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KPATKA XAPAKTEPUCTHKA HA JEKAPCTBEHHA NPOAYKT



1.  HME HA JEKAPCTBEHHA IPOAYKT AANBNHUTENHA ATEHLNA N0 NEKAPCTBATA
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CumMunacaH [THHK Aff Kallkel 3a 044, pa3TBOP
Similasan Pink Eye, eye drops, solution
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1 g (=22 xanku) cpaBpXKA:

303,33 mg Atropa bella-donna D6,
303,33 mg Euphrasia 3¢ D6,
303,33 mg Hepar sulfuris D12.

3a TBJIHKUA CITHCHK HA MOMCIIIHWTE BEILIECTRA BIDKTE TOoUKA 6.1.

3. JEKAPCTBEHA ®POPMA

Karnky 3a o4n, pa3TBop
CrepiuteH, npo3paycH, 0¢3LBETEH PasTBOP.

4. KJHHHYHHA NAHHHA
4.1 TepaneBTHURY NOKAIAHHA

XOMeCIIaTHYEH JEKapCTBEH NPOAYKT

B cnoTBercrBue ¢ xoMeoHnaTHUHHTE NpHHUMNHM CuMmuiacaH IIMHK A#, Kanky 3a O4MH MOXe Ja €€
H3M0/3BA NTOKWIHO 3a obneKyaBaHe [IpH3HaLMTE H CHMIITOMHTE Ha:

—  3aUEPBEHU OYH H Knenayvy,
—  CBHA3AH OuM (OHCTBD CEKPET),

~  yCelUAHEe 32 TapeHe B OUUTE,

—  ycelllaHe 3a NAChK B 04HTE,

—  CBPBXUYBCTBUTEHOCT KbM CBETITHHA.

HM3non3eaHeTo Ha TO3H XOMEOMaTH4YEH JIEKaPCTBECH NMPOAYKT ¢€ OCHOBaBa caMO Ha XOMCOIIaTHICH
OITHT,

I[Tpu Texxkn GopMH Ha Te3H 3a00JsABaHuA ce MPEenoprYBa KIHHUYHO JoKa3aHa TepallHi.

4.2 Jo3HpoBKA M HAMHMH HA NPHIOKEHHE

No3npoBKa
Hena Hajg 2-TOAUIIHA BB3PACT U BB3PacTHH: 1-2 Kallk{ BB BCAKO OKO BEIHBXK W/IH HAKOJIKO ITBTH HA
ACH.

HeamaTpHYHA NOMYJIALHA
He ce nmpenopbusa m3non3paHero Ha CumunacaH [TuHk AM npH jeua moa 2-rOOWLUHA BB3pacT,
ropajau JIUNCa Ha NAHHH,

HaYyuH Ha OpHIOKEHHAS
3a 09HO NPUIOKEHHE,
— Mekara gact Ha alIHKaTOpa-KalnkoMep ce MPUCTHCKA C ABa IPBCTA M KAlKUTE C& KamlAT B

OKOTO.
— [a ce n3bArsa JOKOCBAHE Ha BBpXa HA AIUIHKAaTOpa-KankoMEp ¢ MPBHCTH K RHPEKT
C OKOTO,




— Cnen ynotpe0a BeaHara ga ¢e NOCTABM KAIIayKarTa M Ja ce 3aTBOPH ONlaKOBKAaTa.

[1poabMKHUTENHOCT Ha IEYEeHHETO
BCAKO MO-NIPOTBIKATEINHO JICUEHHE ¢ XOMEOTIaTHUEH JIEKapCcTBEH MPOAYKT TpAOBa Na ¢ KOHTPOIHpa

OT JIeKap ¢ ONHT B XOMEOTAaTHATA, Thit KaTo NMpH W3no3BaHe 6€3 JaneHH yKa3aHHWsA MOraT a HaCTBIAT
HEXKENAHH PeakilHi.

AKO CUMITTOMHTE C€ BIOLIABAT HJIHM NIEPCHCTHPAT NOBEYE OT 2-3 AHH, HIH ¢€ MOABAT HOBH CHMITOMH
K4TO 3aMbIVIEHO BHXKAAHE HIH O0ONKa B OMMTE, € HeoOXOAHUMO JIEYEHHETO Ad C€ MPEYCTAHOBU H 1A C€
HaIpaBH KOHCYJITalMs ¢ Iexap.

