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N3NMbRAHNTENHA ATERLNS N2 JEKAFCTBATA
L. HME HA JIEKAP CTBEHI/IH e OIIYKT Kpamxa xapakmepucmuxa na npogyKkma - fpusoxenue 1
200372
AEJTOH 5 mg TabiieTka, aucneprupana ce g yerara KoM Pog. Ne .2 o D e,

AEDON 5 mg orodispersible tablets —— 5 = 3547 y 14 06 2010

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Ogobpenus i......,....... S

Beska tabnerka, AMCTIeprupama ce B ycrara CbABPXKA 5 Mg onaH3anuy.,

Iomowsu Bemecraa: 57,60 mg nakrosa/ TabreTka, AMCIieprupaina ce B ycrara.
3a MbIHUS crnchK Ha TIOMOIUHUTE BeIIECTBa, BUXKTe TOUKa 6, ]

2. JIEKAPCTBEHA POPMA

Tabnerka, Aucnieprupauia ce B ycrara
Konra, KpBIuia, ABOMHO M3IbKHANa TableTka ¢ AnaMeTsp 6,0 mm=+0,1mm u Jaebenuna
2,6mm=0,2mm.

4. KIMHAWYHY JAHHU

4.1 TepaneBTHunK NMOKa3aAHMuA

Buv3pacmuu
Onausanun e nokasan 3a JIeUeHHe Ha K30 peHnus.

Onaﬂsamm © ITOKa3aH 3a JieYeHue Ha YMEPEHH J0 TEKKHU MaHMHHU CNHU30au.

Gunonapuu pascrpoiicrea, TIPH KOHTO I10 BpeMe Ha MaHMEH enu307 e Gl HOCTHIHAT KJIHHHYEH
OTroBOp C OlaH3anuH (BxK. TOYKa 5. 1).

4.2 o3upoBka u HaunH HA NPMJIOKeHHe

Buvspacmuu
Inzobpenus: Hpenopsusanara Hauanua A03a onan3anuH € 10 mg/nuesHo.

Manmithy enmsonn: Havanuara A03a € 15 mg kaTo enMHHYHA nHeBHA 71032 NNpH MOHOTEpanus wiu
10 mg nHeBHO npu KOMOMHHUpaHO nevyenye (BK. TOuKa 5.1.)

Ipodunakrrka na PEUHINB Ha OumonspHo pascTpokcTBo: IlpenopruBanara Havanma no3a e

10 mg/nneBHo. Ipu manuenTy, xouro ca TIOTyaBa/In OJIAH3AIUH 34 JIeYeHHE Ha MaHHHM enu3oau,
3a NpearasBate OT MOBTOPHATA HM HOSBA Ce TIPENOPEYBA NPOABILKABAHE HA TEPAITUATA Che ChillaTa
no3a.llpu nossara Ha HOBH CITU30I HA MaHWs, CMECEHH STIH30/IH HITH CIIM3011M Ha JIeripecHs,
JICYCHHUCTO C ONIaH3aNKH Tpa6Ba na TIPOAB/IKH (C ONTHMH3HpaHe Ha Ao3ata, aKko ¢ Heo6xXoanMo), ¢

6unonsapuo Pa3CTPOICTBO, NHEBHATA 1033 MOsKe Ia 6b1e KOpHrupaHa rocTeneHHo Ha 6a39,:raua
HHAUBUAYATHOTO KIIMHHYHO CbCTOsIHHME, B paMKUTE Ha 5-20 mg/aneBHo. IToBumagane I;Ié ”‘\‘??‘aTa"z[O
HHBA Ha]l IperopbyYBaHaTa HAYaJTHA 1034 Ce HIperopbuBa, caMo Clies] ChOTBETHA KnnHPj@&iﬂ Ol
H Tpsi6Ba 1a cTaBa Haii-061m0 IPE3 HHTEpBAIK He o-Manku ot 24 yaca, Onanzanun Mb & 2
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TabJIeTKH.

