KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA



1. HME HA JIEKAPCTBEHMSI [IPOXYKT

CO®TAKOPT 3,35 mg/ml xanku 2a ouu, pasTBOp B €IHON030B KOHTEHHEp
SOFTACORT 3,35 mg/ml eye drops, solution in single-dose container

2. KAYECTBEH H KOTMYECTBEH CLCTAB

I ml kanku 3a ouM, pazTeOp chABPKA 3,35 Mg XHAPOKOPTHIOHOB HaTpHes hocdar (hvdrocortisone sodium
phosphate).
Enua xanka ceaspxa okono 0,12 mg XHApoKopTH30HOB Hatpuek docdar.

pag—

3a MEAHWA CIIHCHK Ha OMOLHHTE BEIECTRa BIDKTE TOUKa 6.1, , NITLRHATENHA ATERUIWA N0 NEKAPCTBATA

b
+ XpamKa xupaxmepucmuKa Ha npagyxma - NpuACKEnye 1

3 oM Paz. Ne ... o’\OG\'—QlSD\
. EKAPCTBEHA GOPMA o e e T R

Pazpewsnue he G 6“3‘1 16

..............................

14 -09- 202
DGOBREHUE Ve vvvvvarsrvnveenrsonsns /e 11} .....................
PasTROPET € npakTHuecKu GucTep, Oe31IBeTeH IO Gen0KBAT pa3TROp, DE3 JacTHI. ‘

pH: 6,9 —7.5
Ocmonapwuret: 280-320 mosmol’kg

Kanku 3a ouM, pa3sTBOp B €QHORO30B KOHTEHHED.

4. K/IIMHHYHH TAHHHA
4.1 TepaneBTHYHH NOKAAHHSA
JleyenHe Ha ek HeMH(EKIMO3HH AICPIHYHH HIH BB3NMATHTETHH 3a00/19BaHAS HA KOHIOHKTHBATA.

4.2 do3MpOBKAa H HAYHH HA OpPHIOKeHHE

EOBHEOBKa

Ipenopbunrennara go3a e 2 Kanka 2 10 4 MbTH AHEBHO, B 3aCETHATOTO OKO.

FIpoaB/KHTETHOCTTA HA NIEYEHHETO C Ta3H 1032 OOMKHOBEHO BAPUPa OT HAKONKO AHW A0 MaKkcHMyM 14 oHm.
3a u3tqarease Ha PELUHANB [MPH NpeyCTaHOBABAHE HA MICUYSHHETO C€ NPENOopbLYBa NOCTENSHHO HaMAITABaHS HA
703aTa 10 €JTHA aVIMKALMA [pe3 AeH.

B caydaii na HemocTaTh4eH OTTOBOP € HEODXOAMMO TIPH/IAraHETO HA MO-MOIIEH KOPTHKOCTEPOHIL.

Heouampuuna nonyaayus
EduxacHoeTTa 1 6e30nacHoCTTa pU NeAHATPHYHATA NIOTTYIAMA He € ycTaHoBeHa. Buskre Touka 4.4,

Hayuenmu s cmapuecka ev3pacm
He ¢ Heo6x0aMMO KOpHTHpaHe Ha JT03aTa NPH NalHeHTH B CTAPYECKA BB3PAcT.

Hauuus Ha npunosxkenue
3a 04YHO NpPUNOKEHHE.

EnnoxpaTHHAT KOHTeHHEP ChAbPKA ACCTATRYHO PA3TBOP 3a TPETHPAHE H HA IBETE OY
CaMo 2a eIHOKPATHO NMPHIOKEHHE.

To3w neKkapcTBEH MPOAYKT NPEACTABNABA CTEPHIICH PA3TBOP, KOUTO HE ChABPIKA KOHC
BCEKH 8THO/I030B KOHTEHHep TpAOBa Ja ce H3ION3Ba He3a0aBHO ciej| OTBApAHETO MY 3

38CErHaToTo OKO(0uM) (Bik. ToUKa 6.3). Q



MaumenTHTe TpaOBa 12 OBAAT HHCTPYKTHPAHH:

- Ja M30ArBaT KOHTAKTa MEXIY BhpXa Ha arutiKaTopa H OKOTO WM KIENayHTe,

- JAa H3NOJ3BAT KANIKHATE 34 OYH BelHara criell OTBapAHE Ha €AHOO030BHA KOHTeﬁﬂep H Ja U3XBBPJIAT
KOHTeHHepa cliesl Heropara ynorpeoa.

