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1. UME HA JJEKAPCTBEHUS IMPOJAYKT 0-3 -01-

YHUKJIO®EH 0,1 % xanku 3a ouH, pa3TBop
UNICLOPHEN 0,1 % eye drops, solution

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

I ml ot pa3TBOpa chABPKa | mg auknodeHak Hatpui (diclofenac sodium).
3a MbJHKUS CIHCHK HA MOMOLIHUTE BELIeCTBa BUXKTE T. 6.1.

3. JIEKAPCTBEHA ®OPMA

Kanku 3a ouu, pa3rBop
Buctep, Oe31BETEH 10 JIEKO XKbJITEHUKAB pa3TBOp, 0€3 MEXaHWYHHU MPUMECH.

4. KIMHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHUSHA

Yuukaoden 0,1 % ce M3nons3sa 3a JieueHHe Ha BH3MATUTEIHH MPOLECH ¢ HeDaKTepuaeH
MPOM3X0J  HAa  MNpeaHusi O4YeH  CEerMeHT, Karto  XPOHUYEH  KOHKOHKTHBHT,
KEPaTOKOHIOHKTUBMT, KEPAaTUT (CNeLManHO TO3M C alepruveH NMpoM3xo/), a TaKa ChlIO B
Clly4ad Ha €NHMCKJICPUT U MPEAEeH U MEXIMHEH yBeuT. M3mon3ea ce Chllo 3a JIEYCHHE Ha
HeOakTepuaneH Oaedaput, 601€3HEHH MOCTTPAaBMATHYHH YBPEK/AaHUA HA OKOTO — HYyXKIH
Tena B OKOTO, M3rapsHus M Clie] Bb3ACHCTBUE Ha YITPAaBUMOJIETOBA pajvallus
(boToenekTpuyeH KepaTUT U ap.), porododus.

Vuukaodpen 0,1 % ce u3non3Ba nMpead onepalus Ha KarapakTa (38 MUHMMHU3MpaHE Ha
MHO3aTa 0 BpeMe Ha Omepauusara), fnpe- ¥ MOCTONepaTHBHA MpoduIakTHKa Ha
LMCTOMJAJIHA €IEMa Ha MaKyJiaTa, a Taka CbllO 3a MOTUCKAHE Ha CIyYaHHH Bb3NaJIMTE/THH
peaKkLMK Clie]l ONepaTHMBHHW WHTEPBEHLUMH Ha OKOTO (BKJIIOYMTENIHO paboTa C JiasepHa
TEXHMKA).

4.2 J1o3MpOBKAa H HAYHH HA NPHI0KEHHE

Jlo3upoBKa

Bw3pacmuu.

3a 1a ce NMOCTUIHE TepaneBTHUYeH €(eKT Npd HEeMH(EKLHMO3HW Bb3MAJICHUSA Ha OKOTO
(KOHIOHKTMBHMTH, KEPaTOKOHIOHKTHMBWTH, KEpaTMTH, CMUCKJIEPHTH, YBEHTH M Jp.)
Vuuknopen 0,1 % Ttps6sa ga ce mnpunara no 1-2 Kankd 3-5 NbTH JHEBHO B
KOHIOHKTHBAJHaTa TOpOMUYKaA Ha OOJHOTO OKO A0 OTCTPAHEHUE HA BB3MAJECHUETO.

3a Ja ce MHHMMM3Mpa MMO3ara MO BpeMe Ha OnepauMud Ha OKOTO: 3 uaca Mpeju
onepauusaTa a ce Npuiioxku 6 nbtu no | kanka ( B uHTEpBa ot 30 MUH).




Cnex onepanuaTa Ha OKOTO BeAHara Ja ce TPHAOXKM 3 NbTH no 1 Kanka, mnpes
CneABamMTe JHYW 3-5 nbTH no 1-2 Kanku B NpoAbIKEHUE Hali-MaJIko Ha 1 ceaAMHUa.

Heduampuyna nonyaayus.

Yuuknodex 0,1 % Moxe aa ce npusiara npu aeua Haja 2 rOAMHH.

Hanon3panero M AO3HpaHEeTO MpH Jeua TpsabdRa aa CTaHE CJACH KOHCYNTalHA ¢
ofTanmMoNOr M ugnaTa Tepanus TpaOea la ce H3BBPUIM NOA HEroBoTC aMOyJnaTOpHO
HabMmogeHue.