4.3 IIpoTHBONOKA3AHHA

CBpBXYYBCTBHTEIHOCT KbM AaKTHBHMTE BeLISCTBA WIM KbM HAKO€ OT MOMOLIHHTC BELISCTBA,
H30poeHH B Touka 6.1.

4.4 CnenMaJHH npeaynpekieHns H NpeanazHy MepKH NpH ynoTpeda |

AKO MalHeHTHT CTPafa OT KarapakTa WIIH TayKkoMa, Apyrd 3abonaBalid, aleprHi iy PHEMa ApyrH
IeKapCTBa, Ce NPenopbhyBa NpeBapHTeNHa KOHCY/ITALA ¢ IeKap i GpapMalesT.

IIopBOHAYAAHO 000CTPHHE
[Tpx H3NOA3BaHE H3 XOMEOIIATHYHH JIEKAPCTBEHU IMPOAYKTH, IBPBOHAYANIHO CHMITOMMTE MOrar Ja
CTAHAT MO-H3paseHH 3a KpaThbK nepHoj, oT BpeMe (mbpBoHavanHo oboctpane). Takupa peakuuy Haii-

yecTo ca 6e300HAHH.
AKO BCe IaK OIUIAKBAHMATA He HaMajest, uianonsadero Ha CuMmunacal [TuHk Al Tpadsa Ja ce cripe,

IOKaTo 00OCTpAHEeTOo He npemHHe. Cien OT3ByYasaHe Ha NbpBaTa peakuus JICKAPCTBCHHAT NMPOAYKT
MOMe OTHOBO Ja ce ripunara. [Ips MoBTOPHO 3aCHJIBAHE HA OTLTAKBAHMATA, yrioTpebara Ha NpoAyKTa
TpsadBa Ja Ce npeKpaTu.

KOHTaKTHH NeliH
[Tpy pL3NATIEHHE HA OKOTO, HE Ce MpenophUBa HOCEHE Ha KOHTAKTHH Jeumw. Bee mak, ako ToBa Ce

Hajara, € HeoOXoAUMMO KOHTAKTHUTE JIELUH Ja Ce OTCTPAHAT NPEIN Aa U3MOJI3BaTe KAKH 3a O4H H Aa
Ce DOCTABAT OTHOBO HAH-paHO 15 MHHYTH Clie] npyaaradHe Ha JJe4EeHHETO.

4.5 B3aumoaelicTBHE ¢ APYrH JEKAPCTBEHH NPOAYKTH H APYrH ¢opMM Ha B3aUMoelcTBHE

He ca nposexaaHyd npoy4YBaHHUA 38 B3aHMOICHCTBHATA.
Hsima cpobliennd 3a METUITHHCKO 0D0CHOBAHM HECEBMECTHMOCTH.

4.6 @epTHANATET, OPEeMEHHOCT H KbpPMEHe

HsMa qaHHy NpK H3MON38aHe 110 BpeMe Ha OPEMEHHOCT WK KEPMEHE.
He ce ouaxBa HeOnaronpusaTeH ehekT NPpH W3MON3BaHe [0 BpeMe Ha OPeMEHHOCT WK KbPMEHE.

4.7 EdexTH BbpXy cniocofnocTTa 34 modupane h padoTa ¢ MAIIHHH

Crmunacat IIunx A He NMOBJMABA HIH TIOBJMSBA NPeHEOPEXKHMO CIHOCOOHOCTTA 33 IWIOpHpaHe H
paboTa ¢ MAIMHH.

4.8 Hexenanu JexapcTBEeHH peaKlHH

[Tpu ynotrpeba Ha Cumunacan [TvHK A¥i B CHOTBETCTBHE ¢ NMPESATMCAHUATA HE C€ 0UAKBAT CCPHO3HH

HeXKETAHH pAKUMM. B  M30NMpaHH cny4yad Morar Ja ce Habmopasar peaKkudd Hé--..-.

CBPBXUYBCTBHTEIHOCT, NMPOSABABAILM Ce KaTo MMapeHe, Apa3HeHe, 3avepBiABaHe, cepbex H 6 IR N

ounrte. ITopag XOMEOMaTHYHOTO €CTECTBO (KadecTBEHO, a He KONMUECTBEHO) Ha JeH &E’fua I
AY




JEKAPCTBCHHA NPORYKT, HAMa 3aBHCHMOCT MEXKIOY HEKCIAHMTE pPeakUUu W A034aTa, pOeXKHMa Ha
JOZHUPaHE H INPDOIBLNKHTCAROCTTA Ha NICHYCHHCTO.