3aTpapAHETO Ha HA30MAKPHMAJIHKA BT 4pe3 MPHTHCKAHE HA CIL3HHA KAHAN 38 e/THA MUHYTA MOXKC J1a HAMAIH
cucTeMHara abcopbims.

[Ipy cBOBTCTRALIO JEUEHHE ¢ APYTH KAlKW 3a 04d noXd (opmaTa Ha pasTRoOp € HeoOXONHM H34YaKBaHe Ha S
MHHYTH MEXIY OTACTHHTE aILTHKallHH.

4.3 IporHBONOKA3AHMSH

» CBpBXuyBCTBHTE/THOCT KbM AKTHBHOTO BEUIECTBO WM KBM HAKOE OT MOMOIIHHTE BEILECTRA, H30POCHH
B TOuka 6.1;

" HapectHa IMIOKOKOPTHKOCTEPOH/I-HHAYIPaHA OYHA XHIICPTEH3HA U APYTH (OPMH Ha O4Ha
XHNEPTEH3HA,

= Octpa herpes simplex virus vH(eKkuMa 1 mOBEYE OT APYTUTE BUPYCHH HHGEKLNMH Ha POrOBHLIATA B

OCTBP CTAaIHA HA yIiepalius (¢ H3KIOHYEHHE Ha CIyJanTe IPY KOMOMHHpPaHEe ChC cneL(HIHO
XHMHOTCPAIIEBTHUHO CPE/ICTBO CPEILY XEPHECHHTE BUPYCH), KOHIOHKTHBHT C YJILIEPATHESH KEPaTHT
JOPH B HaYasleH CTaJui (mosoxuTeneH GuyopecLieHHOB TECT),

s Ouna Tybeprynosa;

. Ocrpa MuKo3a;

Ll Octpa ouna rHolHa undekuusa, FTHOSH KOHIOHKTUBMT ¥ rHOoeH Onedapur, eueMiK HA OKOTO W XepnecHa
HHGPEKLM, KOMTO MOTAT Ja 6bJaT MaCKUpaHH WIK BIIOLIEHH OT MPHIArAHETO HA TIPOTHRORB3MAIMTENHH
CpeacTea.

4.4 Coenmaaam Opelynpe:xgedHs A Npeina3HH MEPKH UpH ynotpeba

JlokanuuTe CTEpOMIH HHKOra He TpA0Ba a ¢ce MpUIAraT MpH HeTHATHOCTHLMPAHO 3aUepBaBaHe Ha
o4uTeE.

Ynotpebata Ha TO3H JICKAPCTBEHNPOAYKT HE ce TIPETNIOPBYBA 3a JICHEHHE Ha XEPIIeC BUPYCEH KePATHT, HO TIPU
HeOOXOANMOCT MOXKE J]a Ce NPUAara CaMmo B KOMOUHALMA C TIPOTHBOBHUPYCHO NIEYEHHE, MO CTPOr KOHTPON OT
¢TpaHa Ha oranmosora.

H3TpHABaHETO HA POrOBMLIATA H CKAEPaTa (APHYMHEHO 0T 3a00MABaHM) MOXKE A2 IOBUILH PUCKA OT
nepdopalis Npn ynoTpedaTa Ha IOKAIHH CTEPOHIM.

B cny4ait Ha yniiepauys Ha poroBHIIATA, [IPH NPOAB/KMTENIHA ynoTpeba Ha CTEPORIM € HEODXOAHUMO J1a Ce
MHCTH 33 TEOHYHA UH(EKIHA.

IMauuenTtrre Tpadpa 1a GBIAT YeCTO NPOCIENIBAHH IO BpEMe Ha JIEUEHHETO ¢ XMAPOKOPTH3IOH 110 GpopMarta
Ha KAaTKH 33 O4H. Y CTAHOBEHO €, e MPOABKHTEIHOTO KOPTHKOCTEPORIHO JIeUeHHE BOIM 10 OYHA
XHIIEPTEH3HA/rIayKOMa, 0coBeHO NMPH MALUEHTH ¢ NPeAISCTRAO MTOBHILEHHE HA BETPEOYHOTO HAJIAraHe,
NPCAH3BHKAHO OT CTCPOHIH HIH CBC CBIICCTRYBAIUO MOBULICHO BBTRPCOYHO HANTATAHE HIIH [NTaYKOMa (B){(.

