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4.2

N3NLIHNTENHA ATEHLIAR NO TEKAPCTBATA
KDRma xBPaTRODUGTTIE 48 NDOGYXMA - (DU eHUS 1

Kos Poz. Ne ,,ﬂ?‘//‘?a pe,.%

UME HA JEKAPCTBEHUS IPOAYKT

FEFR FERF reapafpigkpghgpirpi FdRkigrdwrrirs

Jlataconr 0,005 % xanku 3a 04M, pasTBOp
Latasopt 0,005 % eye drops, solution

KAYECTBEH U KOJIMMECTBEH CHCTAB
Becexu mumnnutep cpaepka 0,05 mg natanonpoct(latanoprost).

[loMoOlLHHM BeNIeCTRA;
OEH3aJIKOHHER XJTOPUT 0,2 mg

34 TBJIHUA CIIMCBK HA NOMOWHUTE BEIECTBA BHKTE Touka 6.1.
JEKAPCTBEHA ©®OPMA

Kanku 3a ouu.
JlataconT ¢ crepunen, OUCTHp, OesuBeTeH pa3TBOpP, NPaKTHYECKU CBODOAEH OT BUAHMH YACTHIIH.

KJIMHAYHUA TAHHA

TepaneBTHYHN MOKA3ZAHHS

JlataconT e npeaHa3HaveH 3a HAMAJISIBAHE Ha ITOBHIIEHO BETPEOUHO HAJIAraHe IMPH IMALMEHTH C
OTKPUTOBI'BIHA [NIaYKOMA M O4YHA XMIIEPTEH3HA.

JlaraconT e NpeaHa3HAYCH 33 HAMAIABAHE Ha MOBHILIEHO BLTPEOYHO HAIAraHe HpU NMeAHATPHYHH
[TALMEHTH C MMOBUILIEHO BbTPECOYHO HANAraHe M NIayKoMa B J¢TCKa BB3pacT.

Jl03npoBKa H HAMHH HA NPHJIOKEHHE

H031poBKa/YECTOTA M BpEME HA IIPHIIONKEHHUE
I IpenopbYHTENIHOTO JIeHEHKE 3a BB3PACTHH € €/HAa KalKa B 3aCErHaToTo OKO (04YH) BEAHBK JAHEBHO.

Onrumaren edekt ce nocTura, ako Jlataconr ce npunara peuep.

[IpenoppunTennara no3a 3a NeJUaTPUYHHU NAalMEHTH € ChINATa KAKTO MPH BE3PACTHH, T.€. €1HA Karllka
B 3aCE€rHATOTO(MTE) OKO(OUN) BEAHBK JHERHO. (BXK. TOMKA 5.1)

AKo OBze ponycHaTa 1034, JICYEHHETO CAENRA A [IPOABLILKKA HOPMAIHO, C TIPUIOMKEHNE Ha
cleApalniara 03a.

KaKTo NMpH BCHYKH KankH 3a OUH, 34 Ja c€ HAMAJIM BH3MOKHATA CHCTEMHA abcopbuus, ce npenopruba
JIAKPUMAITHHAT cak ja Objae NpHTHCHAT 3a eHa MHHYTA BBB BbTPEUIHUA BI'BJT Ha OKOTO (TOYKOBO

3aTBapsHe). Tosa Tpsabpa 1a cc Hallparu BeHAra Ciej MPHIOKEHHE Ha BCAKA KarlKa.

KoHTakTHHTe newu TpsOBa 1a ce CRANAT NpeaH IPHUIOKEHHE Ha KAaNKUTE 34 OYH M MOrar Jia ce
MOCTaBAT OTHOBO clieg 15 MUHYTH. (BK. TOUKa 4.4).

JlaTaconTt Mo)ke 1a ce u3Mon3Ba €AHOBPEMEHHO C JIOKATHH O(MTAIMOJIONMYHM NEKAPCTBA OT APYTH

rpe3 HHTEPBal OT MMHUMYM MeT MHHYTH. 'gi‘f’*
Hozara ot JlataconT He TpsAOBa Ja NpeBUIIARA €AHOKpATHATA €XKeJHEBHA 10323, ThH AR
MPUNOKEHHS HAMATTABA SPEKTa OT HOHMW)KABAHE HA BLTPEOUYHOTO HAJIATAHE,

IPOAYKT 32 NOKATHO NPHJIOKEHNE B OYUTE, JICKAPCTBEHUTS NPOAYKTH TPsiOBa Aa 61:;[



HauyuH Ha npuioxeHue:
To3u tekapcTBeH NPOAYKT € 3a 04HO npunoxeHue, [Ipuiara ce B o4MTE, KAKTO ClI€/1Ba:
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|. OTBUHTETE Kanmaykara Ha OyTHIIKaTa.

2. C BbpXa Ha IPBCTUTE CH JIEKO U3ABPIANTE JIOJIHUA KJI€Nay Ha 3aCEerHaToTO OKO.

3. [lpuasrkeTe BbpXa Ha KankoMepa 6J1M30 10 OKOTO ¥ BHUMATEJIHO CTHCHETE Karkomepa

[IOCTaBETE CaMO €/1Ha Kallka B OKOTO.

4. 3aTBOopere OyTHIIKATa ¢ Kana4ykara.

AKO Bauusar siekap e npeanucal Apyru JeKapcTBa 3a MPUIOKEHHWE B OUMUTE, MpUiaraiTe ru npes

HHTEpPBaJl OT [TIOHE 5 MHUHYTH.

LonbaHurenna nHGopMaLMs 3a CrnelyaiHy MonyJIalHH:

bbOpeuHa/uepHopoOHA HETOCTATBYHOCT
HsaMa HallM4HM JaHHM.

[leanaTpuyHu nonyJsianuu

Kankure 3a oun JlaTacont Morar Ja ce U3ros3Bar rnpH rnegMaTpHYHH NalMEHTH ChC ChlllaTa
JO3UPOBKA, KAKTO MNPy Bb3pacTHU. HaMa HanuyHKM JlaHHU 3a HeloHOCeHH Oebera (pojieHHu npeau 36
recralldioHHa ceMuua). Jlanuure 3a Bp3pactoBata rpyna <l roauHa (4 madeHTH) ca MHOTO
OrpaHH4Y€eHH (BXK. TO4YKa S5.1).

IlanuenTH B cTap4ecka Bb3pacT
Jlo3ara e chbiaTa, KakTo NPH Bb3PacTHH.

4.3 IIporuBonoKa3zanus
[IpoTHBOMOKA3aH € MpH NaLMEeHTH ChC CBPBXYYBCTBUTEIHOCT KbM JIaTAHOIIPOCT WJIH KbM HSKOS OT
CbCTABKHMTE Ha JIEKapCTBOTO.

4.4 CnienHajHH NpeaynpexIeHns U NpeAna3Hi MEpKH IpH ynorpeba

JlaTaconT MoOxXe NMOCTENeHHO 1a Npeu3BHKa MPOMSHA B LIBETa HA OKOTO Ype3 yBe/HYaBaHe Ha
KOJIM4ECTBOTO Ha Ka(sABUA NMUIrMEHT B upHca. [Ipeau Ha3HayaBaHe Ha JICUEHUETO MaLIMEHTUTE TpsAOBa
fa Ob1aT HHPOPMHUPAHH 32 BB3MOXKHOCTTA OT [TOCTOSHHA ITPOMSAHA Ha 1(BETA HA OKOTO.
EAHOCTpaHHOTO JIeYeHHe MOXKE /1a I0BE/Ie 10 TpaiHa XETEPOXPOMHUS.