Heya u onowu

OnanzanuH He ce TIperopr1Ba 3a ynoTpeba OT Jena U OHOWHM Mo 18-rogumiHa BB3pact nopaau
HCROCTAaTBYHHM TaHHH 32 6€30MacHOCT U eh)eKTHBHOCT. IIpu xpatkocpounu npoyusanus opu
[TALUCHTH B IOHOLIECKA BB3PACT € JOKIAABAHO 3HAYUMO YBCIMYEHHUE HA TEJIECHOTO TEMI0, H3MEHEHUS
B HMBATa Ha IMITHUTE U NPOJIAKTHHA B CPABHEHHE C M3MUTBAHUS TIPH BB3PACTHH MALHEHTH (BiK.
To4ykH 4.4, 4.8, 5.1, 1 5.2).

Tayuernmu ¢ nanpeonana evspacm

OGHKHOBEHO He Ce penophyBa I10-HUCKA OT OGHYaiiHATa HayanHa no3a (5 mg/nHeBHO), HO TakaBa
032 MOXKeE a Ce MMa TIPE/IBUJL DU MALMEHTH Ha U Hajl 65 TOXMHM, TOTABA, KOraTo KIMHHYHHTE
dbaxropu ro Hanarar (Bx. Touka 4.4).

BvOpeuno u/unu yeprnodpobro yepescoane

Ilpu TakuBa nanuenTH Tps6Ba na ce uma HpEIBU MO-HUCKA HaYalHa 103a (5 mg). B ciayyau na
YePHOAPOOHA HEIOCTATEYHOCT (LIUpO3a, Child-Pugh knac A unu B), nauannara nosa TpsbBa
Aa 6be 5 mg ¥ Aa ce yBeaUUaBa ¢ MOBHIIECHO BHUMAHHE.

Ilon
Havannara nosa u no3oBust auanaszon ue e HEOOXOIMMO PYTHHHO J1a ce TIPOMEHAT IIPH )KEHH B
CPaBHEHHE C MBbXKE.

Ihyuwauu

Havannara 103a u 1o30BHaT AnanasoH He e HEOOXOIMMO PYTHHHO /1a Ce POMeHs NpH HEMYLIAYH B
CpaBHEHHE C IMyIIIayy.

Koraro e Hanuue noseve ot enun 3a6asm MetaGommsma dakTop (>keHCKH mos, cTapuecka BB3pacT,
Hemyma4), TpabBa 1a ce MMa NpPeIBHA HAMANABAHE HA HAYATHATA Ao3a. [losmiaBaHeTo Ha mo3ara,
KOraTo TOBa € HeoOX0IUMO, TpA6Ba Aa CTaBa MOCTENEHHO TIpH TE3U MallMeHTH.

B cityuau, korato ce Hanara ysennuasane Ha nosara ¢ 2,5 mg Tpsa6Ba 1a ce U3NMOJ3BAT OJNAH3ANNH
bunMHpany TabrIeTKH.

(Brxre Touka 4.5 v Touka 5.2.)

4.3 IlporuBonokazanus

e ) o~ N
CBp'BX‘{yBCTBHTeHHOCT KBM aKTUBHOTO BEIECTBO, COSI WIH KBM HIKOE OT IOMOLIHHNTE BGIJI'QCTM: : (ol 7
AR -
HaHHeHTH, IIPpHU KOUTO € HU3BCCTHO, Y€ UMa PHCK OT nIosABaTa Ha TECHOBI'BJIHA rjraykoma. ~

Moay.1 1- ATMUHHCTPATHBHHE JAaHHH B nHdopmanus 3a npexnuceane - AEDON 5 mga
orodispersible tablets
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4.4 Cuennanuu UpeaynpexIeHusi H Npeana3un MEPKH HpH ynorpeda

ITo BPEM€E Ha aHTHUIICHXOTHYHO JICYCHHE nono6peHHe B KIIMHHUYHOTO ChCTOAHHUE Ha NallMeHTa MOXKe J1a

OTHEME OT HSKOJIKO AHU 10 HAKOJIKO CCAMHIIH. HauneH”mTe Tpi[6Ba aa 6'BI[aT Ha6H}OlIaBaHI/I OT 6130
B TO3H MEpPHO.

