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1. UME HA JIEKAPCTBEHUS ITPOAYKT e, {

Jlukiioabak 1 mg/ml kanku 3a o4, pa3TBOp
Dicloabak 1 mg/ml eye drops, solution

2, KAYECTBEH U KOJIMYECTBEH CbhCTAB

Juknodenak narpuii (Diclofenac sodium) 1 mg/ml

[ loMOIIIHO BEIIECTBO C U3BECTHO NEHCTBHUE: MAKPOTOITTHLEPOSIOB pUliHHOIeaT S0 mg /ml

3a MbJIHKUA CITUCHK Ha IMMTOMOIIHUTE BellecTBa BH)KTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

Kanku 3a o4, pa3TBOp
bneno xbaTa U onajecueHTHa TeYHOCT.

4. KJIMHHUYHHU JAHHHU

4.1 TepaneBTHYHH NMOKA3AHHUA

- MuxuOupaHe Ha MHO3aTa MO BpemMe Ha XHPYypruyHa HaMeca 3a KaTapakra.

- IlpeBeHuMs Ha BBL3MAJICHUETO MPU XUPYPrUHYHU HAMECH 3a KaTapakTa W Ha Npe/IHUS OYeH CerMeHT (BixK.
TOYKa 5.1).

- Jleuenue Ha Oosikata B OKOTO IpH ¢oTopedpakTHBHA KepaTeKTOMHs TMpe3 nupBUTe 24 wyaca cien
orepaLusTa.

4.2 Jlo3MpoOBKA H HAYHH HA NPHJIOKEHHE

J1lo3UpoBKa

Bb3pacTHu:

Muxubupane Ha MHO3aTa O BpEME HA XUPYpruyHa Hameca 3a KaTapakra

- [IlpenonepaTuBHO: e/Ha Karka /10 NeT MbTH Ha /IEH B PAMKHTE Ha TPUTE 4aca Npead XHpypruyHata
Hameca;

[ I[peBeHLIMS HA BB3MAJIEHUETO NMPH XUPYPrUYHU HAMECH 3a KaTapakTa U Ha NMpeaHHus OYeH CerMeHT:

- IlpenonepaTuBHO: €/1HAa Kamnka /10 IeT IMbTH Ha JIEH B pAMKHUTE HAa TPUTE Yaca Mpe/id XHpypruyHara
Hameca;

- [locTonepaTtUBHO: €HAa Karka TPU NMbTH HEMOCPE/JACTBEHO CJIe XHpypruyHara Hameca, a cliell TOBa
€/lHa Karnka TpH 10 MeT IMbTH JAHeBHO. He ce npenopbyuBa NpoaAb/IKHMTETHOCT Ha JIeYEHUETO MoBeye oT 4
CEAMMHILIH.

Jleuenne Ha Oosikata B OKOTO mnpu (dortopedpakTHBHA KEpaTEeKTOMHS Mpe3 IMbP

ornepalmsTa:

- IlpenonepaTuBHO: ABE KAlKH B pAMKHUTE Ha €/IMH 4Yac Mpead XHpypruyHara Ham

- TlocTonepaTuBHO: ABE KallKd B PAMKHMTE Ha €IMH 4ac Clie/l XUpypruyHarta Ham
Kalky B paMKHUTe Ha 24-Te 4aca clie/l oneparusra.



deua:

He ca [NIPpOBCKOAHH CNICLHHHAIHHK ITPOYHBAHHA.

ITallMeHTH B cTapyecKka Bb3pacT:
He e HeoOxonuMMo afanTupade Ha A03ata.

HauyuH Ha MpuiokeHHe
O4HO NPHAOKEHHE.

[TatimenTHTE TPsOBa Ja OBAAT HHCTPYKTHPAHM:

- 1a CH U3MHBAT BHHMAaTEJIHO PBLIETE [TPEeJAH HaAKallBaHETO,

- 1a u304reaT KOHTaKTa MeXXY BbpXa Ha [HIIETOPa ¥ OKOTO WM KII€HauyuTe,
- 1a 3aTBapAT OyTHNKaTa cnen ynorpeda.

