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2. KAYECTBEH U KOJIMYECTBEH CBCTAB
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| Ta6neTka oT 75 MUKporpama ChAbpxka: 75 MUKpOrpaMa XUHaroaua (quinagolide) KaTO XHHArOJHA
XuIPOXNOPHA (quinagolide hydrochloride).

32 NBAHKS CIIMCHK HA MOMOLLHUTE BELUIECTBA BHUKTEC Touka 6.1.

3. JEKAPCTBEHA ©®OPMA

Ta6netia oT 75 MHKkporpama; 6ana, Kpbria, nJI0CKa, CbC CKOCEH pb0, 7 mm B AHaMETHP.
HaanscH: Kpbros HaANIUC _NORPROLAC ” ot eiHaTa CTpaHa H NHHEEH HAAHC ,,75” ot Apyrara crpaHa.

4. KJVWHWYHU JAHHH

4,1 TepaneBTHYHH NOKA3ZAHNS

X UnepnponaKTUHEMHs (WAHONATHUHA WK BB3HHKHANA OT CEKpeTHPALLH NPOJAKTHH MUKPOAICHOMH KK
MaKpoaAeHOMH Ha XMTI0(pH3aTa).

4,2 JL03HPOBKAZ U HAYHH HA NPAJIOKCHUE

Jlo3upoBKa:

Toii KaTO 10NaAMUHEPTUHHATa CTHMYTAUMS MOXKE Aa AOBEAC 10 OpTOCTATHYHA XHUITOTOHHS, Fa/ICHE,
nospbllaHe ¥ 3amaliBane, 103NpOBKaTa Ha HOPIPOJIAK Tpsa6ea aa 3ano4He nOCTENEHHO YPE3
TUTPHPAILIATA ONIAKOBKA ¥ Jd C€ NpuemMa BEeAHBIK AHEBHO, BeuepTa ¢ xpana. OnTiManiarta 103a TpadBa na
ce TUTPHpPa MHAKBHAYANHO Bb3 OCHOBA HA [IOHWKABALLNA NpoNaKTHHA eeKT W NIOHOCHMOCTTA,

Bv3pacmnu

JleyeHUETO ¢ THTPHpALLATa ONakoBKa 3ano4ea ¢ 25 MAKpOrpaMa JHEBHO I1PE3 IbPBUTE 3 IHAY,
nocieaBany oT 50 MuKporpaMa AHEBHO MPE3 CNCABAUINTE 3 nuu. Cnea fien 7 npenopbuMTeHaTa 1033 €
75 MuKporpama AHEBHO.

AKO € HeoBGX0ANMO, AHEBHATA 1032 MOXE [ €€ yBETHHH Ch cTbAKA 0T 73 MuKkporpama npes uk
He T10-KbCH OT €4Ha CEAMMLIA, AOKATO C€ MOCTUIHE ONTHMANCH WHAWBUAYANEH OTIOBOP, i
noAAbpAKaLla 1034 € 75 MAKporpama AHEBHO HIH 150 MuKporpaMa AHEBHO.

[Tpy OTAENHH MALMEHTH MOXKE Aa C€ UINCKBA nHeBHa 1032 oT 300 MukporpaMa WIk({IC
cilyuay AHEBHATA JI03MPOBKA MOXE Ja ce yBE/AHasa ¢bC CTRIKKM OT 75 MHKPOTrpaMa :'
x



npe3 HHTCPBAJIH, HE [IO-KbCH OT 4 CCAMHIIH, AO0KATO CC ITOCTUIHE 3aA0BOJIMTEIICH TEPAINICBTHYEH queI{T
HJIH HaMaJICHUTE 'PaHULH HA TOHOCHMOCT M3HCKBAT NPCKPATABAHE HA IIOCNEABALIO YBEIINYABAaHC Ha
A03ara.

llayuenmu 6 cmapyecka gv3pacm
OnHUTLT NPH NAUUEHTH B CTAPUYECKA BB3PACT € OorpaHlucH (BIKTE Touka 4.4).

Heouampuuna nonyaayun
OnuTeT npy Aca € OrpaHHdeH (B Te TouKa 4.4).