BB3pACT.

VrorpebaTta Ha KOPTHKOCTEPOH/H MOXKE J1a I0BEAE [0 OTIOPTIOHHCTHYHH HH(E
MOTHCKAHE OTTOBOPA Ha MOCTONPHEMHMKA MM 3a0ABEHOTO 3a3apaBaBaHe. OCBeH T
KOPTHKOCTEPOH/IM MOXKE Ja MOBMINAT, BJIOLIAT KIH MECKHUPAT MPHU3HALIMTE M CHMIT
OIMTOPTICHHCTHYHHTE OYHH HH(EKHHH.



TpaﬁBa Ja ¢e H30Area HOCSHETO Ha KOHTAKTHH JIEILIH 110 BpEeME Ha NCYCHHECTO € KOPTHKOCTEPOHIH NGO (bopma:ra
Ha KankH 3a O4H.

3pHTENHN CMYIIEHAR

[Ip# CHCTEMHO M NOKATHO NpPUIOKEHHE Ha KOPTHKOCTEPOHIM Ca BbL3MOKHH CHOOLIEHHMs 34 3PHTENHH
CMYILEHHS. AKO NPH NALHEHT Ca HATHIIE CHMITTOMH K4TO 3aMBITIEHO 3PeHHE WK APYTH 3PHTENHH CMYLLIEHHH,
MauMeHTLT TpAbRa fa ObJe HACOYEH 33 KOHCY/ITALMA ¢ OTAIMONOr 32 OLIEHKA Ha Bb3IMOXHUTE MPUUKHH, KOHTO
Morar Ja BKTIOYBAT KaTapakTa, IJaykoMa WIM peikd 3a0oniBaHMf KaTo LEHTPATHAZ Cepo3HA
xopuoperHronatus (1ICX), 3a kou10 ¢e choOmiaBa cien CHCTEMHO H JIOKATHO H3MON3BAaHE HA
KOPTHKOCTEPOH/IH.

Tora nexapcTro cpabpika 0,227 mg Gocdary BBB Besaka Kanka (BxK. ¢biio Touka 4.8).

Heduampuuna nonyrayus
Ipu reua, NPOIBIKATENHOTO HENPEKBCHATO IEUSHHE MOXKE Jla IOBee /10 MOTHCKAaHe Ha HanOBrOpeyHata
bynxnus (BxK. Touka 4.2).

OuHa XHICPTCH3HA B PE3YJ/ITAT HA NPHNAraHeTO Ha JJOKAJTHH KOPTHKOCTEPOUIH MIpH ASla Bb3HHKBA [T0-4ECTO
H € MTO-TE¥KKa U 0CTpa, B CPABHEHHE ¢ TA3U MPH BE3PACTHH.

4.5 BzaumopaeiicTBHe ¢ APYTH JIEKAPCTBEHH NMPOAYKTH H Apyrn GOpME Ha B3aHModelcTBHE

He ca nposexxpann npoyyeaHus 2a B3aUMOJCHCTBHATA.

Crnbrerpamworo aedeHue ¢ CYP3A HHXUGHTOPH, BKITFOUMTENHO KOSHITHCTAT-ChALPHKAILN POAYKTH C&
OYAaKBa /I3 TOBHINH PHCKa OT CUCTEMHH HexenaHu edekTu. Heobxomumo e uzbsareane Ha KOMOWHHPAHETO,
OCBEH B C/ly4aMTe, KOraro roj3ara NpeBHIIaBa NOBHIICHHA PHCK OT CHCTEMHHU KOPTUKOCTEPOUIHM HeYKENaHH
edexTH, KaTO B TO3W CAyYal mankeHTHTe TPAOBa 1a OBIAT IPOCICIABAHH 32 [IOSBATA HA CUCTEMHHU
KOPTUKOCTEPOM/IHU HEXKETAHU eeKTH.