Ta3u npomsHa B LBeTa Ha ouMTe € OMa Habro1aBaHa NPEAMMHO TPH NMALMEHTH ChC CMECEH LIBAT Ha
HUPUCHUTE, T.C. CHHbO-Ka(D B, CHBO-Ka(sB, ) bATO-Ka(aB U 3eneHo-Kadas. B npoyuBaHus c
JIATAHOIPOCT HA4YaJIOTO Ha MPOMsHAaTa HaCTbNBa OOMKHOBEHO B PAMKMTE Ha ITbPBUTE 8 MeceLa OT
JICYCHHUETO, PAAKO IMPe3 BTOpATa WK TPETaTa rojiMHa U He € HabmogaBaHo ciie/l YeTBbpTaTa roguHa
OT JieyeHHeTo. CTerneHTa Ha IPOorpecus Ha MUrMeHTallMs Ha HpHca HaMajisBa ¢ BPEMETO U ce
cTaOUIM3HMpa 3a NET IOAUHH. EdexTsT Ha yBeIMYEHA NMUIrMEHTALUA CJIE/ MET r'OJIMHU He € OLleHEeH. B
OTKPHUTO S-FOAMILIHO Npoy4YBaHe 3a 6e30nmacHOCTTa Ha J1aTaHoNpocT 33% OT MalMeHTHTE ca pa3BUIIH
MUrMEeHTauMs Ha upuca (Bx. Touka 4.8). [IpoMsHaTa B 11BeTa Ha HpHCa B MOBEYETO CIIy4Yau CACKAH
YECTO He € Hab/ojaBaHa KJIMHMYHO. YecToTaTa rpH nalyMeHTH ¢ HPUCH ChC CMECEH LIBS mﬂibﬁd Y
110 85% ¢ Hal-BUCOKA YECTOTA MPH KbATO-KahABUTE HPUCH. R\3 '
lIpomsinaTa B LiBeTa ce JBJDKH HA MOBHUIIIEHO ChIbP)KAHHE HA MEJTAHWH B METAHOLIMTWN gy RpLRal \ -
CTPOMa M He Ce Ib/DKH Ha yBeM4aBaHe Opos Ha MenaHouuTuTe. B THIMYHKUTE criyugh RaffSsgeas » =, | 5
[TUrMEHTALMA OKOJIO 3eHHULIaTa C€ pa3NpoCcTpaHsBa KOHLIEHTPHYHO KbM nepudepus SEHE 55' i
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OYH, HO LICTHAT UPHUC HJTH YacTH OT HETO MOTraT JAa cTaHat no-kagenukasd. He e nabmronasano no-
HaTaThIIHO YBETHYCHHE Ha KaABHS ITMIMEHT HA UPUCA CJies] CMUPAHE Ha JIe4eHUeTo. T4 He e OHa
CBBp3aHa ¢ HAKAKbB CUMIITOM HJIH NATOJIOTHYHH [IPOMEHH B KIIHHUYHUATE [TPOYUBAHHA, NPOBCACHH
Jocera.

[TeTroAMUIHKAT KIMHUYEH OITUT MOKa3Ba, Y€ YBEeJIMYeHATA [IMTMEHTAIHS HAa WPHCA HSIMa HUKAKBO
HETaTHBHO KITHHUYHO TIOCHEACTBHE U NIpUnoyKeHreTo Ha JlaTaconT Moxe Ja Obje NPOABIKEHO, aKO
ce MOsBH NMI'MEHTHPAHE Ha UpHCa.

OcBeH TOBa HAMAJIABAHETO HA BETPEOUHOTO HANAraHe Mo HoA00EH HAYMH HE 3aBHCH OT
YBE/IMYABAHETO Ha ITMTMEHTAIMATA Ha HpUCca. 3aTOBA JICUSHHETO C JIATAHOMPOCT MOKE Aa Objie
MPOJIBKEHO MNPH MALKEHTH ¢ IIOBHILIEHA MAIMEHTAUMA Ha upuca. Te3u nauueHTH TpsAdBa aa ce
KOHTPOJIMPAT PEryIAPHO M JISYEHHETO cieaBa Ja 6b/1e npeycTaHOBEHO, ako € HeOOX0TUMO Nopaam
HA/IMYHETO HA KITHHHYHO ChCTOSHHE.

HuTO HEBYCHTE, HUTO NETHHLATA HA HpHca ca OWitM 3acerHaTH ot Aedenuero. HarpyneaHeTo Ha
NMrMEHT B TpabeKyapHaTa Mpexka HTH HAKbAe APYraje He ¢ 6una HabnoaapaHa B KIMHHYHH
npoy4BaHus. Bee nak, ocseH ako He §ble NOMYyYeH NO-ABArOCPOUEH ONKUT 33 TMIMEHTHUPAHETO Ha
HpHCa, TIALIMECHTHTE TPAOBA na OBIAT peJOBHO MOHUTOPHPAHH H JIedeHHeTO HM TpaOBa aa Ovae
MPEYCTAaHOBCHO AO OLICHABAHE HA KIIMHHYHOTO ChCTOSHHAE NIPH HEOOXOIMMOCT, KOraTo MMa
YBEJIMMEHHE Ha MUTMEHTALMATA HA HPHCA.

HMma orpaHH4eH ONKUT ¢ NaTaHONPOCT MPH XPOHHYHA 3aKPUTOBIBJIHA ITIaYKOMa, OTKPUTOBIb/IHE
rTayKOMa MpH MalHEHTH C MCEBI0AMaKus U NIPH MUIMEHTHA rjilaykoMa. HsaMa onMr ¢ nataHonpocT
[IPH Bh3MNAJIMTE]IHA ¥ HEOBACKY/IApHA [TIAYKOMA, BB3NAJIUTE/IHKY OYHH ChCTOSHHMSA WM BpOJieHa
rrraykoma. JlatanonpocT HaMa HIM HMa MUHHMANEH €DeKT BbPXY 3€HUIIATa, HO JTUIICEA OIMT IIpH
OCTPHTE NPHUCTBNM HA 3aKPUTOBIbIIHA ITIaykoMa. [lopaau ToBa ce npernopsyra NOBULLICHO BHUMaHHE
[IpH MpUIMmKeHHe Ha JlataconTt npu Te3u 3abongaBaHus 10 HATPYIBAHE HA MTOBEYE OMNMT.

MMma orpannyens AaHHH OT MPOYy4YBaHUA 3a YroTpebara Ha JIaTAHONIPOCT Npe3 NePHOTICPATUBHUS
NEPMAOA MPH onepauusa Ha Karapakrta. JlaraconT TpaOBa aa 0b¢ U3NMOI3BAH BHUMATETHO NIPH TE3H
NalMEHTH.