[TanueHTuTe TpadBa Ja 6BIAT HHCTPYKTHPAHH A H3MOA3BAT HA301aKPHUMAITHA OKJTY3HS U 1A 3aTBOPAT
K/1ena4yure Cd 3a 2 MUHYTH Cliefl NIOCTABAHETO HA KANKMTE, 3a 1a c€ HaMaNlu cUucTeMHaTa abcopbumsa. Tosa
MOXKE J1a IOBeAE O HAMAIABAHE HA CHCTEMHHUTE HexenaHu e(eKTH ¥ TIOBHILIaBaHe Ha JIOKATHATa AKTHBHOCT
(Bx. TOUKA 4.4).

3a u3bareane pazpexaaHeTO HA AKTUBHUTE BELLECTBA, B CITy4ail Ha €IHOBPEMEHHA ynoTpeba Ha ApyrH
KalKH 3a O4H € HeOOXONMMO H3YAKBAHETO Ha 15 MMHYTH MeX Y OTIOENHUTE alUTHKaUMH. Ma3Ta 3a oun
TpaOBa Aa ce HaHacs MOCNeHA.

4.3 IIpoTrHBONOKA3aAHHA

CBpPBbXYYBCTBUTENHOCT KBM aKTHBHOTO BEIUECTBO (AHKIO(EHAK HATPHH) WIH KbM HAKOE OT IOMOIIHHTE
BEIIECTBA, H30POEHH B TOUKA 6.1.

AHaMHe3a 3a aneprus WiM acTMa, NMPOBOKHpaHa OT NpHeMa Ha JAKIO(peHaK HATPHH WM JIEKapcTBa ChC
CXOAHO AEHCTBUE KATO acCMUPpHH WIH HECTEPOHAHM MpoTHBOBB3NaNuTeNHH cpeactea (HCIIBC) (Bx. Touka
4.4 3a peaklUHH Ha KPBCTOCAHA YYBCTBUTEJIHOCT).

4.4 CneuHa/HH OpeAYNpexXIeHHA B NPEANAIHH MepKH nNpy ynorpeba

Ha He ce uHXeKTHpa, Ja He ¢e MOITbiuA.

KankuTte 3a oyn He TpaOBa Ja ce Npuiarar 4pes nepu- Wi UHTPAoKyJlapHa MHXEKLHA.
CBpEXYYBCTBHTEIHOCT

[Tonobuo Ha npyru HCIIBC, JUKJIOABAK B peaku ciiyyad MOXe Ja QOBEAE NO MOSABATa Ha alleprHYHH
pPeaKUyH, BIIKOYATENHO aHADUIAKTHYHY peakLMK, J0pH 0e3 npeiuecTralla eKCII03MIUA Ha IEKAPCTBOTO.

B cnyuali Ha peakUMH Ha CBPBXYYBCTBUTEIHOCT KaTo ¢hpdexK U 3a4epBABaHE WIH NPU3HALH, NIpEeATonaralix
aneprus KbM TO3H JIEKAPCTBEH NMPOAYKT, 0COOEHO aCTMATHYEH [IPUCTRN WIH BHE3aNMHO MOXYBaHE Ha JIMLIETO
U BpaTa, TeyeHHETO TpAOBa fa ce crnpe,

HapyiueHus Ha poropuuara

HCIIBC, BraoudTenHO TONMMKAIHNA THKIO(EHAK, 320aBAT MOBTOPHATA €MUTEIM3ALMA ORHIAATE .