4.6 DepTHaHTeT, (peMEHHOCT H KbpMeHe

Bpemenroct

Hsama unu ca HajHLUe orpaHdueHd JaHHu ot ynotpebara Ka COOTAKOPT npu 6peMeHHH KeHH.,
Koprukocteponante npeMHHaRaT IiarieHTaTa. [IpoyuBaHusTa npy jXUBOTHH NOKA3BAT HATMMHETO Ha
PENPOTYKTHRHA TOKCHHHOCT, BKIIOMHTEIHO paslenBaHe Ha HebueTo (Bx. Touka 5.3). KiHuHuHATA 3HAMHMOCT
HA TE3H HAXOJKH He € ycTaHoBeHa. Cliel CHCTEeMHO NPUIMKSHHE Ha BUCOKH 103K KOPTHKOCTEPOH/IH Ca
cbobilapanH eeKTH BhpXy MN0Ja/HOBOPOAEHOTO (IOTUCKAHE HA HHTPAYTEPHHHOTO PA3BHTHE, MOTHCKAHE
GynxupnaTa Ha HanOsOpeyHaTa kopa). Benpeku 10Ba, n0a00HH e(eKTH He ca Hab/IOJABAHH TIPH OUHO
HPHWIOMKEHHE.

CO®TAKOPT He ce npenopwuea 110 BpeMe Ha OPEMEHHOCT, OCBEH B Clly4auTe Ha aGCOMOTHA HEOBXOAMMOCT.

Kspmene
CHCTeMHO NpHTaraHuTe TIIOKOKOPTHKOWIH C¢ OTACIAT B KBPMATA H MOFAT Ja JOBEJAT 10 MOTHCKAHE Ha

pPacTeka K eHAOTeHHOTO 06pa3yBaHe Ha KOPTHKOCTEPOHIM MM & HMAT JPYTH HeXeJTaHH e(eKTH.
He ¢ uzBectso ganu COOTAKOPT oraens B kppMara.
PHCKBT 32 HOBOPOACHOTO/KBPMAYETO HE MOXKeE A2 ObJe H3KITIOUEH.

Peprunurer
Hsma naHH# 3a NOTEHUHMAIHHTE eEKTH Ha XMAPOKOPTH3OHOB HATPHER docdat 3,35 m

beprunurera.
4.7 Edexrn Bppxy cnocobHoCTTA 32 MopupaHe ¥ padoTa ¢ MAIIHHH

He ca npoBexaaHy Npoy4BaHHsS BbPXY CMOCOOHOCTTA 3a modupade 1 padora ¢ Mamy



BpeMeHHOTO 3aMBIIABAHE Ha 3PEHHETO HIIH IPYrH 3PUTEHH HAPYIIEHH] MOYXKE 1A OKAXKE BIHSIHHE BEPXY
crnocoBHOCTTa 3a WodHpane unK pabora ¢ MamuHH. [IpH Nossa Ha 3aMBITIEHO 3peHHE, IALMEHTHLT TpAGEa 1a
M34aKa 0 Bh3CTAHOBSRAHE HA 3pEHHETO Npenu wodupane WK paboTa ¢ MAIITHHH.

4.8 Hexenann mexapcTBeHH peaKOHH

Hpenc*raBﬂHe Ha HeXKEIIaHUTe peaKI.IHH:

Hesiceaanume eghexmu ca xkamez0pu3upany é 3a8UCUMOCTt OM CEOAMA YeCMOoma KaKmo cled8q; MHO20 YeCmy
(21/10), vecmu (21/100 00 <1/10), nevecmu (21/1 000 00 <1/100), pedru (=1/10 000 do <1/1 000), muozo
peoxu (<1710 000), ¢ neussecmna wvecmoma (om nanuunume OanHU He Moxce 0a (b0e HARPedeHd OYeHKa).

XHAPOKOPTHIOH
Hapymennsa Ha ounTte:

- C HeHM3BeCcTHA YeCcTOTa:
Tlapene*, munane®*.

Knacoeu edekTH Ha KOPTUKOMIWTE
IpeacraBenuTe no-noiy HexKemaHH JEKAPCTBEHH PeakLMH He ca HabMIoJaBady NPH XMAPOKOPTH3CH, HO ¢a
IIO3HATH MPH APYTH JTOKATHH KHPTHKOCTEPOHTH,

Hapymenus na ounre:

- C HeH2BeCTHA YECTOTA:

AJIEpruyuHH peakLiiM ¥ PeakUHE Ha CBPBEXYYBCTRUTEITHOCT, 3a0aBeHO 3a3paEsBaHe HA paHata, 3ajHa
KancynapHa KaTapakTa®, olOpTIOHHCTHYHM MHQEKLHMH (Xeprec cHMIUIeKe HH$eKIH, rEOHiHa HHpeKLNnA,
BX. ToUKa 4.4), rimaykoma*, MuapHasa, mosa, KOPTUKOCTEPOKA-HHAYLMPAH VBEHT, IPOMEHH B AebenuHaTa Ha
poroeHUaTa*, KpHCTAIHA KepaTonaTHa*, 3aMBIIICHO 3peHHe (BK. ChILO Touka 4.4).

