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1. HME HA JEKAPCTBEHHSA ITIPOAYKT

TAFLOTAN 15 muxporpama/ml kanku 3a 094, pa3TBOp, €IHOXO3

2, KAYECTBEH H KOJIMUECTBEH CBCTAB
Enun ml kanky 3a oun, pasteop, CeABpPXa 15 MHKporpaMa Tad1yIpocT.

Exna eqnomo3ona onaxoska (0,3 ml) xanku 3a oun, pasTeop, ¢haAbpxa 4,5 MEKporpaMa TadIynpocT.

3a MBJIIHUA CITUCHK HA MOMOIIHHTE BENIECTBA, BHXKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Kanku 3a o4y, pasTBOp, €AHOA030Ba ONTAKOBKA (KAKH 32 O4H).

bucTep, 6e3uBETEH pas3TBOP.

4. KIHMHAYHHA JAHHH

4.1 TepaneBTHYHM NOKA3ZAHHNA

HamangsaHe Ha TOBUIIEHOTC BFTPEOYHO HAIATAHE IIPH OTKPUTOBIBAHA NIAYKOMA U O4YHA
XUTIEPTEH3UA.

Karo MOHOTCpAIIUA TP NNAalJHCHTH!

o Kowurto 6¥xa HManu 1moJjza oT Kanku 3a ouu 6e3 KOHCepBaHTH
¢ HenocTaThYHO NOBNMUABALIN CE€ OT I'bPBOHAYANHOTO JIEYEHHE

O HPOHBHBHJ].[H HECNMOHOCHMOCT KbM INBPBROHAYATHOTO NCUCHHUC UK HaMHpalllu CC B CbCTOAHHE, ITPH
KOETO ITbPBOHAYAITHOTO JICYCHHE € TIPOTHBONOKA3aHO.

Kato nponsnHeHue npu nedeHue ¢ feta 6nokepn.

4.2 J03MpOBKa H HAYHH HA NPHJIOKEHHE

HOBH POBKa

[IpenoprunTentHaTa fo3a € egHa xarka TAFLOTAN B KOHIOHKTHBATHHA CaK Ha 3aCE€rHATOTO OKO (04M)
BEIHBXK JIHEBHO BEYep.

Jla He ce NnpuJiara 1no-4eCcTo OT BEAHbX JHEBHO, TBH KATO NO-YECTOTO [IPUJIOXKCHUEC MOXE [1a oTcnadbu
ECIJEKTB. Ha MMOHH)XaBaHE Ha BETPCOYHOTO HaNATaHE.

3a eqHoKpaTHa ynoTpeba, ¢1Ha OITakoBXa € JOCTATHUHA 3a IeYeHHe U Ha JBeTe ouH. Beekn
HEH3MOJI3BaH pa3TBOp TpAOBa fa ce U3XBBPIM BegHara cjie]] yaorpeda.

Yrnorpeba npu Bb3pacTHM:
He ce Hanara nmpoMsaHa Ha A034Ta NpH BB3PaCTHY [TALIMEHTH.

Yrnorpeba npy _Jera ¥ FOHOLIH:

Vrnotpebata Ha TaduTynIpocT He ce IpenopruBa MpK Jena uiy wHouw noa 18 ro
MOpAIH JIUIICA Ha IaHHU 32 6e3011aCHOCT U epUKACHOCT.

Ynotpeda npH 0b0peyHa/MepHoapobHa HETOCTATEYHOCT
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Santen Oy

Tafluprost SD

Tadnaynpoct He e npoyyieH npy nauueHTH ¢ 6s0peyHa/uepHoPoOHA HENOCTATHYHOCT K 3aTOBA
TpaOBa Za ¢c¢ mpunara ¢ MOBULIEHO BHUMaHHWe MTPYU TaKWBa NaIlHeHTH,

MeTo[1 Ha IpUIaraye

3a Ja ce HaMaTM PMCKHT OT NOTHEMHSBAHE Ha KOXKaTa Ha Kjlenaya, nanueHTuTe TpaodBa na u3bbpeear

U3TUIIHES PA3TBOP OT Koxkarta. KakTo npy BCUYKY APYTU KanKH 32 O4H, Ce NIPENOoPhYBa 3aTBapAHE Ha
HOCOBO-C/Ib3HHA KaHAN WK HEXHO 3aTBApAHE Ha Kenava cliell mpunaraHe. Toea MOoXe J1a HaManu
cucTeMHaTa abcopOLMd Ha NEKAapCTBEHU IIPOAYKTH, IpUIIaraHy Ipe3 OKOTO.