llcuxosa, cevpsana ¢ OemeHyus, u/unu nosedenuecky Hapyuwenus

OnaHsanuu He e nokasa 3a JTeyenue Ha [ICNX03a, CBbp3aHa C AEMEHLMS, H/HITH MOBEAEHYECKH
HapyLIeHHA U He Ce NpenopbyBa 3a ynotpe6a npy tasu CrelH¢pHIHA rpyIia IaLMeHTH HOpany
YBE/IM4aBaHEe HA CMBPTHOCTTA H PHCKA OT MO3BYHOCHIOBH MHOHNEHTH. B ninane6o koutponupanu
KIHHAYHY NMPOYYBaHHA (C MPOIB/DKUTETHOCT 6-12 CeIMULIM) NP NTALHEHTH B HamnpeAHana Bb3pacT
(cpenHa BB3pacT 78 TOJIMHK) C TICHX032, CBBP3aHa C ACMEHUHA, H/WIN NOBEICHUECKH HAPYILEHHS ¢
HabJI0/1aBaHO 2-KPATHO YBe/IMYABAHE Ha CMBPTHOCTTA IIPH MALMCHTHTE, JIEKYBAaHH C OJIAH3aIHH, B
CPaBHCHME C NAUMEHTHUTE, TPETHPAHH C MIaue6o (CHOTBETHO 3,5% cnpsamo 1,5%). ITo-Bucokara
CMBPTHOCT HE € CBbP3aHa C 103aTa Ha OJIaH3aIKH (CPeAHA THEBHa no3a 4,4 mg) wim ¢
TIPOAB/DKMTENIHOCTTA Ha JIeYeHHeTO. PHuckoBuTe dakTopu, kouTo Morar Za Npeapas3nonoKaT Ta3u
HOMyTalKs NAUMEHTH KBM YBEINYeHa CMBPTHOCT, BKIIOYBAT BB3pacT > 65 roauMHu, aucharmys,
cenanus, HapyIeHO (HEZOCTATHYHO) XpaHeHe 1 Aexuaparauus, 6enoapobHu 3a60ABaHUS (Hamp.,
TIHCBMOHMS ChC MM Ge3 aCupaLys) WK eTHOBpPeMEeHHA ynorpeba Ha GeHsoanasenunu. Brnpexn
TOBA HECTOTaTa HA CMBPTHHTE CJIy4aH € GHia No-BMCOKa NIPH MALMEHTHTe, JIEKYBAHH C OJIAH3AIMH, B
CPaBHEHHE ¢ MIauebo-TPETHPAHUTE NALUEHTH HE3aBHCHMO OT Te3H PHCKOBH (akTopH.

B chmure KIMHUYHK NpoyYBaHMs UMa CHOBIIEHNS 3a MO3BYHOCHAOBH HexxenaHu cpbutus (MCHC,
Hamp., HHCYJIT, IPEXONEH HCXEMHYCH MPUCTBI), BKIFOYATENHO U ¢ (aTtaneH usxoa. Habmonapaso e
3-kpatHo yBenuyarane Ha MCHC npu maupentH, JICKYBaHH C OJIaH3aIHH, B CPABHEHHE C MAIUEHTHTE,
TpeTHpanu ¢ miauebo crotseTHO (1,3 % cripsamo 0,4%). Benuku TTaLIMEHTH, JIEKYBaHH C OJIaH3aHH
WM IU1aue6o, MpH KOUTO ca HabMmoaBaHl MO3BYHOCHAOBH HEXKeTaHH CBOUTHS, ca ¢ IpeaNIecTRAIM
puckoBH (axTopu. Be3pact > 75 ronuHu 1 chIOB/CMECEH THIN JeMeHUHS ca UACHTUGHIMPAHA KATO
puckoeu daktopu 38 MCHC BBB BpB3Ka C JIeueHHeTO ¢ onan3anuy. B Tesn IIPOYYBAaHHS HeE €
YCTaHOBEHA €(HKACHOCTTA Ha OJIAaH3aIVH.