*suoic pazden Onucanuie na Onpedeneny HeXCeaan peaxyuu

Muoro panko ca cBOOINARAHH CIYYaW Ha KaauupMKALMs Ha POrOBMIATA, CBHP3aHH ¢ MIPHIATAHETO HA
docharcbabpRALIM KaTKH 38 04l, TIPH HAKOH NALMEHTH ChC 3HAYUTENHO YBPEKIAHE Ha POTOBULIATA.

Onucanne Ha onpeJecHH HeXeJIAHH PeAKIHH!
[MapeHe u munaHe Moxe Ja BE3HHKHAT HEMOCPEACTBEHO Cle Npuiaraneto. Tean cuburus o6ukHOBEHO ca
JIEKH H IIpeX0oaHH, 6e3 MocneACTBHA.

VCTaHOBEHO €, Ye TPOXBIDKHTENHOTO KOPTUKOCTEPOMIHO EUYEHHE BOAM 0 OYHA XMIIEPTeH3HMs/rIaykoma
(ocobeHO NpH NaLMEHTH ¢ MPELIeCTBAILO MOBMIIEHHE HA BETPEOYHOTO HANATaHE, MPSAH3BUKAHO OT
CTEPOMIM KK ChC CBIIECTRYRAIIO NOBHIUEHO BHTPEOYHO HANSATaHe HITH IIAYKOMa WM GbaMuIHa aHAMHE3a 3a
MOBULIEHWE HA BBTPEOYHOTO HAJAFAHE WIH IMayKOMa), KaKToO H 00pasyBaHeTo Ha KatapakTa. Jlenata u
NAUMEHTHTE B CTAPUCCKA Bb3PACT Morar aa Obaat ocofeHO MOJATIHEM HA CTEPOHA-HHAYIIHPAHOTO
nosuienne Ha BOH (pik. Touka 4.4)

[loBHiteHHETO HA BHTPEOHHOTO HAIArAHE MHAYLMPAHO OT JIOKAJIHOTO JeYEHHE C KOPTHKOCTEPOMIH
0DHKHOBEHO C¢ Hal/IFONABA B PAMKUTE Ha 2 CEIMMIIM OT JieueHueTo (Bxk. Touka 4.4.).

JnabeTHIINTE CHILO ¢a NO-CKIOHHH KbM PasBHTHETO Ha CyBKancynapHa kaTapakTa CIel JIOKaTHOTO
NPHIIOKEHHE Ha CTEPOUIM.

I1pw 3a60n9BanKs NpeM3BHKBAINY H3ThHABAHE HA POTOBHLATA, TOKATHOTO IIPHICKEHHE HA CTEPOHAH B
HAKOM CITyYaH MOXKe Aa fAoeede fo Nepdopanus (BXK. Touka 4.4).

CpobapaHe Ha MOJOIMPAHH HEHKENAHH PEAKIIHH

CrobiaBaHeTo Ha NOAOZMPaHH HEKEIAHH PeaKLMH Clej pa3pellaBaHe 3a ynorpeba
MPOAYKT € BaXKHO. TOBA MO3BOAARA 14 NPOALIKY HaCMIONEHHETO HA CHOTHOLIEHHET
JICKApCTBeHuA NpoAyKT. OT MeAHIHMHCKUTE CEUMATHCTH C& H3HCKBA Ja choBLIaRAT
HEXETAHA PeaKlHs Ypes HaLMOHATHATA CHCTeMa 3a ¢hobiuaBane:
HsnennuTenHa areHIHs 0o nekapeTBara




yn. ,Jdaman I'pyes” Ne 8
1303 Codus
Ten.: +359 2 8903417

yeGeaiit: www.bda.bg

4.9 Ipegosupane

B ciyvail Ha nokanHo npeAo3HpaHe, CBLP3aHO ¢ MIPONBDKUTENHO OYHO Ipa3HeHe, OKOTO(o4HTe) TpsOBa 1a
OBl M3MIAKHATO CHC CTEPHITHA BOJA.