AKO ¢e H3TOJI3Ba MTOBEYE OT eXHH JIOKAIEH O(PTANMOIIOTHUEH IEKAPCTBEH NPOAYKT, BCEKH eIUH
Tpa6Ba Jla Ce NIpuara ¢ oHe 5 MUHYTH pa3iiHKa.

4.3 IIpoTHBONIOKA3aHHA

CBpEXYYBCTBUTEIHOCT KbM Ta(IynpOCT MITH HAKOE OT NOMOLIHATE BEILECTBA.
4.4 CrneumaJHu NpeIyNpeXACHAS H MPeANA3HH MepKH NPH ynoTpeda

[Ipenu [a sanoude JeUeHHETO, AllMeHTUTE TpsaOBa Na 6baT HHGOPMHPAHY 38 BE3MOXKHOCT OT
pacTex Ha MHINIUTE, IOTHMHABAHE Ha KOXATa Ha KNenada ¥ NOBUILIeHa MUrMEeHTalus Ha HpUca.

Hskon 0T Te3d NPOMEHM MOraT fa 6baT NOCTOAHHM H MOTaT JIa JOBEAAT A0 PasInKH BbB BHHIIHAA
BHJ Ha ABETE OYH, KOTaTO CaMO €HOTO OKO € JIEKYBaHO.

[IpoMsHATA B [TUFMEHTALIMATA HA HpHUca HACTHITBA 6aBHO M MOXKe J1a He e 3a0enexnuma Nnpey 1a

H3MHUHAT HAKONKO Mecena. [IpoMaHATA B LIBeTa HA OKOTO ¢e Habmoaasa MpeIMMHO MPH MaLHCHTH C
HPHCH ChC CMECEHM IIBETOBE, HANPUMED CHHBO-Ka(AB, CHBO-KadsB, XbATO-Ka(AB N 3eNeHO-KadB.
PHCKBT OT JJOXMBOTHA Pa3/IMKa B LIBETA Ha OUMTE B CIIyYau Ha JICUEHHE HA €JHOTO OKO € OUYCBHIIEH.

HsMa onuT ¢ TadMyIpocT IPH HEOBACKYJAPHA, 3aKPHTOBI'BHA, TACHOBI'BIHA WIH KOHI€HUTAIHA

rnaykoMa. iMa orpaHnueHy HaGnoXeHNs Ha TadyIpocT MPH MAUMEHTH ¢ aakus 1 NPy MUTMECHTHA
WY NceBAoeKCPONMATUBHA rayKoMa.

[IpenopsuBa ce TadIynpocT Aa ¢e NpHNara ¢ BHAMaHYe NPy NaldeHTH ¢ ahakud, ncesfoadakuiHu
MANMEHTH ¢ Pa3KbCaHa 3a/Ha JielHa Kalcyna WM ¢ UMIUTAHTHPAHH IPEAHOKaMEPHH JIELIHM, HITH [1pH
NALMEHTH C M3BECTHH PUCKOBU HAKTOPH 34 KNCTO3EH MAKYJIEH OTOK MM HPHUT/YBEUT.

HaMa HaJM4YeH OMUT OT TEpanud NpH NalMEHTH C Texxka acTMa. ITopaay ToBa Te3d NMaLUMEHTH TpAdBa
Ila ce JIeKyBaT ¢ TIOBUIIEHO BHUMAKMUE,

4.5 B3aumogeiicTBHe ¢ APYIH NEKAPCTBEHH NPOAYKTH H APYTHM (OPMH Ha B3AaUMOJEHCTBHE

He ce ouaxBart B3aMMOACHCTRHA C APYTH JIEKapcTBa NpPH X0pa, T KaTo KOHICHTPALMHTE Ha
TadyIpPOCT B OPraHN3Ma ca U3KMIOYUTETHO HUCKH CIe/ NpHioxenye B ouuTe. 110 Tash npryumMHa He
¢ca W3BBPILBAHH NPOYYBAHMS ¢ TAQITYIIPOCT 3a cIeNMGHIHY B3aUMOACHCTBUA ¢ APYTH JICKAPCTBEHU
MPOXYKTH.