Ce aBat CKOpo ciel Tosa. [locneacTBHsATa OT TOBA BbpXY Ka4€CTBOTO Ha POrOBHLATA M PFGER DF-HHQERIYD

rnopajy 3a0aBeHOTO 3aTBAPAHE Ha KOPHEANHATa paHa OCTABAT HEU3ACHEHHU, §! ﬁ‘,. <
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H3BecTHO e, ue JOKATHUTE KOPTHKOCTEPOUIM CHINO 3a0aBAT 3a3JpaBIBAHETO. EnHoBpege it j[e_
Ha nokanHHd HCTIBC u nokanHm cTepOHAH MOXKE Ja NMOBULLINA BB3MOXKHOCTTA 3a Npodie '&r ¢afpasero. / &




Korato mauueHTHTE C€ JIEKYBAT ¢ BHCOKA A03a H 3a NPOAB/DKHTENEH IIEpUOA OT BpeMe, yrnoTpedara Ha
tonukaiiHH HCIIBC mMoxe nma noseae ao kepatur. Ilpy HSKOH Npeapasnoio;KEHM MNMALMEHTH
NpoAB/DKUMTENHATa YyIIoTpeda MOXe Ja HOBENe N0 pa3najaHe Ha €NuTeNla, U3TbHABAHE HA POroBHLATA,
POTOBUYHU HHOUIITPATH, €PO3Ud Ha POrOBHMLATA, YIILEPAlIMA Ha pOroBULATA ¥ Nepdopalldd HA pOropuLaTa.
Te3u peakuuu MOraT aa 3acTpallat 3peHHMeTo. [TalueHTH, NP KOHUTO Cce YCTAaHOBABA MPOLIEC HA pa3rnagaHe
Ha enuTefla Ha porosuuara Tpabea HezabasHO na nmpeycraHoBaT ynorpebara Ha JUKJIOABAK u tpabsa na
OBaaT HabMoaaBaHH BHUMATEITHO 34 1IEJI0CTTA H.

OIMTET clled yCKaHEeTO Ha nasapa Ipearnosara, 4e NalMeHTUTE, MOMIOKEHH Ha CIIOKHU OMHH XHPYPrudHU
OIepalMH, C KOPHEAJIHH €IHTEAHU AedeKTH, 3axapeH AnaderT, 3a001aBaHe Ha NOBBPXHOCTTA HA OKOTO (Hamp.
CHHIpPOM Ha CYXOTO OKO), peBMATOMAEH apTPHUT WIH NOBTOPHM XHPYPrHUHH HAMECH BLPXY OKOTO B PAMKHTE
Ha KpaThK MepuoJ OT BpEME, MOraT [la ca ¢ MOBHIIEH PUCK OT KOPHEeAIHH HeXelaHH peakuuu. Jlokamuure
HCIIBC tpabea na ce U3N0ON3BAT ¢ NOBUIIEHO BHHMaHHWE NMpH Te3W nauMeHTH. [Ipoabkurentara ynorpeba
Ha nokanau HCIIBC mMoxe na rnoBuInM pHcKa OT MOABA M YTEKHABAHE HA KOPHEATHUTE HEKETAHH PeaKLHH.

OuHa MHQEKIIHS

OcTpara HH}eKUHs Ha OKOTO MoOXe Ja ObAe MackupaHa OT TONHKATHOTO TNPWIOKEHHE HAa
NpoTURORB3NanuTeNHH JiekapcTea. HCIIBC HAMaT HHKaxBH aHTUMHKPOOHH cCBoiicTBa. B cmydail Ha
MHMPEKLMA Ha OKOTO yrnorpebara Ha €AHO/HAKOJIKO aHTHHH(EKLMO3HM JiekapcTBa TpadBa na ¢e H3BBPIIBA
BHHMaTEIHO.

UvyBCTBUTENHH NALKMEHTH

[launeHTHTE ¢ acTMa, KOMOMHHpaHa ¢ XPOHUYEH PUHHT, XPOHHYEH CHHY3HT /WA Ha3a/IHA [TOJIMII03a, HMAT
MO-BUCOKA 4YECTOTa Ha aJepru4yHd [podABH, KOraro nNpHEeMaT acnHpUH WHIH HeCTepOAUHH
NPOTHBOBB3NMAIHTE/IHHA CPENCTBA, OTKOJIIKOTO OCTAHAJATa Y4acT OT MNOMyJIaLUATA.