JloK1a1BaHH ca cay4aM 3a Maky/eH efieM (Bx. Touka 4.8) HaCTBIHA rAaBHO IPH NALMEHTH ¢ adakus,
MalMCHTH C NICEBA0A(MAKHS C pa3KbCaHa 3aHa Kalrcysa Ha JIelaTa WK NpeHO-KaMEePHH JISIH, W
TP MALHEHTH ¢ H3BECTHH PHCKOBH (PakTOPH 3a KMCTO3eH MaKyJeH efeM (Kato arabeTHa
PETUHOMATHSA H pETHHAJIHA BEHO3HA OKJIY3Hs ). lIpenopbyBa ¢¢ MOBHILNEHO BHUMAHHE IIPH
MPIIOKEHHE Ha JlaTaconTt npH narnuenty ¢ adakds, NaLuMeHTH ¢ Neesaoathakus ¢ pa3KkbcaHa 3a/1Ha
Karcyja Ha JIeIaTa WK NpeaHO-KaMEPHH JIEIH WIH IPH MAlHEHTH ¢ U3BECTHH PHUCKOBH (PAKTOPH 34
KHCTO3EH MAKYJICH €JIEM.

[1pu naumenTH ¢ U3BECTHH NpeaPA3NOAralld PHCKOBH HAKTOPH 3a UPHT/yBeHT JlaTaconT MoXxe Aa
OBJie M3MoN3BAH BHUMATEIHO.

VIMa orpaHuyeH ONMT IPY NMALKMEHTH C aCTMA, HO UMA CHODILIEHHA 3a chydyau Ha 00OCTPAHE Ha acTMa
H/HITH JIUCTIHES NPe3 NOCTMAPKETHHIOBOTO HabmoaeHHe. Clie0BATENHO NIALUCHTHTE ¢ acTMa Tpa0ea
1a ObJaT JICKYBAHY BHUMATEITHO IO HATPYINIBAHETO HA JOCTATLYHO ONMUT. BUskTe. ¢hUI0 TOUKA 4.8.

Habnropaeana e npomsHa B LIBETa Ha KOXKATa OKOJIO OUUTE, KATO MOBEYETO ChOBIUEHHS ¢a OHIIH NpH
ATMOHCKU NAMKHeHTH. ONHTBT IO MOMEHTA NOKa3Ba, ue¢ nepropburaiHara NpoMsHa B LBETA Ha KoxKaTa
HE € TpaHHA M B HAKOM CIIyUau € U34e3Halla ¢ PO Ib/bKABaHE Ha JIEYSHHETO ¢ JIATAHOMPOCT.

OKOJIOOYHHTE YUACTBLM, T€3H IPOMEHH BKJIKOYBAT YBEJIHYABAHE Ha NB/DKUHATA, I'BCT
MMIrMeHTauMATa, DPos HA MUTTIHTE U KOCHMYETATA M PacTeEX HA MUIJIMTE B HENTPABHII
[IpoMennTe B MHIrIIHTE ca 0OpaTUMHU NPH [IpeKpaTABAHE HA JICUEHHETO.



JlaTtaconT cpabpika OEH3AIKOHHEB XJI0pU, KOHTO 0OMKHOBEHO C€ U3MO/I3Ba KATO KOHCEPBAHT B

O TANMONIOr HYHHTE MIPOAYKTH. BEH3ANIKOHHEBHAT XJTOPHA MOXKE 1a MPHYMHK O4HO ApasHeHe. Moxke
Ja [IPUYMHH M NPOMAHA HA LIBETA HA MEKHTE KOHTAKTHHU JIell{d. KOHTaKTHUTE JIel{¥ MOraT Ja
abcopbupar OeH3aNKOHHEBHA XJIOpHA H TPAORA J1a ce cBaAT Ipeau npuaarade Ha JlataconT, HO
MOTaT J1a C€ MOCTaBAT OTHOBO Cjlell 15 MuHyTH. MMa choblieHus, ye 6€H3aNKOHHEBUAT XJIOPHT
NPUYHHABA TOYKOBHIHA KEPATONATHA /WM TOKCHYHA YIUepaTHBHA KepaTonatusa. M3UckBa ce
BHHMATE/IHO MPOCACAABAHE MPH 4Y€CTa WITH NPOIBLILKHTEITHA yno'rpeﬁa Ha JlaTaconT NIpH NaLHCHTH
ChC CYXOTa B OMMTE HIIH [IPH 3ab0/ABaHUA, TIPH KOWTO POrOBHMIIATA € HapyllleHa. {B. Touka 4.2).

JlataconT TpabBa na OBA€ H31013BaH BHUMATEJIHO TIPH MALIHEHTH C @HAMHE3a 33 XEPIIETHYEH KEPaTUT
1 TpsOBa fa ce M30ArBa B CIIyvaHl Ha aKTHBEH XEPIIeC CUMIINIEKC KePATUT H P NAUMEHTH ¢ aHaMHE3a

33 pEUHAMBHpAL XCPNETHYECH KEPATHT, KOHKPETHO CBbP3aH ¢ MPOCTAraHIMHOBYA aHAJIO3H.
KoHTakTHHTE €M MoraT Aa abcopOupaTr OeH3IKOHHEBHA XJIOpHA M TpAORa /1a ce MaxHaT npe/id
nocTaBsHeTo Ha JlaTtaconT, HO MoraTt Ja OBAaT noctaseHH 15 MUHYTH cliel ToBa (BaK. To4Ka 4.2).

lleanaTpuyHa nonyaauuys

JlaHHuTe 3a epUKACHOCT U OE30MMacHOCT NIpH BE3pacToBaTa rpyna <l rofauHa (4 naudeHTH) ¢a MHOTO
OrpaHHueHM (BxK. TO4UKa 3.1). JIuncear naHHW npv HETOHOCEHH Jela (poJeHH npenH 36 recTallMoHHA
CeIMMLA).

I[1pu geua ot 0 7o <3 roaAMHH, KOUTO CTPAJAT OCHOBHO OT ITEPBHUYHA BPOJEHA I1aykoMa (primary
congenttal glaucoma, PCGQG), xupyprudnoro teuerne (Hanp. TpabekylnoTOMHA/TOHHOTOMISA ) OCTABA
JTEYEHHE OT ITbPBa JIMHHMA.

HbnrocpouHara 0€30MacHOCT IIPH JIela BCE OIIE HE € YCTAHOREHA.
4.5 BzanmopeiicTBHE ¢ APYTH JIEKAPCTBEHH HPOAYKTH M APYrd OpMH HA B3aHMOAeHcTBHE
JluncBart cUrypHH JaHHH 3a B3anMojeicTBua Ha JlaraconT ¢ Apyry jJekapcrea.

BbIpekH ue Bce Olie HE ca YCTAHOBEHH KIMHUYHH Npoy4YBaHHA 3a KOMOUHHpaHaTa ynorpeda, eaHo 3-
MCCCYHO MPOYyYBaHE MPEANo/iara, Y€ epekThT Ha JaTaHOIMIPOCT 32 HAMAIABAHE HA BETPCOYHOTO
HAJIAraHe Ce JOIThJIBA IPH KOMOMHAIMSA ¢ OeTaaipeHeprUMHH aHTarOHHCTH (THMOJION ), aXpeHepruyHH
arOHHUCTH (JHITHKAJIMIL, ENMMHEPPUH), MEXUOMTOpH Ha KapOoaHxuapa3aTa (aueTazojaMHl) H [IOHE
OTHACTH C€ A0NbJIBA OT XOJIMHECPTHYHH arOHUCTH (ITHJIOKAPITHH).