4.3 IlpornBonoka3aHHn

Texxo HapyieHa yepHoApoOHa wiH Obbpeyna pyHkuHg. CBPBXUYBCTBUTENHOCT KbM aKTHBHOTO
BELLECTBO HIIM KbM HIAKOE OT NOMOIUHKTE BEeLeCTBa, H30poeHH B Touka 6. 1.

4.4 CpeunajHHU nNpeaynpexIcHHus H MpeANa3HA MEPKH NpH ynoTpeda

XunepnpoNakTHHEMHATA MOXKE J1a ObJe (hH3nonornyHa (OpeMeHHOCT, KbpMEHE) WIH Ja € PE3ynTar or
APYTH NPUUHHK, CPE KOUTO TYMODH B XMIIOTAIaAMYCA HJIH B XHTIO(PH3HATA XK€3a, KAKTO H OT HAKOH
BUAOBE JiekapcTBa. [lopaau ToBa € BAXkHO Ja ¢& U3siCHH cnelu¢pruyHaTa IpUYHHA 34
XUMEPNPONGKTHHEMHATA JOKOJIKOTO € Bb3MOXKHO H JIa 3aNOUHE JIEYCHHE Ha MPHYHHATA.

Toit kaTO OpTOCTATHYHATA XUITOTOHHS B PEKH CyHau MOXKE Ja AOBeAe 10 CHHKOMN, IPENOPBYHTENHO €
A4 Ce OPOBEPABA KPBHBHOTO HAJATAHE KAKTO B JIEHANO, TAKA U B U3NPABEHO NOJIOKEHHE, Ipe3 MbPBUTE
AHHM OT ACYEHHETO U CIIE YBEIWYaBaHe Ha Jo3ata. Henlo noseye, OproCTaTUMHKTE NPOMEHH B KPbBHOTO
HansiraHe ¢ pedneKTOpHO YCKOPABAaHE HA ChpACUHHA PUTBM MOrAaT Aa HMAT 3HAYUM e(eKT IIpY NauneHTH
C TEXKH ChPASYHY 3a00NABaHAS.

ITpu xeHn, cTpafaliy OT HApYLUEHHUA Ha PepTHIHUTETa, CBHP3aHH C IIPOJAKTHH, JIEYEHHETO C
HOPITPOJIAK moske fa Bb3cTaHOBH (peprunurera. Tlopaau ToBa XEHH ¢ JETEPOJAEH NOTEHLHAN, KOHTO
HE MCKaT Ja 3a4eHar, TpsabBa Aa 6B1aT NOCHBETBAHM Aa M3NMOA3BAT CUTYPEH METOA 3a KOHTpaUeIL KA.

B otaenuu cayvan, BITIOUMTENHO NIPY MaleHTH Oe3 peainecTBalla aHaMHe3a 3a YMCTBEHO 3aboisBaHe,
neuennero ¢ HOPITPOJIAK ce ¢Bpp3Ba ¢ noABaTa Ha OCTpa NCHX03a, OOUKHOBEHO 0DpaTHMa npu
NpeKpaTABaHe Ha JevyeHHeTo. OcobeHO BHHMAaHKE e U3MCKBA NIPH [TALIUEHTH, KOUTO Ca HMaH
NCUXOTHYHH €H301H B IPEAXOAHATA CH HCTOPHAL.

KbM MOMEHTaA nUncBaT gavHu 3a u3nonseadeto Ha HOPITPOJIAK npH nauneHTy ¢ HapylleHa 0p0peyna
UK yepHOapobHa PyHKUHA.

HOPITPOJIAK ce cBbp3Ba ¢bc ChHAMBOCT. JIpyru JONaMMHOBH ATOHHCTYU C€ CBBP3BAT ¢ €IH30/1H Ha
BHE3aNHa ChbHIUBOCT, 0COO0CHO NMpH nalHeHTH ¢ Oonecrra Ha [TapkuHcoH. IlauuenTuTe TpsOBa qa OvaaT
HHGpOPMHPAHH 3a TOBA U Ja ObAaT MOCHBETBAHU A3 ObJAT BHUMATEIHH, JOKATO LoGUpaT HAH paboTaT ¢
Mall#HY o BpeMe Ha Jieuenue ¢ HOPITPOJIAK.