B xnHHUYHN IpOYyYBaHHS TadIyIPOCT € NpUIaraH €AHOBPEMEHHO C THMOJIO] 0e3 JoKa3zaTencrTaa 3a
B3aHUMOJCHCTRBHUE.

4.6 DBpeMeHHOCT K KbpPMEHE

Kenu ¢ JleTepolieH NOTeHMA/ KOHTPALIETIIHA

bpeMeHHOCT
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Tafluprost SD

Hsama focratbiHO JanHu 3a ynorpebata Ha Taduiynpoct npu Gpemenny xenu. TadnynpocT oka3ea
BpeAHO (apMaKOJIOrHIHO BE3ACHCTBUE BbpXY GpeMEHHOCTTa, H/HIH deTyca/HOBOPOAEHOTO AeTe.
ITpoy4yBaHHATa P )XMBOTHM 110Ka3BaT PETPOIYKTHBHA TOKCHIHOCT (BX. 5.3). ITo Tasu npuunHa,
TAFLOTAN He Tp#0Ba na ce H3no;138a IMpH GpeMEHHOCT, OCBEH B ClTyYaif Ha KaTeropuyHa
HeOOXOMUMOCT (B CITyvaii 4e HiMa APYId BH3MOXHOCTH 32 JICYEHHE),

KbpMeHe

He e sicHO nanu Tadmynpoct ce oTaena B MalfyMHOTO MIAKO Ipu xopa. [Tpoy4uBane NpH [UTEXOBE €

oKa3ano oTAeNsHe Ha TaGIyNpocT B MAHYHHOTO MIIAKO CeJl IOKATHO MPANIOKEHHE (BUXK TOYKA 5.3).
[lo Ta3u npuumHa, TadirynpocTt He Tps6Ba Ia ce pUNara Mo BpeMe HA KbPMEHe.

4.7 EdexTH BbpPXy cnoco6HocTTa 32 modupane ¥ pabora ¢ MamuHN

TagnynpocT He MoBIHUABA COCOBHOCTTA 32 modupaHe ¥ paGoTa ¢ MamHKu. KakTo NMpH BEAKO
JIEYEHUE HA OUNTE, AKO IIPH NOCTABAHE C€ [I0ABN KPATKOTPAlHO 3aMBIJIABaHEe HA NOrneaa DaluesThT
TpaA0Ba a H3Yaka 3peHHETO My Ja ce NIPOSCHU NpeaH Aa odupa UK Ja paboTH ¢ MaIUHHH.

4.8 Hexenann JeKapcTBeHH peaKIHH

B xinHnvHY npoyuBaHus, Han 1200 namuenTa ca nexyBanu ¢ TaduynpocT, KAKTO KATO MOHOTEpaHs
TakKa U KaTO ChIBTCTBAIA Tepanya KbM Tamonon 0,5 %. Hali-uecto poxnajBaHaTa HeXeNana peakiud,
CBEpP3aHa ¢ ICUSHUETO, € OYHA XHNepeMHus. T4 HacTHNBA Npu npubnusuteiaHo 13 % oT naiueHTHTE,
y4YacTBALiM B KIIMHUYHUTE npoy4BaHus ¢ Tadpnynpoct B Erpona n CAIILl. B noeevero ciyuau ¢ Ouna

JieKa ¥ € JoBeNa A0 CIHpaHe Ha JIeUueHKeTo 11pH cpegHo 0,4 % ot nmauueHTHTe, YyIacTBAly B
OCHOBHUTE [IPOYYBAHHKA.

CreHUTE HEeKENTaHH peakiiuM, CBbP3AHYU C JISYEHHETO, ca JOKJIAABAHH N0 BPEME Ha KIMHHYHH
H3NUTBaHKA ¢ Tagmynpoct B EBpona u CAIll cnex MakcuManHo npogbnkeHye ot 12 Meceua:

[1py BCAKO rpynupane B 3aBUCHMOCT OT YECTOTATA, HEXENIAHUTE JIEKAPCTBEHH PEeakiuy ce Uu3Gpospar
B HE3XOZALI pel 0 OTHOMEHHE Ha TAXHATA 4eCTOTA.