Hma C’BDGLHﬁHHH 3a Napd JOKCaAJIHO MMOBHUIIICHHUE HA BbTPCOYHOTO HaJIAraHE BCIICACTBHE
CIHOBPpCMCHHATA DCIPTEIJIMOH(}FH‘IHEI }’HDTPEGEI Ha [Ba IpoCTariaHiuHOBH aHaJlord. HDPEIHH TOBA HC CC

npenopbpuBa ynoTpedaTta Ha ABa WM TIOBEYE MPOoCTarJIAHAMHA, IPOCTArIaHIMHOBH aHAI03H U
[poCcTarnaH1HHOBH HpOHEBG,[LHH.

| lenuarpryna nonynalus:
[IpoyuBaHMs 3a B3aMMOJECHCTBUATA Ca IIPOBEKIAHH CAMO MPH Bb3PACTHH.

4.6 ®epruiiuteT, OPpEeMEHHOCT H KhPMEHE

bpemMeHHoCT
be3onacHocTTa Ha TO3M JleKapcTBEH MPOAYKT NpM yroTpeba 1o BpeMe Ha OpeMEHHOCT He €
YCTRHOBEHA IpU Xopa. ToH WMa NOTCHIHATIHU PUCKOBH tbapmamnomqnu eheKTH 1o OTHOLIEHHE Ha

TpaOBa 1a 6b/e HBHGJ‘ISBEIH o BpeMe Ha OPEeMEHHOCT.
HM3crnensaHusATa NMpH >KMBOTHM COYAT, Y€ MMa PENPOJYKTHBHA TOKCUYHOCT (BXK. TOUK
[ToreHLManHUAT pUCK 3a XOpaTa HE € HIBECTEH.



KbpMeEHE

AKTHBHOTO BelIeCTRO Ha JlaTaconT U HEFOBUTE METAOOINTH MOraT Aa NMPEMHHAT B MAHYHHOTO MITAKO.
Cnenosarenno Jataconrt He TpsaOBa Aa Ob/1e U3MOA3BAH NMPH KEPMEITH XKEHH WK KbPMEHETO TpsOBa
na Obae cnpsHo.

QepTHIUTET

He e Habmonasan otpuniateneH eeKT Ha JJaATAHOTIPOCT BLPXY MBKKUA HITH XKeHCKHUA GepTHnuTeT Npy
Mpoy4BaHus BbpXY XKHUBOTHU. |IpK npoyuBanns 3a eMOpHOHAIHATA TOKCHYHOCT 1IPH [LUTBXOBE HE €
Ha0JToaBaHa eMOPUOHATTHA TOKCHYHOCT NPU WHTpaBeHo3HH A0cH (5, 50 u 250 mukporpama/Kr/aeH).
He3aBHCHMO OT TOBA JIaTaHOMPOCT MHAYHUPA €eMOPHONETANHM e(PEKTH NPH 3aiild B JO3H OT 5
MUKpOrpaam/Kr/aen (npubiauzuresHo 100 mbTv kIMHMYHATa f03a) M HAarope.

Koraro maTaHONpocT ce [priiara npy 3aily HHTpeaBeso3Ho npubnusutenHo 100 mbTH no3ara npH
X0pa, TOBa MOXKE J1a IPUYHHU CUMITTOMH Ha eMOpHodeTaTHa TOKCHMHOCT, KOETO Ce XapaKkTepUu3npa ¢
yBeM4aBaHe Ha CJIYYaWTe HA KbCHA Pe30pOums U adopT, KAKTO H ¢ HAMAIEHO TErNI0 Ha eMOPHOHA.

4.7 E¢ekTn BBPXY ciocofHOCTTa 32 IodHupaHe n padoTa ¢ MAIIHHHA

[Tono6bHO Ha APYrH OYHH NEKAPCTBEHU NPOAYKTH, IPHIOKEHHETO HA OYHH KAITKK MOXKE J1a
IIpeiM3BUKA BPEMEHHO 3aMBIJISBaHE HA 3peHHeTo. JlokaTo TOBA HE OTMHHE, TIAIMEHTHTE HE TpAOBa l1a
1ogMpaT UM padoTST ¢ MalUHH.

4.8 Hexke1aHH JlekapcTBEHH peaKiHH

IloBeueTo HEXKEJIAHH PeaKIlii Ca CBbP3aHM CbC 3PHTETHATA CHCcTeMa. B OTKpUTO S-roauiiHO
POYYBAHE 3a DE30MaCcHOCTTA Ha JIaTaHONPOCT, 33% OT MalUeHTHTE ca Pa3BHUITH MMIMEHTalM Ha
vpuca (BK. Touka 4.4). JIpyrure HeXelaHH peakLHH CBbP3aHU ChC 3PSHUETO MO MPUHILKIIL Ca
NPEXOHH H Bb3HUKBAT IIPH NPUIOKECHHE Ha J103aTa.

CrenHuTe HEXENAHH JICKAPCTREHHM PeakLiu ca Joknaasanu 3a Jlaracont 0,005 % kamnku 3a oum,
pasTBOp, K ¢a rPyNHpaHM ChIIACHO CJIeHAaTa KOHBeHIMA: MHOro uecTH (>>1/10), yectu (=1/100 go
<1/10), vewectu (=1/1 000 no <1/100), peaku (>1/10 000 no <1/1 000), MHOTO peakn (<1/10 000) unu
C HEM3BECTHA YeCTOTa (OT HATMYHHUTE IaHHU He MOxke Aa Opae HarpaBeHa OLCHKA).

NUHdeKIUY U HHpEeCTALMMU:
He e u3BecTHA: XEpreTUUEH KepaTHT

HapylIeHHs Ha HEPBHATA CHCTEMA:
He e U3BecTHA: rnaBoboiHe, 3aMasHOCT.

HapylieHHs Ha oYHTE:!
MHOTO YECTH: YBE/INUYEHA JIeKa A0 YMEpEeHa XUINepeMHd Ha KOHIOHKTHBATA, OYHO Jpa3HeHe (IapeHe u
Ooaex, ChbpOeXK H YCELLAHE 3a UYXKI0 TAN0), IPOMEHN B MUIJIMTE H OKOJIOOYHHS MbX (YBE/IMYaBAHE HA

OBb/DKHHATA, MLCTOTATA, ITUTMEHTALMATA U Opod Ha MUIJINATE)
HecTH: TOYKOBHU/ICH KEPATHT, Hal-uecTo O3 cuMmromaruka; 01egapur, 60Jika B OKOTO.

Heuectn: enem na kienadure, Cyxora B O4HTE, KEPATHT, 3aMBIVIEHO 3PEHHE, KOHFOHKTHBHT.
Penxu: uput/yBeut (ToBeueTo OT ChODIIEHHUTE CIyYaM ¢a Ha NALMEHTH ChC CHITBTCTBAIIH
MPSAPAINONATALIH (PAKTOPH), MAKYyJIapeH eleM, BKIIIOUHUTETHO KUCTO3EH €[EM MaKyJIaTa,
CUMITTOMATHYCH CAEM H CpO3MA Ha KOPHEATa, nepuopOHUTasieH efleM, HENPARHIIHA TTO3MLMA Ha
MMIJIMTE, IIOHSIKOra BOACLIA 0 APpa3sHEHE HA OYMTE, AOI'BIHUTENIEH PE MUTJIM BHPXY 4
MENOOMUEBHTE #UJ1€3HW (AMCTHXHA3A).