[Tpoab/mKHMTETHOTO TIpEIO3MPAHE MORKE Ja NOBENE O Ouna Xunepressisg. B To3u cinyqai e HeoGxonumo
[pPeYCTAHOBABAHE HA IEIEHHETO.

CumMITOMHTE TIpH cAyHaiHO MOMBIIAHE HE ¢a U3BeCTHH. Brrpexu T0Ba, KAKTO NpH ApyruTe
KOPTHKOCTEPOMAH, IEKAPAT MOME Ja OOMHCIH MPOBEKIAHETO Ha CTOMAILTHA TIPOMHBKA HJTH
NPEAH3BUKBAHETO HA [IOBPBILAHE.

5. ®APMAKOJOTMYHU CBONCTBA
5.1 ®apMaKoIHHaMHYHH CBOlCTBA

®apMakorepaneeTuyHa rpyna: [IPOTHBOBB3MNAJIMTEIIHU CPEJCTBA - koprukocTepouy,
camoctogTentu; ATC xoa: SO1BAO2.

MexaHH3bM Ha IeHCTBHE
XHUIPOKOPTH30HA WITH KOPTH3014 € [TIIOKOKOPTHKOMA, OTIeNAH 0T HaAOROpeyHaTa jKines3a, KOHTO uMa

NpPOTHBOBB3NATHTENIHO EHCTBHE, B PE3YIITAT HA OCBOOOXKIaBaHe H HHAYLIHPaHe CHHTE3a Ha crieuududeH
PLAZ2 unxubHTOp (JIMNOKOPTHH), KOETO BOAH A0 GIOKHpaHe HA apaXHIOHOBATa Kackaza H 00pazyRaHeTo Ha
dsrororeHH# $akTOpH, KaTO NpocTarnaHgkum, Tpombokcany, (SRS-A) neskotpuenn. Tozw MEXAHHIBM HA
neHcTBHE 0OSCHSBA MPOTHBOBBINATHTETHO H AHTHANEPIUHHO JEHCTBHE HA XHAPOKOPTH30HA.

5.2 @dapMakoKHHETHIHH CBOHCTBA

®apmMakOKHHETHYHO Mpoy4BaHe NpH 3afiuu nposeaeHo cbe COOTAKOPT nokazea, ye cnen npunarane,
XHIPOKOPTH30H GBp30 NPEMUHABA BBE BETPEOHYHATA TEHHOCT, POTOBHMLIATA H KOHIOHKTHBaTa. [1pOHHKBAHETO
Ha XMAPOKOPTH3OH € Hall-BHCOKO B POrOBMIIATA, IOC/IEIBAHO OT KOHIOHKTHBATA M € MHOTO HHCKO BBE
BbTpeovHaTa TeyHocT. Habmonasana e u cnaba cucremuHa abeopSups (<2% ot npuIoxKeHaTa 103a).

5.3 IlpelkIMHMYHA JAHHH 32 §e30NMACHOCT

IpOABIKUTENHOTO MHOTOKPATHO CHCTEMHO MPUTOKEHUS HA XUIPOKOPTHIOH NPH KHBOTHM BOAM A0
HAMAIIIBAHE HA HAJJaBAaHETO HA TEJIECHO TEr70, MOBHIICHA [NIIOKOHEOTEHE3a H XUTIEPTITHKEMHS, THMONH32 U
OYHA XHIICPTEH3HUA.

PenpOIyKTHEHA TOKCHYHOCT
B npoy4BaHus ¢ MHIIIKH, OHHOTO MPHAOKEHHE HA XHAPOKOPTH3OH € JIOBEJIO 10 pe3opbikg Ha mIona u
pasiienBaHe Ha heGueto. [IpH 3alilM, OMHOTO NPWICKEHHE HA XHAPOKOPTH3OH € JOBENO A0 Pe3opOuua Ha
IJIOAA H MHOMKECTBO AHOMAJIHH, 3aCATAlH TTARATA H KOpEMa.