HCIIBC morar na MHAyUMpAT 3acWi€Ha CKJIOHHOCT KBM KBPBEHE OT THKAHMTE HA OKOTO MO BpeMe Ha
XHPYpruuHa Hameca: NMpenoppyBa €€ TE3H KalnkH 3a OYM [Ja C€ U3NON3BAT NMPEeANa3/IMBO NpH INallMeHTH,
UMAallH NPeapasnoioKeHue KbM KbpBEHE WIH JIeKYBaHH C JIEKApCTBa ¢ BEPOATHOCT Ja YABDKAT BpEMETO Ha
KbPBEHE.

KpbcTOCaHa YYBCTBUTEIHOCT
B13M0XKHH Ca peakUMH Ha KPhCTOCAHA YyBCTBUTEIHOCT ¢ alleTWICATHLIWIOBRA KHMcenuHa wiu apyrd HCIIBC

(BXk. Touka 4.3).

KoHTaKkTHH nerm
He ce npenoprpuBa HOCEHETO HA KOHTAKTHH JIEIH Cle[ Onepauusa Ha katapakTta. [lopaau Tosa, malnMeHTHTE

TpAOBa a ObAAT NOCHBETBAHHU /12 HE HOCAT KOHTAKTHH JIEUIH, OCBEH aKO HE € MOCOYEHO U3PHYHO OT TEXHHUSA
JeKap.

[ loMOLIIHO BEUIECTBO
HUKJIOABAK cpabpika Makporonrimyuepos puuuHonear (Bx. Touka 4.8.).

4.5 BzanmoaeidcTBHE ¢ APYIrH JICKAPCTBEHH NPOAYKTH H APYrd ¢opMH Ha B3aHMOAeHCTBHE
He ca npoBex/1jaHU Npoy4YBaHMA 33 B3aUMOICHCTBUATA.
4.6 DepTHAATET, GPEeMEHHOCT H KbpMeEHe

bpeMeHHOCT
Hsama xnuHuydy naveu ot ynorpedara Ha JJUKJIOABAK no Bpeme Ha 6pemeHHocT. JIOpH aKO CHCTEMHATA
EKCIMO3ULIHA € NT0-HUCKA B CPAaBHEHHUE € Ta3M Clie]] IEPOPATTHO NPUIIOKEHHE, HE € U3BECTH
ekcriosunus  Ha JIMKJIOABAK, nocturnata ciiegq JOKajdHO TMPUIOKEHUE,
emOpuoHa/deryca. Ilpez nmepBute 5 Meceua ot OpeMeHHocTTa (mbpBUTe 24 cen
HUKJIOABAK He Tpabpa na ce usnon3ea, OCBEH ako He € abCOoMOTHO Heobxon
no3ara TpsadBa ga Obae BE3MOXKHO Hal-HUCKA U MPOABIKHTETHOCTTA HA JIEYEHHETO




Ot HayaoTo Ha 6-us Mecell (24-Ta cenMHLIA Ha aMEHOPEATA), CHCTEMHOTO NMPUIOKEHUE Ha HHXHOMTOpPH Ha
NPOCTarJaHAWHOBHA CHHTE3, BKIIOYUTENHO OUKIOQEHaK, MOXE [Oa TpeaAu3BHKa KapJHOIMyJIMOHAalIHa H
OnOpeuHa TokcHuHOCT NMpH (QeTyca. B kpad Ha OpeMeHHOCTTa MOXKE€ Aa HACTBIIM YAB/DKEHO BpPEME Ha
KbPBEHE KaKTO IMPpH MaiikaTa, Taka M IPH AETeTO U pa)xkaaHeTro Moxe ga 6nae 3abapeHo. Ilopaau ToBa
JUKJIOABAK He ce mpenopbyBa OT Hayaloro Ha 6-ua Meceu ot OpeMeHHocTTa (24-Ta CceaMulla Ha
aMEHOpeATa).