ChbpIeuHH HAPYILICHH:
MHOro peaKHU: BOLIABAHE Ha CTEHOKAPAMATA [PH MALIMEHTH ¢ NIPEAIIIECTBAILIO 34




PecnvpaTopHy, IpbAHH U MEAHACTHHANH HAPYIICHHS:

Peaxn: actma, o6ocTpsHe HA acTMa, OCTPH ACTMATHYHH [IPUCTBIIH M JIUCTIHEA.,

Hapyuienus Ha kOXaTa W NOAKOXKHATA THKAH:

HeuvecTn: koxeH cbpbex.

Penxw: nokanuznpaHa KOXHA peakiiMs Ha KJICMayMTe, NOThbMHABAHE Ha NaJinedpa/iHaTa KOXKa Ha
KJICIavyUTe.

HapyiueHus Ha MyCKYJIHO-CKEICTHATA CUCTEMA U CheIHHUTEIHA ThKAH:
He e ussecTHa: Muanrus, apTpanrus.

Q0my HapymeHus U ehekTH Ha MACTOTO HA IPUIOKEHHE:
Mnoro penxn: 60Ka B repIUTE.

Hocmmapremunzoe onum:

ChpIAEYHU HAPYIICHUS:
Copuebuene

Hapywienusa Ha MyCKYNHO-CKENETHATA CUCTEMA M CHEAMHMTENHA THKAN:
bonka B Myckynure, 60/ka B CTaBHTE.

ITeguarpuuHa nonyaaims

llpu npe KpaTKOCPOYHH KITMHUYHH H3NUTBAHHA, BKIIOUBany 93 (25 u 68) neauaTpuyHu NaLMEHTH,
npopuALT Ha Be30NnacHOCT e NoA00EH Ha TO3M NPU BB3PACTHH H HE Ca MICHTH(HLIMPAHH HOBH
HezxeTaHH chOMTHs. KpaTkocpouHHTE JaHHH 3a 0e30MmacHOCT MPH pasiu4YHHUTE NIeANaTPHUHU
MOATPYIIH CBILO Ca CXOOHH (BK. ToYKa 3.1). Hexxenanu crOuTHA, HAOMIOJ4BaHH NO-YECTO B
IEAMATPUYHATA MOIIyNalHA, B CPABHEHHME C BB3PACTHH ¢a: HA30QAPHHIUT M IUPEKCHUS.

Cno01apaHe Ha OA03MPAHK HEXEIAHU PEAKIIHH

ChoDuiaraneTo Ha MOO3HPAHHU HEXKENany peakuui ciej paspeirapale 3a ynoTpeda Ha JIEKapCTBEHHS
MPOAYKT € Ba*KHO. ToBa no3poJisiBa ga npoab/iki HabII01eHHETO HA CHLOTHOIIEHUETO NOJI3a/PUCK 34
JICKAPCTBCHMA NMPOAYKT., OT METHUMHCKHTE CIIEUHAIUCTH C€ M3UCKBA J1a ChOOLIAaBaT BCSIKA
MOJO3HpaHa HEXKENaHa peakiHs upes:

HankHuTe/IHaTa areHUns 1o JieKapcTBaTa

yi. " Hamsa ['pyes"” Ne8, 1303 Codus

Tes.: +3592890 34 17

yebcait: www.bda.bg

4.9 Ilpenozupane u Jeyenue
OcBeH Bh3NalieHHe Ha OKOTO M KOHIOHKTMBHA XHIIEPEMHUS HE CA H3BECTHH HHUKAKBH JIPYrH OYHH
HEKEJIAHM peaKLUH IIPU Ipe03MpaHe Ha JIaTaHOIpPOCT.

Crnennara HH(pOpMaUHs MOKE [1a € OT 1034, ako JlataconT Ob/e NOrbJIHAT CIYYailHo:

Enna 6yrunxa Jlataconr ceabpika 125 mukporpama naradonpoct. IToreue oT 90% ce metabonuzupa
IpK TLPRBO NpeMMHARAHE TIPes yeprus Apod. Mutpasenosna uH@y3us Ha 3 Mukporpama/kg rpu
3ApaBy JOOPOBOJILH HE € NPSAU3BUKAIA CUMITTOMM, HO 1034 OT 5,5-10 muxporpama’/kg e
[pean3BUKaAIA FraacHe, KopeMHa D0JIKa, BUEHE HA CBAT, OTHAJIHAJIOCT, TOIUIH BBJIHH H M3M0TABAHE.,
lIpn mauwenTH ¢ ymepeHa 6poHXHaHA acTMa HIMa HaOM01aBaH ChLIECTREH ePeKT BoPXy THPIe HINS
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TyJIC UK KPBBHOTO HANIATaHE MOPAJH IIPHWIATaHETO HA JATAHOIIPOCT B J03H, HaABUILEKA ik

O'TH KIMHHYHATA 1034, T
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[Ipu mMaliMyHH TaTaHONPOCT € OWIT IPHIAraH KaTo MHTpaBeHO3Ha HHY3HA B A03H| 1P S
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HHTpaBeHO3HOTO NPHIOKEHHE Ha TATAHONIPOCT TIPH MaiMYHH € OHJI0 CBbP3aHO ¢ BpeMEHHa
OPOHXOKOHCTPYKLIHS,
[Ipu npeno3upane Ha JlataconT JedeHUeTo TPAOBA 1a Obe CHMITTOMATHYHO.

5. DPAPMAKOJOI'MYHA CBOUCTBA
3.1 PapmakoAMHAMHYHE CBOHCTBA
®apmaxorepaneeTuyHa rpyna: Cenzopau opranu; ATC kon: SO1EEQ]

JlaTaHornpocT, aHaior Ha npoctariaaul Fz,, € cellekTuBeH npocraHoua-FP-pelentoper aroHucT,
KOHTO NOHHKABA BHTPEOYHOTO HANATAHE Ype3 3aCHIBaHe OTTUYAHETO Ha BHTPEOYHa TEYHOCT.

[[oHMKeHHEeTO Ha BBTPEOYHOTO HAIATAHE [P XOpa 3amoy4ypa OKOJIO TPH JO YETHPH Yaca Cie
[MpHIIOXKEHHE, & MAKCUMATHHAT ePeKT ce JOCTUrra ClIe 0ceM J10 ABaHaaeceT yaca. [[oHHXKEHHETO Ha
HaJsrage rnode 24 yaca.

IIpoyuBaHHs npu >XKMBOTHH H X0Opa MOKa3Ba, Y€ OCHOBHMAT MEXaHH3IBEM HA JIcHCTBHE Ha HaMaTsIBalll
e(EKT Ha HAATAHETO € MOBUILIEHHE HA YBEOCKJIEPATHMA OTTOK H HApACTBAHE Ha KaraluTeTa Ha
OTTOKa& Ha BLTPEOYHATA TEYHOCT.