[Tpu BB3NANICHUS HA NpeIHHA OYEH CErMEHT ce Mpuiara no 1 xamnka 3-5 MbTH AHEBHO, NPH
Coy4ad Ha OCTBp NMpeaeH YBEHMT W CIcH KOMIUIMUMpPaHU onepaldl Ha Katapakrta no 1
Karnka 4-6 meTH AHeBHO. Cliell HEKOMIUTMUMPAHH OoNepaliy Ha KaTapakTa ce npunara no |
Kanka 5 nbTH AHEBHO. [Ipn Manku aeua ce npenopbyBa Cied NpHIAraHeTO HA NMPOIYKTa
Ia ce HaThcHe obnacTta Ha JIyKTyCc Hasonakpumanuc 3a MUHUMYM 1 MHHYTE, 33 A3 €
NpeJOTBpaTH TNPEMHHABAHETO HA KamnkKuTe B Hoca H abcopOumsara My OT HOCHara
TUraRMIA.

Yuuknoden 1 % Moxe Ja ce mpunara €JHOBPEMEHHO ¢ OYHM KamkH, ChABPXKAIly
KopTuxkocTepouan. [Ipenopprusa ¢¢ a ce Clia3Ba MMHHMYM NETMHHYTEH MHTEPBAN MCXKAY
OTACTTHATE NPHITIOKEHHMS.

4.3 IIpoTuBONOKa3aHNA

CBpBXUYYBCTBHTEJIHOCT KBM AMKIOQEHAK HATPHil, HIH KBM HAKOC OT IOMOILHHTE
BelecTna, H30pocHd B T.6. 1.

Huknopenak Harpuii, noaodHO Ha JpYruTe HECTEPOHAHH [POTHBOBB3INAJIMTEIHH
CPCICTBA € NPOTHBONOKA3EH IIPH NMALMEHTH, KbAETO H3MION3BAHETO H3 aLCTHIICAHIHIIOBA
KHCEIMHA MM JApyr MHXHOMTOpP Ha MNpOoCTarjaHAWHOBaTa CHHTE3a TMPEAU3BHKBA
NCEBNOANEPTHYHO CHCTOSHHE MOPaJH NPOMEHM B ChIBPIKAHHETO HA €HKOHO3WIH, KaTo
acTMAaTHYHH MPUCTBIH, YPTHKAPHA WM aieprudcH puHUT. TpabBa Ja CHbilIECTBYBAT
NOCTATBYHO CEPHO3HH MHAMKALMH 3a NPUIAraHeTo Ha MPOAYKTA NpPH JKEHHM MO BPpEeME Ha
GpeMeHHOCT W KbpMeHe. [TpoayKTeT He TpaGRra Aa ce npuiara rnpes NbpBUTe 3 Mecena or
OpeMEHHOCTTA H NIPH Aclia Mo 2 roJHHH.

4.4 CnennanHu npeaynpexacHusa Npelna3Hy MepKH NPH ynoTpeda

B cayyaure Ha reOMYHH H HHOEKIHO3HH 3a6014BaHHs HA TIPEJHHA CETMCHT Ha OKOTO ¢
1eoOXoaMMOo BUHArH Na ¢e nprnara U cnenuduuHo, PokycupaHo neueHue. HeCcreporuaHu
NPOTHBOBB3NAIMTEHH CPEACTBA MOTAT Jla MAaCKMpaT Pa3sBHTHETO Ha €AHO BB3NAJICHHE Ha
oK0TO. YHHKIOdeH 0,1 % Tpabea ja ce H3MoN3Ba BHUMATEIHO NPH NAalHEHTH ¢ A3Ba HA
CTOMaXa M JIBAHAJECETONPLCTHHKA, NPH TAKHBa JIEKYBaHH C MNPOTHBOCHCHPBALUH
CpeJCTBA, HIIH CHC CKJIOHHOCT KbM KPBBOTEYCHHE. B OTACAHM C/Tydad Clie] NpUlarale Ha
JIOKAJTHH HECTEePOMAHO TNPOTHBOBB3NAJHTENHH CpelNcTBa MOXE Ja ce Habmolgasa
NOBHINEHA CKNOHHOCT KBM KBPBEHE B OKOTO 0 BpeMe Ha ONepaTHBHA HAMECa.