ITaupeHTUTE, KOHTO CTPAZAT OT CHHIMBOCT, He TpAOBa Aa modupar uan Aa paboTAT C MaIlIHHM

He ca NpOBEXKIAHH H3CIEABAHHUA 3@ B3aHMOACHCTBHE C XMHATONHU, nopanu KoCTo ce n

noBHLleHO BHUMaHue, ako HOPITPOJIAK ce koMOKHMpa ¢ APYrH NeKAPCTBEHH MPOA
4.3).



[TauxeHTHTE C PEAKH HACAECACTBEHH 3a00NABaHKS H3 HENOHOCMMOCT KbM FaNakTo3a, HEAOCTHr Ha Lapp-
NaKTa3a MM HapyllleHa pe3opOlids Ha DOKO3a-rajlakTo3a, He TpsOBa fa npueMar TOBa JIEKapCTBO.

Honocumoctta Ha HOPITPOJIAK Moxke Aa ObJie HaManeHa OT AJIKOXona.
HapylieHHs1 B KOHTPO/IA HA HMNYJICHTE

[TauuenTrTe TpsaGBa Aa ObAAT peACBHO HAOMIOJaBaHH 3a Pa3BHTHE Ha HAPYLISHHA B KOHTpOJa Ha
uMnysicuTe. [launenTrTe, TeKyBaHH ¢ AONAMHHOBH arOHUCTH, BKMounTeqHo Hopnponak
obrprxpamute ru Tpsadsa 1a 65T MHGOPMUPaHH 32 BE3MOKHOCTTA 32 N10S1BA HA NTOBEJCHYECKH
CHMIITOMH HA HApPYLIEHHA B KOHTPOJA Ha HMNYJICHTE, BKJIOYKHTEIHO NATONOMHYHA CKIOHHOCT KbM
Xa3apT, NOBULUEHO MTHOH0, XHIIEPCEKCYATTHOCT, HATpANYK{Ba CKIIOHHOCT KbM XapUeHe HIIH na3apyBaHe,
CKJIOHHOCT KBM TIpESbKIaHE M HATPAITYKBa CKIOHHOCT KbM XpaHeHe. AKO C€ pa3BHAT NOAOOKH CHMNTOMH,
TpaOBa aa c¢ 0OMHMCIHY HAMAIABAHE Ha J103aTa WM NMOCTEHIEHHO NPEYCTAHOBIBAHE HA JICYEHHETO.

Orpanuues 6poli NaUMEHTH B CTApPYECKA BB3pacT ca Ouin JIeKyBaHY OT afleHOMH B Xxunodusara u
PEBMATUACH apTPHUT ¢ XMHAronua B 4o3u oT 50 — 300 ug auesHo. [IpoABIDKUTENHOCTTA HA ICUCHHETO
Bapupana Mexay 6 — 93 Mecela v seueHueTo 6110 NOHECEHo aodpe.

OrpauuucH 6poll aeua Ha BB3pacT Mexay 7 — 17 roauHn OWIH JIEKYBaHH OT NMPOJIAKTHHOMA C
HOPIPOJIAK c go3u4 ot 75 — 600 ug nHeBHo. Hponmmmenuocna Ha NEUEHHETO BapHpana Mexay | —
5 POAMHH H JICUEHHETO OMIIO NOHECEHO J100pe.

4.5 Baagmoaeiicrede ¢ APYrH JEKAPCTBEHH NPOAYKTH # ApYrH GopMHu Ha B3aHMOJeiicTBHE

He ca npoBexJaHH [TPOYYBAHHUA 33 B3aHMOISHCTBHATA H A0 MOMEHTA HE €2 JOK/Ia/ABAHH B3aHMO/ICHCTBHS
mexcay HOPITPOJIAK u apyru nekapeTBedu npoAykTd. OT TeopeTHyHa refHa TOYKa MOXKE 13 OYaKBa
HaMaJISRaHE HA TIOHKABALINS NPOJIAKTHHA e(PeKT MpH €AHOBPEMEHHO [TPHJIAraHE HA JIEKaPCTBEHR
[POAYKTH (HalpUMeEp, HEBPOJENTHYHY BEI[ECTBA) ChC CHUJIHM JOMaMHHOBH aHTArOHHCTHYHH CBOHCTBA.