OCHOBHHUTE NPOYYBAHUA ca AEMOHCTPHPAIIH, Y€ MOHOTEpaNHATa C JaTaHOMPOCT € e)eKTHBHA,
[IpoBeneny ca AOIBIAHUTE/IHH KIMHUYHE NPOYUBAHMA 3a M3CIIe/[BaHE HA KOMOHHHPaHOTO JedeHue. Te
BKJIFOYBAT MPOYYBAHUA, KOHTO [10KA3BaT, ue JIaTaHoNpocT € eekTHBen B KOMOUHaLMA ¢ OeTa-
AJIPCHEPTUYHU AHTarOHUCTH (THMOJIOJ).

Kpatkocpounu npoyusaHus (I wiu 2 ceqMUIM) NOKA3BaT, Y€ €PeKTHT HA JIATAHONIPOCT B KOMOWHAIHA
C aApCHEePTUYHH aroHUCTH (AMITUBANWI eHHEPPHH), NepopaIHi MHXUOUTOPY Ha KapOoaHxupasara

(aUeTa3onaMua) € aAUTHREH d TIOHE OTYACTH aJUTHBEH B KOMOMHAIIUA ¢ XOJIMHEPIUYHH AHTArOHUCTH
(nuiIoKapnuH).

KAMHWYHE MpoyUYBaHHA €a INOKA3aIH, Ye JATAHONPOCT HAMA 3HA4YMM e(heKT BbpXy NpoAyKUHATA Ha
BETPEOYHA TeYHOCT. JIaTaHOTIPOCT H3rnexaa HaMa eekT BbPXY KPbBHO-IIPEAHOKAMEpHAaTa
BBTPEOYHa Dapuepa.

[IpritoskeH B TEpaneBTHYHH 03U U CHIOpe IPOYUBAHMA [IPH MAUMYHH NaTaHONPOCT HAMA WM HMa
HE3HAYHTENEH EPEKT BLpPXY BLTPEOUHOTO KpbBoOGpaLenue. Bepekn ToBa pH JIOKAIHO JIEUEHHE
MOJKE 1a HACTBITU JICKA JI0 YMEPEHA KOHIOHKTHBATHA MJIH CMUCKIIePHA XHUIEPEMMUA.

XPOHUYHOTO JICYEHHE C JIATAHONIPOCT Ha OYHTE MPH MAMYyHH Clle]] €EKCTpaKalcy1apHa eKCTpaKLMs Ha
JIEIMTE HE 3acAra KPbBOHOCHHUTE CH0BE HA PETHHATA, OTIPEAEsIeHO ¢ [MOMOLITA Ha (IyOopECHHHOBA
aHrHorpagus.

[lpu kparkocpouno neueHUe NATAHONPOCT HE € NPUURHWI K3AUB Ha (IYOPECIMH B 331K O4YeH
CErMEHT IIPH XOpa ¢ NceBopaKuA.

YCTaHOBEHO ¢, Y€ B TEPaNeBTAYHU JO3H NAaTAHONPOCT HAMa CHTHH(HKAHTHH hapMaKONOTHYHH
e(PEKTH BBPXY CbPASYHO-CHIOBATA HIH JHXATEIHA CUCTEMA.




[leauaTpruHa ronyaauus

E¢pukacHocTTa Ha TaTAHONIPOCT NPH MEANATPUUHHE NauneHTH <18 roguHH € ycTaHOBEHa M0 BpeME Ha
1 2-ceAMUYHO IBOMHO-CIIANO KIIMHUYHO NPOYYBAHE HA IATAHOINPOCT, CPaBHEH ¢ TUMOoIon npy 107
[MAIIHEHTH, AMarHOCTHLIMPAHH C MOBHIIEHO BBTPEOYHO HAIATAHE W rNayKoMa npH feua. M3ucksaHeTo
33 HOBOPO/EHH € DIJIO J1a ca poAcHH NOHE crea 36 recranyonna ceamuua. Ha naudeHTHTe €
npunarad win natadonpoct (,005% seaHbx qHeBHO, WM TMMos10 0,5% (uau no u3dop 0,25% 1pu
MALMEHTH MOL 3 I'OJIMHH) AB& MbTU JHEBHO.

[IepBHYHAaTA KpalHA TO4YKa 3a €(HKACHOCT € CPEeHOTO IMOHWKEHHE Ha BbTPeodHoTo Hansrane (BOH)
CMPAMO HayallHaTa CTOMHOCT npe3 ceaMmuia 12 ot npoyusaneTo. Cpennoto noHmwxenue Ha BOH npu
FPYNHUTE, MOJYYABAIM JJATAHOMPOCT U THMOJION, € ¢XOAHO. [Ipy BCHYKH BB3pacTOBH IPYNH, BKIIOUYCHH
B mpoy4BaHeTo (0 10 <3 roamnn, 3 1o <12 roguHn v mexcay 12 ¥ 18 roguum), cpeaHOTO NOHIDKEHHUE
Ha BOH npe3s ceamuna 12 Ha rpynara, JieKkyBaHa ¢ 1aTaHOMPOCT, € CXOJ/IHA ¢ Ta3u NP rpyIara,
JICKYBaHa ¢ THMOJIOJI. Bripeku ToBa, AaHHHTE 3a e(pHKACHOCT IIPH Bh3pacToBara rpyna ot 0 no <3
FOJAMHH ce Gasupar caMo Ha |3 nmalHeHTH, TeKyBaHHU ¢ JIaTaHOMpOCT, a [P 4-Mara NallueHTH,
npeacrapalln rpynara ot 0 xo <1 roanHa, He ce HabmoaaBa 3HAYMMa €(PUKACHOCT 10 BpeME Ha
KIIHHHYHOTO MCAHATPHYHO NpoyyBaHe. JIMMCRaT naHHK NpH HeIOHOCEHH Jiella {poAeHH npeaH 36
reCTallMOHHA CeIMUIIA).

[ loHmkeHueTo B croiHocTUTe Ha BOH nipu naiwenTure B noArpynara ¢ mbpBUYHA
Bpoaena/vudanTunHa rnaykoma (PCG) e ¢XOnHO NpH NoArpyiarta, JeKyBaHa ¢ 1aTaHoNpocT U Tasy,
JIeKyBaHa ¢ THMoJo. Pesystarure Ha noarpynara ¢ He-mppBrHYHa BpoAeHa riiaykoMa (non-PCG)
(Hamp. IOBEHMIIHA OTKPHTOBIBIIHA I1ayKoMa, adakHvHa rNIayKoMa) ca CXOHH ¢ Te3H Ha MOArpyNara ¢
ITbPBHUYHA BI'bJIHA IJIayKOMa.