He TpaGBa ga ce HOCAT MEKH KOHTAKTHHM JIEIIA €AHOBPEMEHHO ¢ ynorpebara Ha
npoaykTa. ITo BpeMe Ha JedeHHeTo, O BL3MOXKHOCT He TpsaOBa Aa ¢€ HOCAT M TBBPAH
KOHTAKTHHA JI€lld, WIH naudeHThT TpabBa Aa TH CBaJIM HENOCPENCTBCHO MPEId
NPHJIOXKEHHETO W Aa ' TIOCTaBH 00paTHO HE no-paHo oT 20 MUHYTH CJic] HAKaNBaHETO HA
NPOAYKTA.

4.5 BaaumoaeiicTeue ¢ ApPYrM JEKApPCTBEMH TNPOAYKTH K apyre ¢$opMH Ha
B3aUMOAcHCTBHE




B3auMoneicTBHA ¢ Apyrd OMHH JICKAPCTBEHH MPOAYKTH HE ca NOKA3aHH.

HecTepouanKTe MPOTHBOBBL3NAIMTENHHE CpeaCTBAa MOTAaT NP1 €AHOBPEMEHHa ynoTpeba Ja
HAMAJIAT [CHCTBHETO HA KANKHA 33 OYH, CHABPXKAIKA AUSTUIXOAUH H KapOOXOmuH.
B1,3MOKHO € Ja ce Habmonasa B3auMHO NOBIHABaHE HA edekTHTe Ha YHHKI0deH 0,1 %
(PH SAHOBPEMEHHO NPUMArase ¢ APYrd JCKapcTBEHH NPOAYKTH. Bo3MOKHO € 3achiBaHe
HA aHTHKOAryJaHTHOTO ACHCTBUE HA CHCTEMHO IIPUJIAraHy aHTHKOATY/IaHTH, & ChLIO Taka
W Ha BBHIMOXKHHA AanTharperaten ebdext Ha JpyrH CHCTEMHO  TIpHJarand
[IPOTHBOBB3NAATE/IHA CPEACTBA.

4.6 DepTRIAATET, OPEMEHHOCT H KhPMEHE

BesonacHOCTTA Ha JHKIO(MEHaK HaTpHii BbBEAEH B KOHIOHKTHBAIHATA TOPOHYKA MO BpeMe
Ha OpeMEHHOCT M KbpMEHE He € AoKa3aHa. Hama nocTaThu€H OMMUT OT JIEYEHHETO ¢
miiodeHak 1o BpeMe Ha GpeMeHHOCT A KbpMeHe. JluknodeHak npeMHHapa B KbpPMaTa.
Yuuxnodpes 0,1 % Tpadsa ga ce H3M0a3Ba CaMo NpH ClelHaNIHK, CEPHO3HE OCHOBaHHA MO
BpEME Ha NTLPBATA U BTOPATA TpeTHHA Ha OPEMEHHOCTTA U IO BpPEME HA KBPMEHE, NpH
KOMTO MpeanojaracMusT GnaronpusaTeH eekT He NPESACTARIABA PHCK 32 11042 H IETETO.
[ip OGpeMeHHa XeHa B TpeTara TpeTHHa OT OpEeMEHHOCTTa ClieA OpanHO NpueMaHe Ha
mannoderax ( AHeBHH A03u 25, 50, 100 1o 150 mg) ca 6unn HabGioaaBaHH BBB (deTyca
NpesKAeBPEMEHHO BLTPEMAaTOUHO 3aTBapAHe Ha JlyKTyc apTepHO3yC, KOCTO MPEAU3BHKBA
NMOCTOSHHA GefoapoOHa XUNMepTonus. Brrpeky, ye ciell npuioxkerne Ha JlukiogeHax B
KOHIOHKTHBATHATA TOpOHYKAa HErOBHTE HHBAa B KpBBTa Ca HE3a0eNeKHMO HHCKH,
npuiokeHnero Ha YauKiopen 0,1 % B Tperara TpeTHHa Ha OpeMEHHOCTTa €
[POTHBOIIOKA3HO.

4.7 EdexTn Bbpxy cnocoGHOCTTa 3a In0¢HpaHe H padoTa ¢ MAITHHH

He € uH3BeCTHO TNpMIAraHeT0 HA MNpPOAYKTa [a BJllHAe Ha OTPULATE/IHO BBPXY
cnocOOHOCTTa 32 WIBBPINBAHE HA JAEHHOCTH, M3WCKBAM [OBHIICHO BHWMAaHKE.
HernocpeacTBeHO cJEN MPHIArAHETO Ha OYHUTE KANKM B KOHIOHKTHBATHATZ TOPOMHKA
MOJe a ce HaboaBa BpeMeHHO napeHe i c1abo 3aMbIIABaHE Ha 3pEHHETO, KOETO OH
3aTPYAHMIO H3OBIHCHHETO Ha Te3M JeifHocTH. [lopaan ToBa He C€ MpenopbyBa
MpuiaraHe Ha NpoyKTa I10-Maiko OT 15 MuH. npean WwodHpate Uiy paboTa HABHCOKO.