Twit kaTo akTUBHOCTTA HA KBHHAroNHA ciipaMo 5-HT, u 5-HT; peuentopute ¢ okonto 100 mbTH no-HUCKa,
orkonkoro capsMmo D, penenrropure, 10 B3anMoaeiicteue mexay HOPITPOJIAK u 5-HT,, peuenropute e
MajKo BeposTHO. Bunpeku TORA ¢ Hanara NOBULICHO BHUMAHUE [IPH SAHOBPEMEHHO H3H0JI3BaHE C
JEKapCTBCHH MPOJAYKTH, KOUTO B3aUMOEHCTBAT ¢ T€3U PELEIITOPH.

[Topaau OrpaHHYEHOTO KOJMMYESCTRO HANHYHHA JAHHH OTHOCHO ¢H3KMa (-HTe), CBbP3aHu ¢ MeTaboI13Ma Ha
XHHATOJIUA, € TPYAHO Ja CE NMPEABHAAT Bh3MMKHHTE GapMaKOKMHETHUHH B3aUMOJEHCTBHA. JIuncBar
CBHLLO TaKa AAHHH OTHOCHO MOTEHLUHAJA Ha XHHArONKUA Aa 3aCeTHE (papMakOKMHeTHKaTa Ha Jpyru
JIEKApCTBEHY NPOAYKTH, HANpUMEP Upe3 HHXMOHpaHe Ha eH3uMH. [lopaau ToBa ce nmpenoper4Ba
noeuiieHo BHUMaHue, ako HOPITPOJIAK ce xomOunupa ¢ ApYTH JIEKapCTBEHK NPOLYKTH, NO-CIENNATHO
C JIEKAPCTBEHH nponymu KOMTO ca ,I[OI{EISHHH KaTo MOLIIHH HHXHOHTOPU HA EH3UMHTE, MeTabomn3npallly
JieKapcTBa. | - | U '

[MTonocumoctTa kbM HOPITPOJIAK Moxe na O01e HaManeHa OT alnKoXoJa.
4.6 DepTHanTeT, OPEMEHHOCT H KbPMEHE
bpemennocm: JJaHHUTE OT U3CIIeIBAHMA ¢ XKHBOTHH He ChIBPXKAT A0Ka3aTecTBa, e H

HAKAKHB éMOPHOTOKCHYEH UK TepaToreHeH MOTEHIHAN, HO KJIHHUUHHAT ONHT npu Ope
OrpaHHYeH. o -




[Ipn naumeHTH, KouTo HcKar Aa 3aueHat, HOPITPOJIAK tp#a6Ba aa O6b4¢ COpsH NpH NOTBbPKIaBaHE Ha
GpEMEHHOCTTA, OCBEH aKo He € HATHLEe MeAUITHHCKA NPUYHHA 3a MpoabKaBaHe Ha JevyeHueTo. He ce e

HaOMoAaBasio YBE/IMUaBaHEe HA 4ECTOTAaTa Ha alopTHpaHe Clie NpeKpaTABaHE HA JISYSHHETO NPE3 TO3U
eTarl. | | | |

Ao OpeMeHHOCTTA ce CITy4H [P HAJIMYKE Ha afAeHOM Ha xunodusara u neuenneto ¢ HOPITPOJIAK ce
NpeKpaTH, H3KTIOYHTETHO BAXKHO € [1a C€ OCbLISCTBABA ONIM3Ko HAGIIOACHUE O BpeMe Ha OpemenHOCTTa.

Kvpmene: Jlakranuata oOHKHOBEHO He € Bb3MOXKHA, Thil kato HOPTIPOJIAK norucka kbpMeHETO. AKO
makTaumMaTa TpsadBa Aa NPOABIKH 110 BPEME HA JICUEHUETO, KbPMEHE HE ce MPEnophyBa, 3ail0To HE €
M3BECTHO NANK XMHATOMH] NPEeMHHABA B YOBEIIKOTO MJIAKO.

