHCTBHe ¢ APYTH JEKAPCTBEHH NPOAYKTH H APYTy opMH HA B3aHMoAelicTBHE

He ca nposesxIanH npoyysaHus 38 B3aUMONeHCTBHATA.
Hsama ¢robieHus 3a MeIHLHHCKO 060CHOBAHH HECHBMECTHMOCTH,

4.6 QepTHanTET, GpeMeHHOCT H KhpMene

Hsama AaHHH MPH M3ION3BAHE 10 BpeMe Ha GPeMEHHOCT HIIH KbPMEHE.
He ce ouaxpa HeGnaronpusTeH eeKT NP H3MON3BaHE 10 BpeMe Ha OPEMEHHOCT HITH KbPMEHE.

4.7 Edextn pbpxy cnocoGHocTTa 32 modpane 1 pabora ¢ MAIIHHH

Cummnacan Mun A#f He TOBIMSBA YUIH NOBAMABRZ NpeHeOpexuMo crnocoOHOCTTa 3a wWodHpane H
paboTa ¢ MalIMHA.

4.8 HexeaHH NeKapeTBeHH PEAKIHH

IMpu ynorpeba na Cumunacad Msm Ail B CLOTBETCTBHE C NPeANHCAHHATA HE CE 04aKBAT CCPHO3HH
HeXeNaHH paKiMH, B H3ONMpaHM cIydaM MoraT Ja Ce Habmo[apaT peakiMd  Ha
CEPEXUYBCTBHTEIIHOCT, IPOABABAIIH C€ KATO NapeHe, ApasHeHe, 3a4epBABAHE, cephex ¥
ounte. [lopagH XOMEOMATHYHOTO €CTECTBO (KaYECTBEHO, a He KOMHYECTBEHO) HA [




JICKapCTBEeHHSA TNPOAYKT, HAMA 3ABHCHMOCT MEXIY HEXKCIAHHTC peakuMn M Ao3aTa, pexuMa Ha
A03HpaHe H NPOABIAKHATEIHOCTTA Ha JICHCHHETO.

Crofiiapane Ha NOHO3NPAHY HEKEIAHH DEaKIHY

C106IaBaReTo HA MONO3KPAHH HEXEIAHH PEAKLMH Cilell pa3pelllaBaHe 3a ynoTpeda Ha IeKapCTBeHHs
NpORYKT & BaxHo. ToBa NO3BOMABA A4 TPOABIKH HAGIIOLEHHETO HA CHOTHOMICHUETO TION3a/PHCK 32
NeKapcTBEHMS TNpodyKT. OT MeIMUMHCKHTE CrNeUHANueTd Ce HMIMCKEA Ja chobumiaBarT BOAKA
TNI0/I03MPaHA HEXEMAHA PEAKLIMA Ype3 HALHMOHATTHATA CHCTeMa 3a chobluasane:

HansnauTeNHA areHIMA 1o fiekapcTara

v ,Jamss ['pyes” No§,

1303 Codus,

ten: +35928903417,

yebcaliT: www.bda.bg.

4.9 Mpeao3npane

Henpuioxumo. TTopand XOMEONIATHHHOTO €CTECTBO (KaueCTBEHO, @ HE KONMMYECTBEHO) Ha JefCTBHE
Ha JICKApCTBeHMA IPOOYKT, HAMA PHCK OT INpeNo3HpaHe ¥ MOTEHUHAT 33 3aBHCHMOCT HAH
anoymotpeta.

5. ®APMAKOJOTHYHH CBOHCTBA

5.1 dapMaKoAMHAMHYHH CBOHiCTBA
(bapMaKoTepaneBTHYHA rPYTIa: APYrH TepaneBTHSHH npolykTd, ATC kox: VO3AX

Cummnacad Hun Al e XoMeonaTiyeH JIeKapCTBEH NPOIYKT.

TepaneBTHYHHTEe NOKA3aHHA Ha TO3M JIEKAPCTBEH NPOOYKT Ce& OCHOBABAT HAa TPaAMLHOHHATA
XOMeOnaTHYHa ynoTpe0a Ha HerOBHTE CHCTABKHL.

5.2 PapMaKoXHHeTHYHH CBOHicTBA

Henprnoxumo.

5.3 IMpeakXMHAYHNA AAHHH 32 De3omacHoCT

Henpunoxumo.

6. DAPMANEBTHYHHA JAHHHA
6.1 CHHCBK HA NOMOUIHHTE BERISCTRA
Hatpuep HUTpar

Harpuer TerpaGopar

BopHa KMcenuHa

CpebepeH cyndar

BucoxonpeuncTeHa BOTA.

6.2 HecbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpox na roanocr

3 rogMHH
Cnen mbpBO OTBapsiHe: 3 MeceLa




6.4 Cneunannu NpeinasHi MepKH 3a ChXpaHeHHe
To3M AeKapCTBEH NPOAYKT HE M3UCKBA CTICIHATHH YCIOBHS HAa ChXpaHEeHUe.
6.5 Bna u cLaLpKaHHe HA ONAKOBKATA

Kadssa croxnena 6yrmka tun 111 (10 ml), ¢ Geauseren komGuunpan ammmixarop-kankomep LDPE H
0ana xanauka ot PP, 3aliMTeHA OT OTBaPAHE OT JAela.

6.6 CrenHa/JHH NPeANa3HH MEPKH NPH H3XBhpAAHE

Heu3Mmon3BaHuAT IeKapCTBeH OPOAYKT MAH OTNALBLYHHTE MATEPHANH OT HEro TpAGBa Aa ce M3XBEPAAT
B CBOTBETCTBHUE C MECTHHTS H3HCKBaHMA.

7. IIPUTEXATEJ HA PAZPEINIEHHETO 3A YHOTPEGA

MM ®apma Crpeuc EOOJT

ya. Pononu Ne 65, e, 4, an.é

rp. IInosoue 4000

brarapus

8. HOMEP HA PAIPEIHIEHHETO 3A YIIOTPEBA

9. JATA HA MMBPBO PA3PELIABAHE 3A YHOTPEBA/MIOJHOBABAHE HA
PASPEIIEHUETO 3A YIIOTPEBA '

10. JATA HA AKTYAJIN3HPAHE HA TEKCTA