4.8 HexkelanH JIEKAPCTBEHR PEaKIHA

Eexmu na macmomo na npuroxcerte — HENOCPEICTBEHO CIE/l HAKANIBAHETO MOXE Jia ¢
HaOmopaaea cnado napeHe UM 3aMbrAsSBaHE Ha 3PEHUETO.

Hapywenusa na umynnama cucmema
Pedxu — anepridHy peakiiiy, H3pasaBallli ce CbC ChpOCK, 3a4epBABaHE, €1EMa H JIp.

CroblaBaHe Ha MOAO3MPaHH HEKENIAHH peaKklHH
CroOLIABAHETO Ha MOJO3HPAHH HEXKENAHH peaklMH Cliell paspellaBaHe 3a yrnorpeda Ha

ICKAPCTBEHUA NPOIYKT € BakHO. ToBa No3BONABA A3 MMPONBIKH HaOMIOACHHETO HA
CBOTHOHIEHHETO 10/I3a/PHCK 34 JIEKAPCTBCHHA NMPOAYKT. OT MEMUMHCKHTE CTICLHAINCTH
Ce M3KCKBA Aa ChoOIIaBar BCAKA NMOAO3IHPAHA HEXEIaHa peaKiys 4pe3

HanparpTeNnHA areHiMs 1o 1eKapcTBara;

yi. ,Jamsas ['pves” Ne 8




1303 Codus
Tein.: +359 28903417
yeOcaliT: www.bda.bg

4.9 llpenosnpane

I1py crniazBade Ha NpaBUIHKA HAYHAH HA IPUIATaHe HA AMKNOPEHAK (OKATHO HAaKanBaHe B
KOHIOHKTHBATHATAa TOPOHUKA) € MaJKO BEepoATHO Ja ce HaGmogasa npeaosHpane. EauH
dnakon ot 10 ml coabpka 10 mg auknodenax HaTpuid. [lHesHaTa 032 NPH CHCTEMHO
npueMane € 50-200 mg, karo Ha4anHata nosa € yecto 100-150 mg. Cnexoparenno ako
Vauknoden 0,1 % xanku 3a o4r CIy4aiiHO ce MpHeMe Npe3 ycTara, He 6uxa MOriH fa ce
OYaKBAT HHKAKBH HEXEJIaHH PEaKlMH, KAKTO MpH Jella, TaKa U NMpH Bb3PACTHH.
JleueHHETO HAa CBEHTYANHH TOKCHYHHM TpodABH, KaTo Takupa OT L[HC (cBeTOBBpTEXK,
riaso0oyide, MPOMEHH BbHB BE3MPUATHATA, 4 Taka CHUI0 W MHOKJIOHHYHH CNasMH NpH
AeLa) M racTpo-MHTECTHHANHMA TpAKT (rajeHe, NOBPBIIAHE, KOPEMHH OOJIKH,
KPBBOTCUCHHE ) € CHMIITOMATHYHO.

5. ®APMAKOJIOT'MYHU CBOUCTBA

5.1 ®apmMakoaHRAMHYHH CBOHCTBA

dapmakorepanesTrisa  rpyna:  OPTanMonorydHM  OpeNapatH; — HECTEPOMAHO
NPOTHBOBB3NAIHTENHO CPEACTBO 3a JIOKATHO NPHIIOKEHHE.

ATC xon SOIBC 03

Vuuknoden 0,1 % e odranMoforv4eH NPOAYKT, ChABPHKAIL HCCTEPOHAHOTO
NPOTHBOBB3NAIMTENHO JIEKAPCTBEHO BEllECTBO AuKIodeHak Hatpuid. JluknopeHak e
npowssogHo Ha  (enumnouersara kucendHa. [locpeacTBoM  WHXuOHpaHE — Ha
umtookcHrenasara (COX) amxnogeHak NOTUCKA CHHTE3a Ha NMPOCTarianHHY H ApYTH
MEQHAaTOpH Ha BninajeHuero, JukinopeHak MOpodBaBa  NPOTHBOBBINMAIHTENHO,
AHAINeTHYHO W AHTUMNHPETHYHO JclCTBUE, MOBJMUABA NOJOXKHTENHO CHHTE3a Ha
MaKpOMONIEKYJIH B CheMHHTE/IHATA THKAH H MOTHCKA HHAYNHpaHaTta oT ADP arperaips
Ha TPOMOOILIUTHTE.