4.7 EdexTH BbpXY cnocofGHOCTTA 32 wodupaHe H padoTa ¢ MALIMHH

[Ipy HAKOM NALHEHTH € BE3IMOKHO Jedenneto ¢ HOPTIPOJIAK npes mbpBHTE JHM Ha TepanusTa Aa
HapyLIHX cocoOHOCTTa HM Ja pearupar. Topa Tpa0Ba Aa ce B3eMa npeBU/, KOTaTo & H3HCKBA NOBHILEHO
BHUMAaHHeE, Hanpumep npu wodupane. [NaurerTute, nexysanu ¢ HOPIIPOJIAK, npu kouto ce
HaOMOAaBa CHLHIKBOCT W/KJIM €MTN30H Ha BHE3aMHa CHHJIMBOCT, TpA0Ba 1a ObAAT MOCHBETBAHH A2 HE
{oGhHUpaT H Ja HE YUacTBaT B AEHHOCTH, PH KOUTO HapYLIEHOTO HM BHHMaHHE MOXKE J1a H3JI0KH CAMHTE
TAX WK IPYTHTE HA PUCK OT CEPHO3HO HAPAHSABAHE WM CMLPT (HampuMep, Aa paboTsT C MaUHH),
OKATO TE3H ENH30/1M K ChHANBOCTTA He OTMHHAT. BikTe ChIIO Taka Touka 4.4.

4.8 HexenaHn NeKapCcTBeHH PeaKIAH

TToBevero HexkeNaHH peaklMH 3a 0303aBHCHUMH U TipexoaHu. HexenaHurte peakiin paako ca
JOCTATLYHO CEPHO3HH, 3a Ja MpeAR3BUKAT NPEeKpaTABAHE HA JICYEHHETO.

MedDRA Oprannu | Muoro 4ecrn YecTn Peaxu
KJ1acoBe =1/10) (=1/100 no (=1/10,000 no

<1/10) <1/1,000)
HapyiueHus Ha - AHOpeKkcHd -
MmeTadonn3Ma u
XpaHeHETO
[TcuxuuHH - be3ceHHE (QOo0paruMa
HAPYLUCHHSA OCTpa NCHX03a
HapyuieHus Ha JamaiiBaHe, - | ChHIMBOCT
HEpPBHATa CHCTEMA rnaBo0OIHE
CbJOBH HADYIUEHUS | - OpTtocTaTuyHA -

| XAMOTOHHS |

PecrinpatopHm, - 3anyiliBaHe Ha -
TPBAHH H HOCa
MeANACTHHAJIHH
HapYLICHHHA
CToOMauHO-4pEeBHH ["apene, Kopemua -
HapyWeHHS NOBpbIIaHE 6oika,

KOHCTHITALIMS,

Ayapus
Hapyuienns Ha - Cnaboct B -
MYCKYJIHO- MYCKYJIUTE
CKeNeTHATa CHCTEMA,




ChCAUHHTEIHATA
TBbKAaH H KOCTHTE

OO0y HapylieHus 1 | YMopa -
e(PeKTHd HA MACTOTO
Ha TPHACKEHHUE

Hapymeunﬂ B KOHTPOJA HA HMITYJICHTC

[Ipy nauMeHTH, IEKYBaHH ¢ arOHUCTH Ha AONAMUHA, BKMIOYHTENHO Hopnponak, MOTaT Aa ce NoABAT
HEKENaHW PEaKLiii, KATO MaTOJOrHYHA CKIOHHOCT KBM Xa3apT, MOBHINEHO JHOHAO, XHNEePCEKCYallHOCT,
HATPan4HBa CKIOHHOCT KbM XaPUCHE HITH Ma3apyBaHe, CKIOHHOCT KbM TIPEDKAAaHE H HAaTpar41Ba
CKJIOHHOCT KbM XpaHeHe (Bxk Touka 4.4. CnieliHanHy npeaynpeXAcHH 1 NpeAnasHy MEPKH NPH

ynotpeba)

Cnen ynorpeba Ha HOPITPOJIAK e poxnagsana OpTOCTATHYHA XHITOTOHHMA, KOATO PAAKO JOBEXKAA 10
CHHKOI.