bonecm na Ilaprxuncon

VnorpebaTa Ha ON1aH3aIKH 33 IEYeHHE HA TICHXO3H TIpH MauueHTH ¢ 6osectra Ha [TapkUHCOH,
CBbP3aHH € MpHEMa Ha TONIAMHUHOB arOHMCT, HE CE NPENOopBYBa. B KIMHMYHM MPOYYBaHUS MHOTO
4€CTO U M0-4eCTO B CPaBHEHHE C IUTaLebo ca JOKIaABaHK BIIOLIABAHE HA NAPKUHCOHOBATA
CHMIITOMATHKA M XaTIOIMHALHY (BXK. TOuKa 4.8), a olaH3anuH He e no-eeKTUBEH OT IU1aue6o npu
JIe4CHHUC HAa NCUXOTHYHH CUMIITOMH. B Te3u mpoy4BaHus ce M3UCKBA MAllHEHTHTE 1a 6baT
IbPBOHAYAITHO CTAaCHIN3HPaHM C Hal-HUCKATa e()eKTHBHA 71032 AHTHITAPKMHCOHOB JIEKapCTBEH
IIPOAYKT (QONAMHHOB aTOHKCT) W Ja 3aNa3sT CHUIUTE AHTHIAPKUHCOHOBH JIEKapCTBEHH TIPOAYKTH H
A03MpaHHs N0 BpeMe Ha NpoyyBaHeTo. OJaH3anuH € 3aMo4BaH B 103U OT 2,5 mg/AHEBHO U THTPHPaH
A0 MakCHMMyM 15 mg/IHEBHO IO NMPELEHKA Ha H3C/IEI0BATES.

Hesponenmuuen manuenen cunopom (HMC)
HMC e noreHuMaHo )HBOTO3aCTPaLIABALIO CHCTOSHHE, CBBP3aHO C JIEYEHHETO ¢ AHTHIICHXOTHYEH
JIeKapCTBEH NpoAyKT. Psinko ca noknansanm u ciayyan na HMC, cBbp3ans ¢ nprema Ha OaH3amnuH.
Knunnunnre npossu na HMC ca xunepnmpekcus, MyckyiHa PUTHAHOCT, HAPYILIEHUS] B MHUCJIOBHHS
TIPOLIEC U IaHHU 32 BETETATHBHA HECTAGMITHOCT (IPOMEHH B IyJICA MIIM ApTEPHAITHOTO HAJIATaHe,
TaXHKApAHs, U3IIOTABAHE H OTKJIOHCHHUS B CbPAEYHUS PUTEM). JIONBIHHTEIHUTE IPU3HALI MOTAT /4
BKITIOUBAT IIOBUIICHNE HA KPEaTHH (PochOKnHa3aTa, MUOrI0OHHYpHs (pabaoMUonM3a) u ocTpa
6B0peyHa HEOCTATBYHOCT. AKO NIALIMEHT Pa3BHeE MPU3HALM U CHMNTOMH, Nokazatennu 3a HMC, van
1Ma HESCHO TEMIEPaTypHO ChCTOsHUE (e3 pyrH KIMHUYHH 1posisd Ha HMC, npueMbT Ha BCHYKH
AHTHICHXOTHUHH IEKAPCTBA, BITIOYUTENHO U HA OJIaH3aMKH, TpA6Ba fa Gblie MpeycTaHoBeH. :

Xunepenuxemun u Ouabem AL

Moaya 1- ATMMHACTPATHBHHE XaHHN B HAGOPMaNHs 32 npeanucsane - AEDON 5 nig\
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KeToanunosa Wit KOMa, BKIIFOUHMTEITHO U CITy4au ¢ (paTajieH u3Xox (8. Touka 4.8). B HsikoH OT
CIyHanTe € NOKIaABaHO MPeIIeCTBALIO IOBHIIABAHE HA TEMNIOTO, KOETO MOXKE [a 6bne
npenpasnonaraiy ¢pakrop. Ipenopbysa ce ChbOTBETHO KIMHUYHO npociensBaHe, criopes
H3IOJISBAHHUTE yKa3aHUA 32 yoTpeba Ha aHTHIICHXOTHYHH CPE/ICTBa. [MaumenTuTe, NexyBanu ¢
AHTHICHXOTHYHH CPE/ICTBA, BKITIOUMTENHO ONIaH3aI|H, TPA6BA fa ce HaGMoxaBar 3a TIPU3HALM H
CHUMITOMH Ha XUIEPIIUKEMHS (KaTO HalpUMep NONHINICHS, NONMYpHsL, Houdarus u ciabocr), a
TIAIHEHTHTE CBC 3aXapeH AMabeT WM TE3H C PUCKOBU (haKTOpH 3a 3axapen quabet Tpabsa na ce

MOHHTOPHPAT PEIOBHO 3a BIOLIABAHE HAa KOHTPOJIA Ha roKo3aTa. Ternoro TPps0Ba ]a ce MOHMTOpUpa
PEIOBHO.