KupMmene

He ce ouakBar HHKaKkBH €(PEKTH BbpPXY KbPMAuyeTO, Thi KaTO CHCTEMHATA €KCIIO3ULIMA Ha KbPMEIUUTE HKEHH
Ha aukimodeHak HaTtpuil e orpaHudeHa ciaen oudo npuioxkeHde. [JUKJIOABAK moxe ga ce u3mnosnsea no
BpeMe Ha KbpMEHE.

DepTUIUTET

Kakto Bcuuku HCIIBC, To3dM nekapcTBeH NpPOOYKT MOXXE BPEMEHHO [a IMOBJIHAE€ Ha OBYJaHHATa H
dbepTHINTETA NIPH KEHUTE. ETO 3au10, HE CE€ NMpenopbyYBa Ha KEHH, KOUTO MCKAT Ia 3a4ycHar. JKeHHTe, KOUTO
MMaT 3aTpyJHEHHs CBHC 3a4E€BAHETO WIHM KOHUTO TIPaBAT TECTOBE 3a (depTwiuTeT, TpAOBa Aa OOMMCIAT
NpeKpaTABaHE Ha JICUCHHETO.

4.7 EdexkTH BbPXY cCIOCOOHOCTTA 32 tIoPpHpaHe H padoTa ¢ MAIIHHHA

Cnen npuaarane Ha [IHUKIJIOABAK kanku 3a ouM, pa3TBOp, MOKE Ja HACTBIIH TPAH3WTOPEH, 3PHTEJICH

OUCKOMOOpT.
AKO € 3aCerHar, nauMeHTsT TpAOBa Ha Obae NoChBeTBaH Aa He wwodupa wim paboTH ¢ OnacHW MaLHHH,
JJOKATO HE CE€ BE3CTAHOBH HOPMANHOTO 3PEHHE.

4.8 Hexenanu neKapCcTBEeHH PeaKnHH
HHdekunn U HHpecTallun

C HeusBecTHA yecToTa(OT HAIMYHUTE JAHHU He MOXKe 13 Obae HanpaBeHa OLICHKA)

Puyuuur

HapymeHus Ha HMyHHaTa CHCTEMA
Penku(>1/10 000 no <1/1 000)

CBpPBXUYBCTBUTETHOCT

Hapymenusa Ha ounte
Heuectr(>1/1 000 mo <1/100)
YyBCcTBO HA nmapeHe ciie[ MocTaBiHe, HAPYLIEHHUE HA 3PEHUETO CIe NMOCTaBgHe

Peaku(>1/10 000 go <1/1 000)
ToukoBHIEH KEPATHT, H3THHABAHE HA POTOBULIATA, YJILIEPAllHsl Ha pOrOBULIATA

C HeH3BEeCTHA uecToTa(0T HANMYHHTE NaHHK HE MOXKE A3 C€ HANPABH OLICHKA)
XunepeMus Ha KOHIOHKTHBUTA, allepriyeH KOHIOHKTHBHT, OTOK Ha Kilenava

PecniupatopHy, rpeaHM H MEAHACTHUHAIIHYA HApYLIEHHSA
Penxu(>>1/10 000 no <1/1 000)
JIMCIHes, yTeXKHEHa acTMa

C Heu3BecTHA 4ecToTa (0T HAIUYHUTE JaHHHW He MOXeE Aa ObJ1e HanpaBeHa OLeHKa)
Kamnuua

HapyuieHns Ha koxara ¥ IOAKOKHATa ThKaH
Penxun(>1/10 000 no <1/1 000)
Coepbex, epuremMa,peakiiusd Ha POTOUYBCTBUTEIHOCT




C Heu3BecTHA YecTOTa (OT HANMYHUTE NAHHH HE MOe a Obe HalpaBeHa OLEHKA)
Yprukapus, oOpuB, KOHTAKTHA €K3€Ma