Epexmu evpxy oxomo:

Yuuknoden 0,1 % xankg 3a OuM ce HM3NOM3BA 33 HECNEUUPHYHO JIEYCHHME Ha
BBINANMTEAHN TIPOIECH Ha TNpejHWs O4YeH CEIMEHT M Ha CBbCTOSHMS, CBBP3AHH C
MEXAHHYHO YBpekAaHe (TpaBMa, XMPYpPrHiHH H JIa3ePHH HHTEPBEHIIUH) WIH AJICPryA.

B ounuTe CTpyKTYpH AuknodeHak unxulupa CUHTE3a HA NpOCTAriaHiduy, MUrpaluara
Ha NOJUMOP(HHUTE JEBKOUMTH KM 061acTra Ha KJICTBYHOTO YBpPEXKAaHE, & Taka ChIlo
MOTHCKA KOpHeaNHaTa HeoBacKynapusauus. KopHeanHata peenHIcausaliys HE ce
nopnuABa. Ilpuemanero Ha aukiodeHak HAMa 3abeneKHM €(PeKT BbpXy BBTPEOHHOTO
nansArade. JuxnodeHak HaTpuii, BbBeAcH Npelld XUpYPruyHa HHTePBSHIMA ITIOTHCKA Ype3
MEXMOHpaHe Ha NpOCTArNaHIWHOBUA CHHTE3 Da3sBHTHETO Ha MHO3a, NPEIU3BHKaHA OT
OAPEKTHOTO JEHCTBHE HA MNPOCTATNIAHAMHHMTE BBPXY COHHKTEpa Ha Manuiara. Cnen
omepaliHs Ha KATApaKkTa MIH Clei BHTPEOYHO MMIUTAHTHpaHE HA jewa, AUKnodeHak
HaMalsiBa YeCcToTaTa Ha Bb3HUKBAHE Ha UCTOMAHA MaKyJjlapHa €aeMa.

Yauknoded 0,1% cpabpika MHKIoAeKcTpHH (CD), XMAPOKCHIIPONHIOeTALHKIOACKCTPHH.
[[uknogeKCTpUHHTE NOBUUIABAT BOAHATA Pa3TBOPHMOCT Ha HAKOH JHOQHIHK,
BOZOHEPA3TBOPUMH NeKapcTBeHM BemecTBa. Ilpeanonara ce, ye CD Hrpadr pondATa Ha




HocHTeN Ha xuapodoSHUTE NeKapcTBeHH MOJIEKYIH B pa3TBOpa H CroMarar 3a TIXHOTO
TPAHCMOPTMPANE BHPXY NOBLPXHOCTTa Ha GnonornunnTe MemOpan.

5.2 @apMaKOKHHETHYHH CBOHCTBA

Cnes nepopajHO NpHIOKeHHEe JuKIodeHax 6Bp30 ¥ HaMBIHO ce abcopbupa OT racTpo-
MHTECTHHAIHMS TPAKT, KaTo AOCTHIa MaKCHMMalHa IUla3MeHa KOHUEHTpauus cael 2-3
qaca.

Criopel KJIMHUYHUA OMHMT IOKAJIHOTO NpHIarade Ha HeCTCPOHIHH NPOTHBOBBINANHTCIHH
CpeaCcTBa H3KIIOYBa NOABATA HA PEaKLMsA OT CTpaHa Ha raCTpO-HHTECTHHANHHS TPAKT.
JlokanuoTO  TpHnaraHe Ha  WHXAOWTOpPH HA  OPOCTArNaHAMHOBHA  CHHTE3
KOHIOHKTHBAJIHATA TOPOMYKA Ce BIMAE OT BHCOKHA Npar Ha XeMaTOOKy/ApHarta OapHepa.
3a ga GbAe yiecHEHO NpeHacAHETO Npe3 Tasd OapHepa W ¢THOBPEMEHHO C TOBa JAa Ce
YBEJIHYM KOHUCHTPALHATA HA AKTHBHO BELIECTRBO BbB BHTPCUIHATE CTPYKTYPH Ha OKOTO,
NPH OYHUTE MPOAYKTH C€ H3MOJI3BAT NOBbPXHOCTHOAKTHBHH BELIECTBA, KOHTO B CBHIIOTO
BpEME OCHUTypABAT MHMKpoOHa 3aiura (OeH3auKoHMEB Xnopup). llpH Xxopa He ©
W3CNEIBaHa KMHETHKaTa Ha AuKnodeHak B YHukIodeH 0,1 %.