HapyineHus Ha o4UTE

Muoro yectu (>1/10): KoHronkTuBanHa/oyHa XunepemMud

Yectu (>1/100 no <1/10): cppbex B OUHTe, BhINANEHUE HA OYUTE, OONTKA B OYUTE, UISMEHEHHUY B
MUDIIUTE (YBEIHYEHA Ab/KUHa, AebennHa i 6poif), CyxoTa B OKOTO, IPOMSHA B HBETA HA MUTTIHTE,
ycellaHe 3a 4y XXA0 TAJIO B OKOTO, €PHTEMA Ha KIeNaya, 3aMbBIJIeHO 3peHHE, [TIOBUILIEHO CIIb300TAENAHE,

NIHTMCHTALIMA HA KJIera4ya, CeKpellud OT OKOTO, HAMAaJICHA 3pHTeNHa OCTpOTa, GoTodobus, 0TOK Ha
KIeftaya ¥ IOBHIIEHA NHIMEHTAIUS Ha HpHUca.

Hewectn (=1/1000 no <1/100): nosspxHocTen ToskoBuaeH Kepatut (I1TK), acreHonus, otox Ha
KOHIOHKTHBATa, Onedapur, oueH quckoMmdopt, nonoxurencH THHRAN B NpegHaTa KaMepa,

KOHIOHKTHBaJIHH (l]DJIHKyJ'IH, AJICPIrH4€H KOHKOHKTHBHT, HAJIMYHE HA KIICTKH B TCHYHOCTTA HA NIPEAHATA
KaMeEpad, KOHIOHKTUBa/THA MUIMCHTAIINA ¥ aHOPMAa/IHO YCCIMaHe B OKOTO.

HapyweHnud Ha HEpBHATA CHCTEMA

Yectu (=1/100 no <1/10): rnapobonue

HapymeHnus Ha KOXaTa ¥ HOAKOXHATA ThKaH

Hexvectu (=1/1000 go <1/100): Xuneprpuxosa Ha xienava

4.9 Ipenosupane
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Tafluprost 5D

Hsma manny 3a ciydau Ha npegosupade. llpeo3upaHeTo € MaJIKO BEPOATHO A3 HACTBITN ClIeR
[IpUnaralHe B OKOTO.

JledeHHeTo [IpHU NNpeJOo3dpade CcaABa Ja 5'&,[[3 CHMIITOMATHYHO.

5. ©OAPMAKOJOI'NMYHHU CBOUCTBA

5.1 PapMakoaAHHAMHYHUA CBOHCTBA

dapmakoTepaneBTHYHA IpyIa: AHTUITIAYKOMHH MTPOXYKTH H MHOTHIIH, AaHAJIO3H Ha pocTarian/nya

ATC xona: SO1EEQ5

MexaHu3bM Ha JEUCTBUE

Tadynpoct e dnyopupaH aHanor Ha nmpoctarnalauH Fy, TadmynpocT kucenuna, buonoruyHo
aKTUBHUAT META00IUT Ha TA(NyNpPOCT, € MHOIO MOILEH U CENIEKTHBEH aHTAMOHMUCT Ha YOBEIIKUA
npoctranoug FP penentop. TadaynpocT xucennHa uMa 12 eTH no-sucok agunuTeT 3a FP peuenropa
OTKONKOTO NaTtaHonpoct. PapMakoAWHAMIIHHTE IPOYYBAHUS IIPH MaHMYHM [10Ka3BarT, 4¢é

TaNypOCT HAMANABA BLTPEOYHOTO HANATaHE KaTO YBENMYasa OTTHMaHETO Ha BBTPEOYHATA TEIHOCT
Npe3 YBEOCKIIEPATHKTE [IBTUILA.

Ki1uHuyHY eDeKTH BHPXY BETPEQUHOTO HANATAHE
HaManeHHeTo Ha RETPEOYHOTO HANAraHe 3anoYyBa Mexay 2 U 4 4aca clieJl NbPBOHAYAITHOTO