Penykuusara na BOH cpen nauuenTu oT ocHOBaTa NoArpyna ¢ spoaeHa/nercka rnaykoma (PCG) e
nojo0Ha Npu ABETE IPYNH, NpUeMalll JataHonpoct ¥ timosnon. [loarpynata Ha He-PCG (HanpuMep
IOBEHUIIHA OTKPUTOBI'B/IHA [1AYKOMa, [1ayKkoMa adhakus) nokasea cxognu pesynraru ¢ PCG
MOArPyNara.
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Lat.amprust Tlmnlnl
~ N=53 N=54 ?
Cpeﬂﬂa M3X0OHA CTOHHOCT (CF) 27 3 (0 75) 27 8 (D 84)
| Ipomsana npes cenmuua 12 ot —7 18 (0, 81) 1-5,72 (0,81)

cpeL[HaTa M3X0aHa cTofHoCT | (CI) |
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- ';PCG Non-PCG PCG  Non-PCG

| N=28 N=25 ' N=26 ~ N=28 *
Cpe;:ma M3XOHA CTOHHDCT (CF) 26 5(0,72) 28,2 (1 37) 26 3 (0 95) 29 1 (1 33)
Tlposana npes cenmuua 12 ot 590 (0.98) |-8.66(125) |-5.34 (1.02) -5 02 (1,18)
CPeAHaTa M3XO/1HA CTOHHOCT ? (Cry

p Cpenﬂa CTOHHGCT CIPAMO THUMOJION 0 695 7 0,1317 %

ICF CTaHIApTHA I'PEILKA.
1 Usuucnenus, KOPHIUpaK Bb3 OCHOBA HA KOBAPUALIHOHCH aHAIN3 (ANCOVA)
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3.2 DapMaKOKHHETHYHH CBOHCTBA

Abcopbius:

JlaTaHONPOCT € W3OTIPOIIJIOB JIEKAPCTBEH NPEKYPCOp, KOWTO HE € AKTHBEH caM o cebe CH, HO CTaBa
OMOJIOrMYHO AKTHBEH CIIE/ XMOPOIH3a 10 KACEJIMHA Ha JIaTaHONPOCT. JISKapCTBEHUAT MPEKYPCop ce
abcopOupa n06pe Npe3 KOpHEATA M LUTOTO KOJIMYECTBO JIEKAPCTBO, KOETO HABIK3a BB BETPEOUHATA
TEYHOCT, ¢¢ XHAPOJIM3HUpa NpH NpeMHHaBaHe MNPe3 KOpHEATa.

Pasnpenenenuve

ObembT Ha pasnpenenenue npu xopa e: 0,16+0,02 I/kg. Cnea NOKATHO NMPUIOKEHHE KUCETHHHATA
(popMa Ha JIaTaHONPOCT MOXKeE Jia 6bA¢ HIUUCIEHA B TPBHTE YETHPH Yaca BbE BbTPEOUYHATA TEYHOCT
M ¢CaMo B ITbPBHS Yac B IJ1a3MarTa.

Criea MoKanno NpriokeHne TIpH MaiMYHH JIATAHONPOCT ¢¢ paslpeaelid INIaBHO B [IPeIHATa OYHA
Kamepa, KOHIOHKTHBaTa H kiiernaunte, Camo MAHUMAIHH KOJIMYECTBA OT JIEKAPCTBOTO AOCTUraT A0
3aJHUS OYEH CEMEHT.

buotpanchopmaling:

Kakro npn npexypcopa Ha U3OHPOTIHIOBHS €CTEP, JTATAHONIPOCT C& XHAPOIM3Hpa GHOROIHYHO 10
aKTUBH& KMCCJIHHA B POrOBHLIATA NOCPEACTBOM ecTepasa. KucellMHaTa Ha J1aTaHOIMPOCT Ha [IPaKTHKA
HE CC MeTa0OIH3MPa B OKOTO. OCHOBHMAT META00IMILEM NTPOTHYE B YEPHHUA Apob.,

AKTHBHATA KHCEJIMHA HA NaTaHONPOCT, KOATO IIPUCTUTA B CHCTEMHOTO KPhBOOOpAIIEHHE, CE
MeTabonusupa riasHo 10 1,2-ausop u 1,2,3,4-TeTpaHop MeTaboIUTHTE OT YepHHs Apob 1upes B-
OKHMCJIEHWE HA MacTHA KHUCEIMHA. Te3H MeTaDoIMTH HAMAT HIM MMaT ciiaba OHOoIorMMHAa AKTHBHOCT
ITPH NIPOYYBARUA € KHBOTHH H C€ €IMMHHHPAT ITIaBHO ¢ YpHHATA.

EJIMMHHHPAHE:!

KaKTo cnes HHTPABEHO3HO, TaKa H Cle JIOKATHO HIPHIIOXKEHHE eJIMMHUHUPAHETO HA KHCEIMHHATA
(OpMa Ha JTaTAaHONPOCT C¢ OCHINECTBABA OBP30 B YoRewKaTa masMa (ty, = 17 mun). CHCTEMHHAT
KIUPBHC € okoo 7ml/min/kg. Cnen B-okucnerueTo B yepuua 1opd MeTaboNHMTHTE ce& eNTMMHHHPAT

ri1aBHo ot OnOpeurre. Cneq TOKAIHY WIH HHTPABEHO3HH 103H chOTBETHO 88% 1 98% ot
MPUI0KEHATa A03a Ce OTKPWBAT B ypuHaTa.

lleauatpuyHa nonyiaaiys;

OTKpHTO hapMaKOKMHETHYHO NIPOYUBAHE Ha IIA3MEHHMTE KOHLEHTPALMH Ha KUCE/THHATA Ha
JIATAHOIIPOCT € MPOBEAEHO NPH 22 BL3PACTHH K 25 neAnaTpU4HH NALMEHTH (OT HOBOPOACHH 10 <18
FOAWHH) ¢ OYHA XHIIEPTEH3MA U rIaykoMa. [Ipy BCHUKM BB3pacTOBH TPYIIH € NIPWIaraH JIaTaHOIpOCT
0,005%, mo exHa Karnka JHEBHO BBB BCAKO OKO, B IPOAB/DKEHME HA MUHHMYM 2 CEJIMHLIM.
CHCTeMHATA eKCMO3HIHS Ha KUCETMHATA Ha JIATAHONPOCT € HIPUOIM3UTETHO 2 METH MO-BHCOKA NPH
BB3pacToBara rpyna Mexxay 3 ¥ <12 roAMHH B 6 ITbTH N0-BUCOKA IIPU Aela <3 roJHHH B CPABHEHUE C
Bb3pAaCTHH, HO C€ INOUTBPAT IHPOKH IPaHULM Ha HE30IaCHOCT 110 OTHOUWECHUE HAa CUCTEMHH
HexeNnaHd peakitiM (B)K. Touka 4.9), MeauaHata Ha BpeMeTo 3a JOCTUraHe Ha IIHKOBA IIa3MEHa
KOHLICHTpaLHA € > MHUHYTH CJIel IPHI0KEHHUE NPY BCHYKH BB3paCTOBRH rpynH. MeauaHara Ha
IUTa3MEHHS CIIMMUHARLHOHEH MOIYXKUBOT € KpaTka (<20 MHHYTH) H € CXOJIHa [IpH NeJHaTpHYHH
NMAaHeHTH ¥ Bb3PACTHU, H He ce HalIIio/aBa KyMy/iMpaHe Ha KHCEJIMHATA Ha JIaATAHOMpPOCT B
CUCTEMHOTO KPbhBOOOPBILEHHE NIPH CTALIMOHAPHO CHCTOAHHE.