OceeH ToBa, cnes npuiaraHe Ha KOPTHKOCTEPOKAH NMPHU GPeMEHHH XKHUBOTHH ¢4 CHOOIIABAHN M CITy4aH Ha
OTHCKAHE HA UHTPAYTEPHHHOTO Pa3BUTHE H NPOMEHH BLE (hYHKIHOHAJIHOTO Pa3BUTHE HA IEHTPATHATE
HEPBHA CHCTEMA.

6. ©APMALEBTAYHH JAHHU

6.1 CpnucbK HA NOMOIHHTE BEMISCTER




Hunarpuer Gocdar nonekaxuapar

Harpuer nuxuapore docdar MOHOXHUApPAT
Harpuer xnopun

JuHarpues enetar

XJ10poBOAOPOAHA KHCENUHA (3a KopUTHpaHe Ha pH)
Boaa za uHixekUHH.

6.2 HecnemecTumocTn

He ca W3BECTHH HECHBMECTUMOCTH ¢ APYTH JSKAPCTEEHH TPOAYKTH.

6.3 Cpox Ha rogaocr

2 TOIMHU B KAPTOHEHATa OTIAKOBKA.

Cnea mepBO OTBAPAHE HA CAILIETO: U3ION3BANTE €HONO30BHTE KOHTEHHEPH B paMKuTe Ha 1 Mecell.
Cnen oTeapsane Ha KOHTefiHepa 3a eHOKpaTHA yroTpeba, Tol TpaOBa na ¢e H3MON3EA Be/THATA H [a ¢ U3XBPIIH
cinen ynorpeba.

Trii kato cnen oTBapAHe HA MHAWBHAYAIHUA €THOA030B KOHTCHHED CTEPUIHOCTTA He MOXe Aa Obae
HOANBPAAHA, BCAKO OCTAHAIO KOJIHYECTBO TPAOBA A3 C€ M3XBBPJIH Be/IHATA CJIE] HIO/I3BAHETO.

6.4 Chneunannu YCIOBHS HA ChXPaHEHHe

Ha ce epxpansea nog 25°C.

Crxpandeaiite e IHONO30BHTE KOHTESHHEPH B CAIlIETO, 34 A4 CE TIPEANA3AT OT CBETIHHA.

3a cpXpaHeHHeTO cliedl FBPRO OTBAPAHE Ha JICKAPCTBEHHUA MPOAYKT, BX. Touka 6.3.

6.5 Buan coaAbpKAHKE HA O0OZKOBKATA

10 eanomo3zoru xoureiinepa (LDPE), cbaspkamu 0.4 ml xanku 3a ouH, pasTeop ¢a [IOCTABEHH B
YETUPHCITOWHO calre, H3paboTeHo OT XapTHA / MOTHETHAeH / AiyMHHHH / €THIIEHOB KOTIOMHUMED,

Onakorkara ceabpika 10 (1x10), 20 (2x10), 30 (3x10) wmm 60 (6 x 10) eanono30BH KOHTeHHEPE,
He BcHUKH BH/IOBE OnakoBku MoraT jAa ObIart nycHaru B npogax6a.
6.6 CneumaiHu NpeAna3zHA MEPKH NPH H3XBLPJIAHE H padoTa

HeH3ToN3BaHHAT J1IEKAPCTBEH MPOAYKT WIH OTNaIbYHUTE MATEPHANIH OT HEro TPAtBa fa ce H3XBBP/IAT B
CbLOTBETCTBHE C MECTHUTE H3HCKBAHHA.

7. IIPUTEXKATEJ HA PASPEINIEHHUETO 3A YIIOTPEEBA

Laboratoires THEA

12, rue Louis Blériot

63017 Clermont-Ferrand Cedex 2

@®pannusa

8. HOMEP(A) HA PASPEINIEHHETO 3A YIIOTPEBA

Per. Ne 20170152




9. JATA HA ITbPBO PA3SPEIITABAHE/TOJHOBABAHE HA PAZPEIITEHUETO 3A
YIIOTPEBA

Hara Ha nppBO paspemasane: 27.04.2017
Jlara Ha noc/1eHO MOAHOBABAHE:

10. JATA HA AKTYANTA3IUPAHE HA TEKCTA

IToapobra MHbOpMaLKs 32 TO3M NEKapCTBEH NPOAYKT € PENOCTABEHA Ha yebcaiita Ha M3meiauTeHa
arenuus 1o Jexapersata/benrapus www.bda.bg.