He Moxe aa ce u3KnouM PHCKBT OT pCaklHK HA CBPBXYYBCTBHTEIIHOCT,

CrobuiaBane Ha NOAO3HPAHN HEXKEIAHW peakiidy

Cpo01aBaHeTo Ha NOAO3HPAaHH HEXEJIAaHH peakliii cliel pa3pellaBane 3a ynorpeda Ha JieKapcTBEHHs
NPOAYKT € BakHO. ToBa MMO3BOJIABA 2 NPOABIKY HAOMIOACHHETO Ha ChOTHOLIEHHETO N0J132/PUCK 32
NeKapcTBeHHs NpoaykT. OT MEAULIHHCKHTE CTIEUHANUCTY CE H3UCKBA 1a CbOOLIABAT BCAKA 10A031paHa
HeXKeNaHa peakUys, KaTo H3ION3BAT JAaHHUTE NO-J0IY.

brarapusa
U3anbauKTeHa areHU|sa o JieKapcTeaTa ya. ,,Jlamsn ['pyes” Ne 8
1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 Ilpepnosupane

OnuTsT NpU Npeao3upaHe e orpanu4eH. Moxe aa ¢€ ouakBa a NPHUMHH raAcHe, NOBPBIIAHE,

rnasoGonue, 3aMaiBaHe, ChHIMBOCT, XHNOTEH3Hs, XalloUHHALKH, JIeUeHHeTo Npu peao3HpaHe TpsdBa
na € CHMNTOMATHYHO. AKO € 3aCersar CToMaxa, NpOMUATE WK C aKTHBEH BhIVIEH.

5. ®APMAKOJIOTHMYHH CBOIICTBA
3.1 @apMaKoJHHAMHEYHH CBOHCTBA

dapmakoTepaneBTHYHA TPyNa: ATOHMCT Ha JONAaMHHOBUTE PEUEIITOPH, HHXUOHTOPH Ha NPONAKTHHA.
ATC xom: G02C B04.

eq:nek‘r BbPXY CEKpCUHATA HA NPOJIAKTHH, HO HC HAMAJIABA HOPMAJIHHTE HHBaA Ha APYIHTE XO0D )‘ K
XHHOQ]HB&T&. HaMmanaBaHeTO HA HUBOTO HA NMpOoJaKTHH HACTBIIBA B PAMKHTC Ha 2 yaca cne

AOCTHIa MAKCHMYMA CU B paMKHTe Ha 4 10 6 4aca ¥ ce noaabpka 3a okofo 24 yaca. [1poj
€ A0303aBHCHMA.



YcTaHOBEHO €, ye genrocpounoro aeuerue ¢ HOPTIPOJIAK HaMansiBa pa3Mepa unu orpaﬂuqaaa pacrexa
Ha CEKPETHPALIMTE MPOJIAKTHH MaKpo--H MHKPOAJCHOMH Ha XHNO(pH3aTa.

5.2' . @apma‘noxﬂne"mqﬁ_ﬁ ¢BOiicTBA

Thit KaTO He € BEIMOKHO J1a Ce [IPOBE/IAT HHTPaBEHO3HY NPOYYBAHHS, NTHICBA MHPOPMALIHS OTHOCHO
abconroTHaTa SHOHANMUHOCT, KIHPBHC U 00eM Ha pasnpegencHue.

Abcopbuus:

Xunaronuj ce abcopbupa 6bp30. He e r[pquBaHo BBL3JIEIICTRBHETO NTPH €AHOBPEMEHCH NPUEM HA XpaHa
BbpXYy abcopbupanero. MakcuManHaTa niasMeHa kKoHugHTpalua (okono 10 nuxorpama/ml npu
PABHOBECHO CBCTOAHHE (Sfeady-state)) ce nocrura ciesl 30 MUHYTH, KOTaTo ce MPpUeMar 75 MUKporpama
XHHATONA ],

Paznpeaenenne:

CBbp3BaleTo Ha MPOTEHHA HA BENIECTBOTO € Npubansutento 90 % u e HecneunduyHo.
EnuMHHAIMOHHUAT MOMYKUBOT € OKoJIO 11 Yaca (py egHokpaTHa Ao3a) M 17 4aca NpH paBHOBECHO
CLCTOSHHE.

buorpanchopmanus:

MeTaboMH3MbT Ha XHHAT'OJH] & eKCTeH3HBEH. XHHATOIH H HErTOBHAT N-AECETUNOB AHAJIOT C€ CpeLlaT B
MaJTKH KOJIMYMECTBA B KPBBTA, OKOJIO €JHa JeceTa OT 00iaTa paqioakTHBHOCT. N-1€CeTHIOBUAT aHaJIor
HMa papMakonordyeH egekt, nogodeH Ha TO3U Ha [aBHOTO BELLECTBO, HO HE TONKOBA MOIIEH H
BEPOATHO HE AONPHHACA 32 KNIMHHYHHA edexT. CyndaTHHUTE H MIOKYPOHHPAHHTE KOHIOTATH
NPEACTABNABAT OCHOBHHTE UPKYIHpaIld METAOONMTH.