5.3 llpeaAkJIMHAYHH aHHH 32 0€3011aCHOCT

JKUBOTHHCKM BHJIOBE. KaTo Ao, naTaHONPOCT ce noHacs Jodpe u uMa rpaHvila Ha Ope
(bakTop MuHUMYM 1000 Mexny TepaneBTHYHATA JTOKATHA 022 U CUCTEMHATA TOKCUHHG
HMHTpaReHO3HOTO [IPHIIOKEHHE HA FOJIEMH JIO3M JIATAHONPOCT, 0koIo 100 MbTH Teffagepu
no3a/kg TenecHo Terno, IpH HeaHecTe3UPaHH MAMMYHH € JOBEJIO [0 YCKOpSBaHe|Hasfing
HECTOTA, BEPOATHO AB/DKALIO CE Ha KpaTKoTpaliiHaTa GPOHXOKOHCTPHKLMS. [1pH MafiMy Bif: > |
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NaTaHOTPOCT € BTMBAaH HHTPaBEHO3HO B 03u a0 500 Mukporpama’kg 6e3 roeMu e(peKTH BBPXY
CBPIEYHO-CHAOBATA CHCTeMA. [IpH NIpoyYBaHHs ¢ JKHBOTHH JIATAHOMPOCT HE € NMOKa3ai HAIWYHE Ha
CeHCHOWIUZHpALIY CBOHCTEA.

He ca Gty HabIIOAaBaHM TOKCHIHH eeKTH ¢ JHeBHH 1031 Jo 100 MEKpOrpaMa/oKo NMpH 3aRLH Wi
MaiiMyHH (TepaneBTHYHATA 1034 € OKOMO 1,5 MUKporpama/oKo/AHEBHO).

[Ipu MaiiMyHH HIMAa HHKAaKBH HIH NpeHeOpexHMH ehpeKTH BEPXY BTPEOTHATA LIMPKY/IalyA Ha
KPBBTa, KOTATO C& M3MOJI3BA B TEPATICBTHYHHK AO3H.

[TpoyuBaHHs 38 XpOHHYHA O4HA TOKCHYHOCT YCTAHOBABAT, Y€ MPHIOKEHHETO HA IATAHOIIPOCT B
HEBHA 11033 OT 6 MAKPOTPaMa/oKO € MPEeIX3BUKAN0 YBeNHYaBaHe Ha OYHHS OTBOP. T03H edekr €
o6paTvM M HACTHIIBA [IPH 03U, HA/BHINABAIIY KIHHUYHOTO HUBO Ha NO3HPAHE. To3u edekT He € Cul
HaOJIroaBaH MpH Xopa.

MexaHM3MBT Ha yBeIH4aBaHe Ha TMIMEHTALMATA H3IJIEK/A € CTHMY/IHPAHE Ha IIPOH3BOACTBOTO Ha
MeJIAHHH B METAHOLMTHTE HA HpHca 6e3 1a ca HabmofaBanu nponupepaTHBHU NpoMEHN. 11poMaHaTa
B L[BETA HA UpHCa MOXKe Jia Obae TPaHHA.

KaHueporgHesa
[Mpoy4BaHHATA 33 KAHIEPOTEHHOCT NPH MHIUKH Y IJTEXOBE Ca OHIH HETATHBHH.

MyrareHesa

JIaTaHONIPOCT e MoKa3an OTPULIATEAHH Pe3y/ITaTH NPH TCCTOBETE 34 obpaTHa MyTallHs PH OaKTepHH,
TECTa 32 TeHHA MYTALUS TP MULIH JTUM$OM ¥ MHLUKS MHKPOHYK/I€apeH TecT. In vifro ca
HaGNIOIABAHHM XPOMO3OMHH aGepaluu npu YopeKH JuMbouTH. [TonoGHu edexTH ce oTOena3Bar
IpH npocrarnaianH F,, €CTECTBEHO ChILIECTBYBAIL MPOCTarnaliyH, KOSTO COH, 1S TO3H eeKT e
NPUCHII HA KJIaca.

NTOIEIHUTETHATE TPOYYBAHHA 32 MYTareHHOCT C HEIUIaHWpaHa CHHTES3a Ha MHK in vitro/in vivo IpH
IUTBXOBE Ca OMIH OTPHLIATENHH H COYAT, Y€ JIATAHONPOCT HAMa MyTarcHHa TOKCH4HOCT.

Tepatorenesa
He ¢ ycTaHOBeH TepaToreHeH roTeHLHA.

6. DAPMAITEBTHYHH JAHAU

6.1 CoMchK Ha NOMOINHHTE BellleCTBa

Hatpuer xnmopun

Harpuen nuxuaporen ¢ocdat quxuapar
HNunarpues gocdar JoACKaAXHAPAT
BeHzankoHues XJIOpHA

Bonaa 3a HH)KEKITHH

6.2 HechBMeCTHMOCTH
In vitro npoy4BaHHs COYAT, Y€ [PH CMECBaHe Ha JlaracorT ¢ Kanky 3a OYH, ChAbPKalld THOMEP3aT,
MOTAaT Ja € MOABH ChpLicOUEHe.

AKO TAKHBA KaIIKH 32 OYH Ce H3TIO/3BaT EAHOBPEMEHHO ¢ JIaTaconT, Mex Iy PHIOKeHHsTa TpAOBa /ia
HMa HHTEPBaJI OT MUHHMYM 5 MUHYTH.

6.3 Cpoxk nHa rogHoct

4 TOOWHHU.
Tla ce M3M0/3Ba B paMKUTE Ha 4 CeAIMULM ¢Jie]l MBPBOTO OTBAPAHE.
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6.4 Cneuuanud ycJI0OBHA HA ChXPaHeHHe

[Ipenn nepBoTO OTBAapsHE Na ce ChbXPaHsBa B XJIAMMITHHK I1pH Temrepatypa mexuay 2°C - 8°C.
Cnen mepBOTO OTBapsAHE HA OYTHIIKATa: /la ce ChXpaHsaBa [IpH cTaliHa Temneparypa nog 25°C.

0.5 Buja u ebabpxanne HA ONAKOBKATA

2,5 ml oT pa3TBOpa Ha KaNKHTE 33 04K ca onakoBanu B 6aia, HenpospauHa 6yTaika o LDPE ¢
HOMHHAanHa BMeCTUMOCT OT 5 ml v 6511 LDPE annuxatop ¢ HDPE kamauka Ha BUHT CbC 3aI0HTEH
[IPBCTEH.

6.6 Cnenuajiny npenaznu MepPKH NpH W3XBLPJISHE

Heu3anonsegaHHAT jiekapeTBeH NPOAYKT WIH OTNANBYHHUTE MATEPHAIH OT HEro TpAOBA Aa €€ H3XBBLPIIAT
B CBOTBETCTBUE C MECTHHUTE U3UCKBAHMUSA,

7. HPUTEXATEJI HA PAZPEINIEHHETO 3A YIIOTPEBA

BOPJI MEJTUCHHE EBPOIIA EOQJ]
Oyi. CumeoHoscko 1moce 130, er. 3
1700 Codus

buarapus

8. HOMEP(A) HA PAZPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20190276

9. IATA HA TBbPBOTO PA3PEHNIABAHE/MTIOJHOBABAHE HA PASPEINEHHUETO 3A
YIIOTPEBA

JlaTta Ha mepBO paspemarane: 28.11.2019
JaTa Ha nocneqHo NOJHORABAHE:

10. TATA HA AKTYAJIN3UPAHE HA TEKCTA

03/2024
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