IIpomenu 6 nusama na runudoume

Habmonapar ce Hexxenanu npomenn B HuBara Ha JHNUWTE MDY MTALHEHTH, JIEKYBaHH C OJ1aH3aluH, B
I1ae60 KOHTPOTMPAHH KITMHHYHH M3MUTBAHHS (Bx. Touka 4.8). [IpoMeHHTe B HUBATA HA JTUMHIHTE
Tps0Ba [a ce JeKYBAT KaKTo € KIMHIIHO yMECTHO, 0COGEHO TPH NaLMEHTH ¢ JUCTUMHACMUS U [IPH
MAUHEHTH ¢ PHCKOBH (haKTOPH 32 Pa3BUTHE Ha HAPYIIEHHs B HUBATA HA JIMIHIHTE. IIpy naumenrure,
JICKYBAaHH C aHTHIICHXOTHYHH CPE/ICTBA, BKJIIOYHTEITHO OJIAH3aIMH, TpA6Ba 1a ce MOHHUTOpPHpAT

PCIOBHO HHBATa Ha JTUNUIIUTE, CIIOPE/ U3NON3BAHKTE YKa3aHHUA 3a yIOTpe6a Ha AHTHIICHXOTHYHH
CpencTaa.

Aumuxonunepeuuna axmuenocm

Bwnpekn ue, npu in vitro npoydsaHuaTa oaH3anuH mokaspa AHTUXOJIMHEPTU4HA aKTHBHOCT, OIIMTHT
T0 BpEME Ha KIIMHMMHHTE NPOY4BAaHHU, [IOKa3Ba HUCKA YECTOTA Ha Moao6Hu cirydan. Thit kato
KINHAIHUAT OIHUT C OJIAH3ANWH NPH MALKEHTH ChC ChIIBTCTBALIM 3a00/ABAHUS € OrpaHHYEH,
NPENopBYBa ce TOH 1a Ob/ie MPEeaNICBaH C MOBHIICHO BHUMAHHE HA MALMEHTHUTE C XMNepTpodus Ha
1IpOCTaTaTa MiTh NapaauTHYEH WIIeYC U MOJOOHH ChCTOSHH.

Yeproopobna ¢ynkyus

HecTo € HabMOAaBaHO MPEXOAHO, 6€3CMMITOMHO MOBUIIABAHE HA HUBATA HA YEPHOAPOOHHUTE
TpaHCaMHHa3H, anaHuH Tpacdepasa (ALT) u acnaprar tpancdepasa (AST), ocobeHo B HaYaOTO Ha
neyeHuero. [1oBHIIeHo BHUMaHHe ce W3MCKBA IPH NalyeHTHTe ¢ nopuuedu ALT w/mwmu AST, pn
TALMEHTHTE C NPU3HALM U CHMITOMH Ha YCPHOAPOOHO yBpexaaHe, KakTo U IIPH TE3H C TIPeXOTHN
HapyIIeHHs Ha YePHOAPOOHATa QYHKLMA WM TaKWBA, KOMTO ca GITH JIEKYBAHHM C IIOTEHLHATHO
XEMaTOTOKCHYHH JIEKAPCTBEHU NPOIyKTH. B ciyyail Ha nosmmmasane Ha ALT w/unu AST no Bpeme Ha
JIEYCHHETO € HEOOXOAUMO MPOCIIEASBAHE U €BEHTYAIHO OOMHUCITHE Ha HAMAIABaHe Ha 103aTa. B
CIy4auTe, KOraro € IMarHOCTULHPaH XeNaTHT (BKIIOUHTEITHO XeIaToLEITy/IapHO, XOIECTATHIHO WK
CMECEHO YepHOAPOCHO YBPEXKIAHE), ISUSHHETO C OJIaH3aIMH TPsA6Ba a 6be IpeyCTaHOBEHO.