B peaxu cnmyyau ce c¢boOlLIaBaT M3THHABAHE Ha POrOBMLATA M YiLlepalMH Ha porosHuara, ocobEeHO npH
NAalHEHTH B PHMCK, KOTaTO H3MOJ3BAaT KOPTHUKOCTEPOHMIH HIIM KOTaTo ce€ IMpPEACTaBAT CBC ChHITLTCTBAILL
PEBMATOUAEH apTpHT. [loBeUeTo MalMeHTH ca JIEKYBaHH 32 XBJIBI MIEPHOL OT BpeMe (BXK. To4uka 4.4).

HO[J&,[[H HAMTHYHECTO HA MaKpOTrOArHLUCPOJIOB PHLUHHOICAT HMA PHCK OT KOHTAKTa CKC3CM4A.

CrpoluiaBaHe Ha MOJO3HPAHM HEXKEAHHW peaKLuu

CrolllaBaHeTO Ha MOAO3MPAaHH HEXEaHM peakUHWH clel paspellaBaHe 3a ynorpeba Ha JeKapcTBEeHHA
NpoOyKT € BakHO. ToBa Mo3BOAsABa Oa MpOoAB/DKH HAaOMIOAEHHETO HAa CHOTHOLIEHHETO IIOJN3a/pPHCK 3a
NEKAPCTBEHUA MpOAYKT. OT MEOULMHCKHTE CHELMAIUCTH C€ W3HCKBA Aa CHOOILABAT BCAKA ITONO3HMpaHA
HeXKeaHa peakLMs Ype3 HallMOHAJTHa CHCTeMa 3a ChoOIaBaHe:

H3nbaduTeNHA areHuuds 1o JeKkapceTaara
yi. ., JlamsaH ['pyes” Ne 8
1303 Codpusa

brarapus

Ten.: +359 2 8903417
yebcaiT. www.bda.bg
4.9 Ilpepo3upane

Henpunoxumo.

5. ®APMAKOJJOIHNYHHU CBOUCTBA

5.1 PapMakoAHHAMHYHH CBOHCTBA

QapmakoTepaneBTHYHA Ipyna: HECTEPOUIHH MMPOTUBOBB3NAIUTEIHH CPEACTBA 32 TOMUKAIHO NPHIOKEHHE,
ATC kon: S01BCO3

JuxnodeHax Hatpuli e UHXUOHMTOpP Ha MpoOCTArfaHAWH CUHTerasata. Tol MMa MPOTHBOBBIMANUTSIIHH H
AHANMeTHYHU CBOMCTRA.

Te3u Karku 3a o4M, Pa3TBOp, HE CHABPXKAT KOHCEPBAaHTU. Te ce mpeanaraT KaTo OyTWIKAa 3a MHOTOKPATHO
A03¥MpaHe, OKOMIUIEKTOBAHA ChC CHCTEMa, ChabpiKalla ¢untpupaimia MeMOpasa (0,2 MukpoHa), 3a na ce

npearnasBar KarnkuTe 3a Oy, pa3TBOp, OT MUKpOOHA KOHTaMHUHAaLHS Npe3 Neproaa Ha ynotpeba.

JlaHHuTe OTHOCHO eHMKacHOCTTa M 6€30IIaCHOCTTA Ha KaNKHTE 34 O4YH, ChbABPXKALIH JUKIOPEeHakK IpH
onepaLus Npy raaykomMHa GpUaTpanus ca orpaHH4YeHH.

52 @apMakoKHHETHYHH CBOHcCTBA

[Ipy 3aliuM NHKOBHTE KOHLEHTPAallMH HAa MapKupaHus [OHKIOPEeHAaK ce OTKpUBAaT B KOpHeATa H
KOHIOHKTHBaTa 30 MHHYTH cliell NpUNoXKEeHHETO. EnUMHHUpaHeTo € OBP30 H MOUTH NMBJIHO cjie] 6 Jaca.