NpUATaHe 1 MAKCUMANHUAT eeKT ce MOCTHTa Ha 0KoJo 12 vac ¢iel HakansaHeTo. Epekra
NpoAkDKaBa nnoHe 24 yaca. OCHOBHUTE H3CNEBAHHS CBC CHCTAB, CHAbpXKALl TadIyNpOCT U
KOHCEPBAHT GEH3aNKOHHER XJIOPHJ, Ca JeMOHCTPHpANY, 9e TagaynpocT € eeKTHBEH KaTo
MOHOTEPAIHA W HMa JAONBIHUTENCH eQeKT, KOT4aTO Ce TIpHIiara KaTo ChIFbTCTBALlA Tepallii KbM
TAMoNon. B 6-MeceuHo npoy4rane TaGaynpocT Mokasa 3HauuTeNeH edekT Ha moHnxkasane Ha BOH ¢
6 1o 8 mmHg B pa3sTHYHK MOMEHTH TIpe3 ACHA B cpaBHeHHE cbC 7 10 9 mmHg npu naranonpoct. Bre
BTOPOTO 6-MECeYHO KIMHWYHO NpoyuBaHe, Tadmynpoct Hamangsa BOH ¢ 5 o 7 mmkilg B cpapHeHue
¢ 4 no 6 mmHg npu TMMonon. EdexTsT Ha Hamansasane Ha BOH Ha Tadurynpoct ¢e noaabpxka B
NPOIBLIDKEHNETO HA Te3U NpOoyYBaHuA Ao 12 mecena. B 6-CeIMUYHO NpOyyBaHe €QEeKTHT Ha
HamanasaHe Ha BOH ot taduynpocT e ¢paBHEH ChC CBOSA HOCHUTEN KOTaTo Ce U3NON3Ba B JOMBJIHHHC
KBM THMOJIOJ. B cpaBHEHVeE ¢ OCHOBHATE CTOMHOCTH (M3MEPEHH CIIe 4-CeIMUYHO JICIEHHE C
TUMONON), IONbIHUTENHNTE edekTH Ha HaMangsaHe Ha BOH ca 5 10 6 mmHg B rpynata Timonon-
tadnynpoct 1 3 10 4 mmHg B rpynara TUMonon-npeRocHTeN. TadrynpocT ¢ U 6e3 KOHCEPBAHTH

MoXa3Ba cXo/eH edexT Ha Hamanaeare Ha BOH c Hax 5 mmHg B Manko KpbhCTOCaHO Ipoy4BaHe ¢ 4-
CeIMUYEH [IEPUOJ HA TeUeHHE.

Bropuuna ¢apmakogHHaMHKa
Koraro 3aiiuu ca nekysau 4 ceqmuiy ¢ tadurynpoct 0,0015 % odranMonoraieH pa3sTBop BEAHDBK

JIHEBHO, KPBBHUAT MOTOK KBM MPEAHaTa YacT Ha 3PUTEITHUS HEPB, H3IMEPCH C JIa3cpeH dbnoyrpad, Ha
IHU 14 1 28 e 3HAYUTETHO IOBUILICH B CPABHEHHE C OCHOBHOTO HHMBO.

5.2 <PapMakOKHHETHYHH CBOHCTBA

Crieq O4HO NPUIOKEHHUE BEJHBX JHEBHO HA eJHA Kallka OT KaIkH 3a 04H ¢ Tagaynpoct 0,0015 % be3
KOHCEPBAHTH B €JHOLO30BA OTIAKOBKA Ha JIRETE OYM 3a 8 JHH, INIA3MEHHTE KOHIEHTPallMK €a HUCKH U
MMAT NOX00HHK nMpoduny Ha AHH 1 1 8. ITnasMEHHTS KOHIEHTPALIMY JOCTUTaT MUK Ha JACCCT
MHMHYTA ClieJ] NpUarade Ha J03aTa ¥ Cnajar o/ Hai-HUCKATa rpaHHla 3a OTKPUBAHE
npeaAr U3MHUHABAHE Ha SAWH Yac OT MPHJIAraHeTO Ha 03aTa. CpeHUTe CTORHOCTH 32
pg/ml) 1 AUCq.1,4(394.3 1 431.9 pg*min/ml} ca CXORHH npe3 THH 1 u 8, mokazgai
cTabUIHA KOHLEHTpAI[MA HA JIEKAPCTBOTO [Ipe3 NBpBaTa CeAMHIA HA OYHOTO NIPUJIO

OTKPUTH CTATHCTHYECKH 3HAUMMY PA3/IUKH B CHCTEMHATA DHOHATMYHOCT MEXIY ChETaB
KOHCEpPBaHTH.

s
¢ oa -“H""'
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B npoyuBaHe ¢h¢ 3aitiy, abcopOumaTta Ha TadnynpocT BbB BETPEOYHATA TEYHOCT € CPABHUMA CIIe)

eANHUYHO HaKarnBaHe B OYHTE Ha odTanMonoru4deH pa3teop Ha Tadaynpoct 0,0015 % ¢ unu 6es3
KOHCEPBaHTH.