Heymponenus

HeobGxomuMo e BHMMaHKe NPH NALKEHTHTE, KOMTO 110 HAKAKBA IIPUYHHA €A C HUCHK GPOH JIEBKOLMTH
H/HATH HEYTPOUITH, TIPH MAMEHTHTE 38 KOUTO & H3BECTHO, Ue MOyYaBaT MPOLYKTH, BOAELIH A0
HEYTPOIICHH, IIPY MAIIHEHTHTE ¢ AaHAMHE3a 32 NOATHCKAHE HA KOCTHHSA MO3BK/KOCTHO-MO3bUHA
TOKCHYHOCT, [TPY NMALMEHTHTE ¢ MOATUCKAHE Ha KOCTHUA MO3BK MOPAIH ChITBTCTBALIO 3a00/5BaHe,
JBYEICYCHHE MITH XUMHOTEPANKs, KAKTO H NMPH MaLUESHTHTE C XHUIIEPEO3UHOPUITUI T
muenonponideparusHu 3a6onssanus. HeyTponenus 06UKHOBEHO ce HAGMIONaBa Y€CTO MPH
€THOBPEMEHHO NPHJIOXKECHHE Ha OJIAH3aIHH C BAIMPOAT (BX. ToYKa 4.8).

IIpexvceane na nevenuemo
Octpu cumMnToMu Kato noTene, Ge3cHHHE, TPEMOP, TPEBOKHOCT, TAJIEHe MITH IOBPhLIAHE ca
AOKJIaaABaHH MHOTO pako (<0,01) npu psA3Kko criMpaHe Ha OJIaH3aIIMH.

QT unmepesan
B xnunn4nu npoyusanus ca HabmonaBanu HeuectH (0,1% 10 1%) KIMHAYHO 3HAYMMH YIABIUKEBAHMNS ...
Ha QTc-nnrepsana (QT kopexuus Fridericia [QTcF] > 500 munucexynau [msec] 1o Bc;ngo:isgeM:e’ -
cien nsxonHoro EKT' npu mauuenTy ¢ uaxonHo QTcF < 500 msec) npu MalyMeHTH, neKYBa}i‘{i{i'c"_; .
OJIaH3aIUH, KOUTO HAMAT 3HAYUMH Pa3/iM4iHs B CBBP3aHUTE KapAMOJIOrHYHU CHOMTHSA B

Mopnya 1- AaMuRBCTpaTHBHHA JaHHH M HHGOpManus 3a npeanucBane - AEDON Sm
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cpasHeHue ¢ mianedo. Heo6xoaumo e o6ave, KakTo M NMPH JIPYTUTe aHTUIICHXOTHYHH JIEKapCTBEHU
NPOMYKTH, OJIAaH3AIMH Ja Ce MPEIIHCBA C TIOBUIIEHO BHUMAHKE 3a€/IHO C JISKapCTBEHH MNPOYKTH, 32
KOWTO € U3BECTHO, Y€ yAbKaBat Q7T c-uHTEpBasa, 0COOEHO MpH IALMEHTH B CTap4ecKa Bh3pacT, MpH
MALMEHTH ChC CHHAPOM Ha BposieH yabivkeH Q7 3acToiiHa ChpeYHa HeJOCTATbYHOCT, XHIEPTPOPHA
Ha ChPLETO, XUNOKAIMEMHUS HITH XHITOMarHe3ueMHs.

Tpomboembonuzom

M=oro psazako (< 0,01%) ce cpobiaBa 3a Bpb3Ka BbB BPEMETO MEXIY JICYCHHE C OJ1aH3aITHH U
BeHo3eH TpoMGoeMbGonu3bM. He e ycTaHOBEHa NIPUYHHHO-CIIEACTBEHA BPb3Ka MeXy MOsBaTa Ha
BEHO3HUA TPOMOOEMOOIM3BM H JICUSHHETO C OJ1aH3aluH. BEIpeku TOBa, Thil KaTO MPH NMALEHTHUTE ¢
IH30(PEHHs YECTO ca HAIMLE MPHUAOOHTH PUCKOBH (HaKTOPH 3a BEHO3eH TPOMGoeMGou3bM, TpsibBa
1a 6bAaT HIeHTHGHIMPAHH BCUYKK BE3MOXKHHU prckoBd (akroph 3a BTE, nanp. o6e3nsrkBane Ha
NALMEHTHTE, ¥ fa ObAAT NpeanpHeTH MPOGHIAKTUUHN MEPKH.