5.3 HpeaxkJTUHAYRHE JaHHHA 33 DezomacHoOCT

UscneapaHus BBPXY PENpOAYKTHBHATA TOKCHYHOCT Ha »XMBOTHM HE HAMMPAT MOBHLUCH
pHck 3a deryca. LieneHacoueHH KOHTPOJMPAHW KNMHWYHE HaOMONeHns Ha OpeMenHn
KeHH He ca nmpaeeHH. IIpH npueMaHe HA NPOAYKTa B TPETaTa TPETHHA Ha OpeMEHHOCTTaA
CBILIECTBYBA PHUCK OT [PEXIEBpEMEHHO 3aTBapaHa Ha JIykTyc apTrepuo3yCc U NOTHCKAHE Ha
MAaTOUHHTE KOHTPAKUMM HipH paKIaHe.

6. PAPMAIIEBTHYHU JAHHH
6.1 CnuchK Ha NOMOIMHHTE BEIIECTBA
bopHa KHcenuHa

bopakc

IIponuneHrMMKoNn
XUAPOKCHNIPONUIOETaIEKC

Junarpues egerar

bensankoHMes Xnopun

Boaa 3a HHXKEeKHHH

6.2 HecnBMecTHMOCTH

Henpumoxumo

6.3 Cpok Ha rogHocrt

B HenospeacHa W HEOTBOpPEHA ONAKOBKA: 2 rOAMHU
Cnen IBpBOTO OTBApAHE: 28 nHH

6.4 CoenHaaHi yCAOBHSA HA ¢hbXpaHenue

Ta ce cuxpangBa nog 25° C. Jla He ce 3aMpa3siBa.




6.5 Bua v chabpKaHne HA ONMAKOBKATA

[Honvetunenosa OyTHIKA ¢ KalmKOMEpP, NOMUNPONHICHOB2 Kanavka ¢ MOJHIPONHICHOB
NpLCTEH. DYTHWIIKHMTE €a ONAKOBaHH B KapTOHEHW KYTHH 3aeHO ¢ WH(pOpMaihi 3a
ManyeHTa.

KonuuecTso B eana onakoska: 1x10 mi, 1x5 ml.

He BcHuKH BHAOBE ONAKOBKM MOTaT sa GhaT NycHaTH B mpojaxoa.

6.6 Cnenmajany npeJnasHH MEPKH IIPH HIXBLPAsSHE H padora

IIpn oTBapsHe MPOAYKTa € FOTOB 3a BBHIIHO NpHioxeHHe. OTBHHTBA ce NMpEAnasHaTa
Kamayka, 3aBbpTa ¢e ¢i1abo riasata Ha OyTHIKaTa B IIOCOKA, OOpaTHA Ha 4aCOBHHKOBATA
cTpeiika, oOphima ce OyTwikara ¢ ABHOTO Harope M 4pe3 HATHCKaHe CC HaKanpar
npeAnMcanuTe Opoii KKK B KOHIOHKTHBaNHaTa TopOHyka. [1o BpeMe Ha NprUIIaraHeTo He
6MBa A4 Ce JOKOCBAaT OKOTO WM BexauTe. Hakpag ce npenopbypa na €€ 3aBHHTH
Kanaykata 3/paBo, 3a [Ja C¢ NpeJOTBPATH CBEHTYaJHO 3aMbPCABAHE. byrunkara ce
ChXPaHSABA BHB BEPTHKAHA TIO3ULIHSL.

7. MPUTEMXKATEJI HA PASPIIEHMETO 3A YIIOTPEBA

UNIMED PHARMA, Lid.
Orieskova 11, 8§21 0S5 Bratislava
CrnoBakus

8. HOMEP HA PA3PEIIEHHMETO 3A YIIOTPEBA

Perucrpauponer Ne 20011114

9, JIATA HA IThPBO PA3PEHIABAHE/MOAHOBABAHE HA PASPEHIEHHETO 3A
YIOTPEBA

Hara #a nupBo paspemasade 14.11.2001;
JNara Ha nogHoBaABaHe 12.04.2007

10. MATA HA AKTYAJHIUPAHE HA TEKCTA
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