[Tpu MaliMyHH, HAMa crIelpHUHO paslipe/ieieHUe Ha pafuoMapkupaH TagIynpocT B HpHca K
PECHUYECTOTO TANMO WM XOPHOAEATA BIUTIOUHTENIHO NATMEHTHHA eNUTEN HAa PETUHATA, KOETO
Mpeanonara HUCkK apMHUTET KbM MeJIaHHHA.

['maBHUAT MeTabOMUTEH NBT HA TadAYITPOCT MPH XOpa € XUAponu3aTa Ha TadpaypoCT KUCEIHHA U
nocneasamoro bera-oKucieHne 10 GapMakonorvyHo HeaktueHa 1,2-nquuop U 1,2,3,4-TeTpanop
TaQIynpocT KUCEIHMHY, KOUTO MOTaT Ja 6p1aT NIIOXYPOHUPAHH UM XUIAPOKCHIIMpany. EH3UMHaTa
cucteMa Ha L{utoxpom P450 (CYP) He e BIOYEHA B MeTaboTH3Ma Ha TaQIynpocT KUCENTUHa.

5.3 [peaxnuHuYHM JaHHHU 32 0e30MacHOCT

HewmmuauyrnTe JaHAKH HE MoKas3BaT 0c00eH PUCK 3a XopaTa Ha 6a3a Ha KOHBEHIHOHATHHTE
dbapMaKOoIOTHYHH U3NUTBAHUA 3a 0€30MIaCHOCT, TOKCUYHOCT MpH MHOTOKPaTHO NpHIaraHe,
FeHOTOKCHYHOCT U KapuuHoreHeH noreHuuan. Kaxro u npu apyrs PGF2 aroHHCTH, MHOTOKPATHOTO

OYHO TIpHJIaraHe Ha TaQIyNpocT MpH MaliMyHN Ch3AaBa HeOOpaTUMU ePeKTH BhPXY NUIMEHTAIAATA
HA UpUCA U 00paTUMO yronemsBaHe Ha KIENMaYyHATa UETKa.

TToBMIIEHO CHKpAINEHHE HA MYCKYJIMTE Ha MAaTKaTa Ha IUTbX ¥ 3aeK ce Habmonasa in vifro npu
KOHIICHTpAUHH Ha TahIynpocT kucenrHa npesymasamy 4 1o 40 msTH, CHOTBETHO MAKCHMATHHTE
TJIa3MEHH KOHNEHTPAUH Ha TadQIypocT KUCEIMHA NIpH XopaTa. Y TEpOTOHKYHATA aKTHBHOCT Ha
TaIyIpOCT HE € U3CNeABaHA MIPU IPENapaTH OT YOBENIKa MaTKa.

[TpoBeneHO € MpOoyYBaHe 3a PerpoAyKTHBHATA TOKCHYHOCT NIPU IITBX M 336K ¢ HHTPaBEHO3HO
npunoxenye. IIpy mrbxose He ce HabnrozaBaT HeXXeNaH! JISKapCTBEHU peaklud BBPXY
(NOJOBUTOCTTA WY PAHHOTO Pa3sBUTHE HA eMOPHOHKTE NTPH M3araHe Ha opranusma Ha Hax 12 000

ITbTH MAKCHMATHOTO KJIMHHYHO H3jiaraHe Bb3 0CHOBA Ha C,, WIH [IoBeYe OT 75 NbTH BH3 OCHOBA Ha
AUC.

B KOHBEHLIHOHATHHTE NPOYYBAHKA 32 eMOpHO-(eTanHO pasBUTHE, Ta(IypoCT MPUYHHABA
HaMalgBaHE HA TErNaTa Ha 3apOo/IUIINTe M yBeIu4asa 3arybure cne uMmantanus. Tadympoct
yBeJIMYaBa Pa3npOCTPAHEHUETO HA CKEJICTHN aHOMAJIHH IIPH ILTBXOBE KAKTO H pasnpoCTpaHEHHETO Ha

yepenHu, MO3BYHH Y rpbOHAYHH MandopMauuil npH 3aiiuy. B npoy4saHeTo cbC 3aHIH, JIa3MEHUTE
HHBa Ha TAQIYTIPOCT ¥ HErOBUTE METAOONMTH ca IT0J HUBATA 32 KOJINYECTBEHO ONPEACISHE.