CrpoOLiaBaHe Ha I10/I03HPAHK HEXKENAHN PEaKIiK

CHoOIaBaHeTO HA NOAO3ZHPEHH HEXKeNaHH PeakUyy CJiel pa3pellapaHe 3a yrnorpeda Ha IeKapcTBeHNA
NPOAYKT € BakHO. ToBa N03BONIABa A3 NPOAKIKH HaOII0JEHHETO HA CHOTHOLIEHUETO NOJ3a/PHCK 32
JACKAPCTBEHHA TPOAYKT. OT MEIHUMHCKHTE CIHEHHATHMCTH C€ H3UCKBA Ja Cbo0IaBar BCAKa
NOAO3HPAHA HEXKEIaHA PEaKiHA Ype3 HALMOHAJIHATa CHCTeMa 34 ChOOILaBaHe:;

HanenauTenHa areHums rno JeKapersara

ya. ,Jlaman I'pyes” Ne§,

1303 Codms,

Ten: +35928903417,

yebcaitT: www.bda.bg.

4.9 Ilpeno3upane
Henpunoxumo. ITopags XOMeONaTHYHOTO €CTeCTBO (KAa4ECTBEHO, a He KOJMUYSCTBEHO) Ha AelicTBHE

HA JEKAPCTBEHMA NPOIAYKT, HAMA PHCK OT MpeAo3HpaHe H MNOTeHIHaad 3a 3aBHCHMOCT HIH
3noynorpeda.

S. ®APMAKOJIOTHYHH CBOHUCTBA

% | PapMaKOAHHAMHYHH CBONCTBA

dapMakoTepaneBTHUHA Ipyna: Apyrd TepaneBTHYHH mpoaykTi, ATC koa: VO3AX
Cumunnacan IInHk Al € XoMeonaTHyeH JIEKapCTBEH MPOIYKT.

TGIJEIIIEBTH'—IHHTE NMOKA3aHHA Ha TO3H JIEKAPCTBEH MPOIOYKT C€ OCHOBAaBaT Ha TPAAHLHOHHaTa
XOMCOIIaTHYHA ynn*rpeﬁa Ha HCTOBHUTC ChCTABKH.

3.2 PapMAKOKHHETHYHH CBOHCTBA
HenpunoxuMo.
3.3 IMpeaxAHHHMHHA JaHHH 32 0€30MaCHOCT

Henpunoxumo.

6. OAPMAIIEBTHYHH TAHHHA

6.1 CnHucBK HA NOMOIIHHTE BEMECTBA
Hartpues HATPAT

Hatpues Terpabopar

bopHa kHcenHHa

CpedbpeH cyndar

BHCokOTpequcTeHA BOA.

6.2 HechBMECTHMOCTH
Hernpunoxumo.

6.3 CpoK Ha rogHOCT

3 rOAMHH




Cnen nepBo OTBapsHE: 3 Mecella

6.4 Cnetina/JiHy NpeanasHy MEPKH 32 CbXpPaHeHHe

To3u nekapcrBeH NPOAYKT HE M3HCKBA CIEHAIHH YCIOBHA Ha ChXPaHCHHE.
6.5 Bui B ceaABbpKaAHHE HA OMAKOBKATA

Katsasa croinena 6ytuwika tan 111 (10 ml), ¢ Gesuperen koMOuHUpaH annukatop-kamkoMep LDPE #
6ana kanauka or PP, 3ampreHa 0T OTBapaHe OT ASLa.

6.6 CnenyajHu npeanasHy MEPKH NpH H3XBLPJIAHE

Hens3non3BanuaT NEKAPCTBEH MPOAYKT WK OTNaABYHUTE MaTEPHAIH OT Hero TpAdBa Ja ce M3XBBPIAT
B CHOTBETCTBHE C MECTHHTE H3MCKBAHUA.

7. IPUTEXATEJ HA PASPEINEHHUETO 3A YIIOTPEBA
MM ®apma Crpeuc EOO/]]
ya. Pogponu Ne 635, er. 4, an.6

rp. [Inosans 4000
briarapus

8. HOMEP HA PASPEIUEHHETO 3A YIIOTPEBA

9. JIATA HA ITBPBO PASPEIIABAHE 3A YIIOTPEBAMIOAHOBABAHE HA
PAIPEIIEHHETO 3A YIIOTPEBA

10. JATA HA AKTYAJIUZUPAHE HA TEKCTA