EanumMuunpane:
B ypuHaTa OCHOBHMTE METalOIKUTH Ca FFOKYPOHHPAHUTE H CypaTHUTE KOHIOTATH HA XUHAroNu H N-

neceTunoBuTe U N,N-IuceTunosure aHanosu. B H3NPaXKHEHHUATA CC OTKPHBAT HCKOHIOHPaHUTC d]OPMH
Ha TPpUTEC BCLUICCTBA. |

Cnenunaann nonyjaanun:
QapMaKOKHHETHKATA He € MPOYYBaHa MPH MALMEHTH B CTAPYECKA BB3PACT MY NPH NALUEHTH ¢
HapyuieHa yepaonpodbua unu 6u6pevHa GyHKuus.

5.3 IlpeaxnuHuyHN JaHHM 32 Oe300aCHOCT

OT CpaBHHUTEIIHH in Vitro H in vivo MPOYYBAHHs 32 MyTarcHHUs e(peKT Ha XHHArolIu/, HMAa J10Ka3aTeICTRa
3a MyTareHeH egekT. [IpoyuBaHuaTa 3a kanueporeset eQexT MoKasBaT yBENHYCHHE Ha TYMOPH Ha
WKEHCKHS peNpOAYKTHBEH TPAKT [IPH MUILIKH H HA J00pOKA4YeCTBEHH aACHOMH HA JIAMWTOBHTE KIETKH
NpH NbxoBe. Te3d NPpOMEHH €A PE3YATAT OT LIEHTPATHHA JOTIAMHHEPruieH €QexT OT NPOABLIKUTEIHOTO
HHXHOUpaHe Ha IPONAKTHH NPH IPH3a4H ChC CneludUIHA XOPMOHAIHA PUIHOJIOrUS, pa3IiyHa OT TasH
npH Yoeexa. CneaoBarenHo TE3H €PEKTH He ¢a OT 3HAYEHHE 3a KIHHMYHATa ynoTpeda.

6. PAPMAIIEBTHYHH TAHHH

6.1 CnHECLK HAa NOMOIIHATE BEllecTBAa

1 Tabaerka or 73 MUKpOrpaMa ChIbpPXKAa:




JlaxTo3a MOHOXHApAT
Llesnynosa MEUKpOKpHCTAIHA
L{apeBH4HO HULIECTE
XHIpOMETIo3a

Maruesues creapar
CunuuyeB AHOKCUA, KOIOUAEH Oe3BoIeH

6.2 HecnBMecTHMOCTH

Henpunoxumo.

6.3 Cpox 5a roanocr

5 roaMHH

6.4 Cpeunannmr ycn10BHSA HA ChXpAHEHHE

Jia ce crxpansisa noj 25°C.
Jla ce ChXpaHABa B OPUrHHAIHATA OIIAKOBKA, 32 Ja ce NPe/Na3H OT CBETIIMHA M BJara.

6.5 Buau chabLpkKaHHE HA ONAKOBKATA

30 TabneTkH
Onakosany B 0nuctepu ot ALU/ALLU,

He BCMUKH BHAOBE OMAaKOBKH MOraT fia ObaaT nycHaTH B npoaaxda
6.6 Crneunaanu npeaAnasHH MEPKH NPH H3XBbPJIRHE H paboTa
Hama cneyyandu W3HCKBaHHUA,

HenznonssaHuar npoayKT Tpa6Ba Aa ¢e HU3XBbPIIM B ChOTBETCTBHE C MECTHHTE H3UCKBAHUS.

7. IIPHTEXATEJ HA PAZPEHIEHHUETO 3A YIIOTPEBA
Ferring GmbH,

Wittland 11, D-24109 Kiel,
['epmanus

8. HOMEP(A) HA PAZPELIEHHETO 3A YIIOTPEBA

HOPIIPOJIAK 75 mukporpama tabnerku: 20060664

9. JATA HA ITBPBO PAPEIIABAHETIOAHOBSABAHE HA PA3SPEIIEHHET
YIIOTPEBA |

23.11.2006/25.04.2012




10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

04/2015