JlokazaHo € NpOHUKBAHETO HA UKo eHAK B IpeAHATa KaMepa PU Xopa.

He Morart aa ce OTKPDHAT H3MCPDHMH ITa3MCEHH HHBa Ha ﬂHKﬂDCbGHaK CNea OYHO ITpHUA




5.3 IIpeakIMHUYHH NAHHH 32 6€30MACHOCT

[Ipn M3cienBaHe Ha TOKCHUYHOCTTA Ha MOBTOPHHATE JO3H INIABHATA HEXKEJaHA PeaKuMA Ha AWUKIOo(EeHaK €
BBPXY CTOMALIHO-YPEBHUA TPAKT, KATO YJILEPAalLMH HAaCTHIIBAT B 3aBUCHMOCT OT BHOA NMPH NEPOpallHA JO3H
ot Haxa 0,5 no 2,0 mg/kg (npubmusurenso 300 ao 1200 b1y Haa TONMMKATHATA OYHA JHEBHA 4032 MPH X0pa).
[TpoyuBaHuATa 3a pENMPOAYKTHBHA TOKCHYHOCT MPH JKUBOTHH NOKA3BAT eMOPHO-(EeTOTOKCHYHOCT, YIB/DKEHA
OpeMeHHOCT KW Auctokuda. [Ipu TOkCHYHH 3a Malikata Ho3u ce HaGmoasar ¢eranHd CMBPTHH CIIy4aH H
3a0aBgHEe Ha pacTexa.

Juxnodenak He nokaspa MyTareHEH U KaHLIEpOTE€HEH NOTEHLIHAL.

He ce HabmopaBaT HHMKAkBH e(deKTH clie] TIOBTOPHO NpwiokeHune Ha aukiodenak 1 mg/ml B okoTo Ha
3aHLIM 33 IepHod A0 3 Mecela.

6. OPAPMAIIEBTUYHH JAHHHA

6.1 CorcbK Ba NOMOIIHHTE BelIECTBA
Makporonrmmueposiop puLIMHOJIEAT
Tpomeramon

bopHa kKucenuHa
Bona 3a mHxeKUHH

6.2 HecbBmecTHMOCTH
Henpunoxumo.
6.3 Cpox Ha rogHocT

CpoK Ha rogHOCT Ha JIEKapCTBEHHUA NIPOAYKT, ONAKOBaH 3a npoaaxda: 2 roquHu.
CpOk Ha rOgHOCT Cled IBPBOTO OTBAPAHE Ha OMaKOBKaTa: 8§ Ce AMMLIH.

6.4 ChnennanHH YCIOBHS HA CHXPAHCHHE
Jla He ce cpxpaHaBa Hag 25°C.
6.5 BHI H cHABPKAHHE HA ONAKOBKATA

10 ml B Oyrunka (PE) ¢ kankomep ¢ anTumukpobeH ¢unrep (nmomuerepcyndoH) U gepxkau (LDPE),
3aTBOpeHa ¢ kanadka (PE).

6.6 ChnenHanHH npeANa3nA MEPKH NPH AIXBLPJAsSHE H paboTa

Hsima cnenmailHH H3UCKBAHHA.

7. IHNPATEXATEJI HA PASPEHIEHHMETO 3A YIIOTPEBA

Laboratoires THEA
12, rue Louis Blériot
63017 Clermont-Ferrand Cedex 2

DOpauiHs




8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne 20120184

9. JATA HA IIBPBO PAZPEIIABAHE/IIOAHOBABAHE HA PASPEINEHHUETO 3A
YHNOTPEBA

Hata Ha mepBO pa3pewiasade: 29.03.2012
HaTta Ha nogHOBABAaHE HA paspelueHUueTO 3a ynortpeba: 03.07.2019

10. JATA HA AKTYAJIHU3IHUPAHE HA TEKCTA