B npoyYBaHETO 3a npe- U MOCTHATATHOTO Pa3BUTHE NP MILXO0BE, e HabmoNaBa yBelInuaBaHe
CMBLPTHOCT HA HOBOPOAEHHUTE, MOHMKEHO TEIVIO TIPU PaXkAaaHe N 3aDaBeHO pa3TBapsAHE Ha yuIHaTa
MK/A NIPU TIOTOMCTBOTO MPH A03K TadmynpocT nopeve oT 20 bTH CHPAMO KIHHUYHATA 1032,

ExcriepMMEHTHTE MIPH TTHXOBE ¢ PATMOMapKHpaH Tarynpoct mokassar, 4e okoio 0,1 % ot sokanno
MPHUNOKEHNUTE HO3M B OYMTE MPEMHHABAT B MIAKOTO. Thil KaTO MOMYKUBOTET HA AKTHBHHSA METabONHT

(TadIynPOCT KMCENHMHA) B MJ1a3MaTa € MHOTO KbC (He ce OTKpHBa cael 30 MUHyTH NpH Xopa)
NOBEYETO OT PAMOAKTHBHOCTTA BEPOSTHO MMPEACTaBs MeTabONIUTH ¢ HUCKA MM Oe3 papMakoIoruyHa

aKTUBHOCT. B3 OCHOBRA Ha MeTabONMM3Ma Ha AEKapCTBOTO U IIPHPOAHHUTE IIPDCLCTAlJIaHAMHA, OpajlHaTta
OMOHATIWYHOCT ¢€ O4aKBa a € MHOTIO HHUCKA.

6. PAPMAIIEBTUYHH JAHHHU

6.1 CCnuchK HA MOMOIIHUTE BEINECTBA

I nyuuepuH
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Hartpues quxuaporesed dgochar nuxuapar
HUHAaTpUeB eneTar
[Tonmucopbar 80

CoNHa KUcenuHa Wy HaTPHEB XWAPOKCH], 3a peryanpade Ha pH
Bona 3a uHxeknuu

6.2 HecLBMeCTHMOCTH

Henpumoxumo

6.3 Cpoxk Ha roguoct

2 TOOUHW,.
Cnexn mepBOTO OTBapsAHE Ha TINKYETO: 28 MHU.

0.4 Cneunnajanu yc/oBHS Ha ChbXpaHEHHE

Ha ce ¢cbxpanssa B xnaguiHuk (2°C — 8°C)
Crnen oTBapsiHe Ha TIAHKYETO!

e (CeXxpaHsBaiiTe €eXHOJO3OBHTE OMAKOBKN B OPUTMHANHOTO [THKYE
e Jla He ce cnxpaHaBa Haj 25°C

* M3xpbpnere oTBOpEHATa €JHO030BA ONMAKOBKA ¢ KAKBBTO ¥ J1a € OCTaBalll pa3TBOp BeXHAra
caen ynotpeba.

6.5 laHHH 33 OMIAKOBKATA

EQHOZI030BH ONAKOBKH OT MONMETHNCH ¢ HUcka mkTHOCT (HIITIE), omakoBanu B rmmkue. Beaka
€AHONO30Ba OTIaKOBKa HMa 00eM Ha HanbiBane 0,3 ml ¥ BBB BCAKO AIHKYE UMa | 0 OMTAKOBKH. .

Hanuusn ca cnegHuTe pasMepH Ha onakoBkuTe: 30 x 0,3 ml eqHono30BH omakorku ¥ 90 x 0,3 ml
eIHOO30BH OIMAKOBKH.

He BciKHM BHIOBE ONAKOBKH MOTAT Ja ObIaT mycHATH B npoaakoa.

6.6 CpenuayTay NpeanasHu MepKH NPH H3XBLPIASHE

Hsama cneumasay N3NCKBaHMs.

7.  HPHTEXATEJ HA PAZPEIIIEHHETO 3A YIIOTPEBA

Santen Oy
Niittyhaankatu 20
33720 Tampere
DUuBNaHIug

8. HOMEP HA PASPEHIEHHUETO 3A YIIOTPEBA

[Ma ce norreiHyu CBErIacHO HANMOHAHATE H3UCKBAHHA]

9. JATA HA IIBPBO PASPEINABAHE/TIOJHOBSBAHE HA PA3PEIIIEH
YIIOTPEBA

<{AI/MMATTIT}> <{ A1 mecen I'TTT}>
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Santen Oy Tafluprost SD

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

{(MM/TTT?}
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