Obuwo oeticmeue evpxy LIHC

Karo ce umar npeaua ocHoBHuTE eekTH Ha onaH3anuH Bepxy [THC, HeOOXOAHMMO € MOBHIICHO
BHUMAaHHKE IIPH KOMOHHHPAHETO Ha NPOAYKTA C IPYTH UEHTPATHOACHCTBALLH JIEKapCTBa U aJIKOXOJL.
Tsii KaTO OJIAH3AIIHH i1 Vifro ce NPOsBABA KATO aHTArOHHCT Ha IONIaMHHA, BB3MOXKHO € TOM na
aHTaroHu3upa eHeKTUTe Ha IPEKUTE U HEMPEKH JI0NaMUHOBU arOHUCTH.

I'vpuose

OnansanuH TpsOBa Ja ce Mpujiara BHUMATeTHO NPH MaUMEHTH ¢ aHaMHe3a 32 M'bPUOBE UITH KOUTO ca
U37I0’KeHH Ha (aKTOPH, KOMTO MOTaT A2 HaMaIAT IbpPUYOBHS Npar. Psko ca NOKJIaJBaHU CITy4au Ha
I'bPYOBE IIPH TAKHBA MAIUEHTH, KOUTO Ca JIeKyBaHH ¢ ojlan3anyH. [TopeueTo OT Tesu cyyau ca 6mim ¢
aHaMHe3a 3a I'bPUOBE WIH PUCKOBU (AaKTOPH 3a TAXHATA MOSBA.

TapousHa Ouckunesus

B cpaBHHUTENHY IPOYYBAHHSA C MPOABIDKUTEHOCT Ha JICYSHHETO 110 €1HA FOIMHA OJIaH3alKH €
CBBP3aH ChC CTATHCTHYECKH 3HAYUMO NO-HHUCKA YECTOTA Ha JICYEHHE Ha CTy4YauTe C 110582 Ha
JIMCKAHE3Us. PUCKBT OT MOsiBA HA TaApAMBHA JUCKMHE3Ms HApacTBa C MPOIB/DKUTEIHOCTTA Ha
eKCIIO3ULIUATA, TIOPa ¥ KOETO B Cliy4ail Ha N0siBa Ha MPH3HALIM WJIA CUMIITOMH Ha TapIUBHA
JIMCKMHE3Ns NPY NMAaLMEHT Ha OJIaH3aliH € HeoOXO0AMMO Jja ce OOMHCIH HaMaJIIBaHe Ha 103aTa WM
npeycTaHoBsiBaHe Ha JiedeHHeTo. CUMITOMHUTE Ha TapAMBHA AUCKUHE3Us MOTaT Jia C€ BJIOIIAT
BPEMEHHO WK IOPH Ja ce MPOSBAT ClIe]l IPEKbCBaHe Ha JIEYSHHETO.

Opmocmamuyna XunomoHus

B KJIMHUYHH [IPOYYBAHUS C OJIAH3AIHMH NPH MAllMEHTH B HaNpeJHaa Bh3pacT HEYECTO € Ha0JI01aBaHa
OpTOCTaTHYHA XHIIOTOHKMS. KaKTo M NPH OCTAHAIMTE aHTHUIICUXOTHYHH CPE/CTBA, U TYK C€
MPENOpPBYBA MEPUOAUYHO MPOCICSASIBAHE HA APTEPUATHOTO HAJISTaHe MPH MaldeHTHTE Ha Bh3PacT Hall
65 T.

Ynompe6a npu deya u tonouwiu noo 18-200umna ev3pacm

OnaH3aluH He € 1T0Ka3aH 3a JeueHUe Ha Jella U 1oHOWH. [IpoyyBaHus Npy NalUMEeHTH Ha Bh3PacT
Mexay 13 1 17 roauHu NoKasBaT pa3iIMIHU HEeXXEIaHH PEaKIMH, BIJIOUUTEIHO HAlTb/IHABAaHE,
IPOMEHH B METaGONMTHUTE MApaMeTPH U yBeTHYaBaHe Ha MPOJAKTHHOBUTE HUBA. He ce mpoy4BaHu

I[’bJ'II'OCpOLIHI/ITe MHOCJCACTBUA OT TE3HW HCXKCIIaHU C’BGI/ITPUI U TC OCTAaBaT HCMNMO3HATHU (B)K. TOYKH 48u
5.1).

Jlakmosa

AenoH TabJIeTKH, JUCIIEPTUpaLIl Ce B YCTaTa ChABPIKAT J1aKTo3a. ITalMenTH ¢ HacneACTBeHa
0OPEMEHEHOCT 3@ ralakTo3Ha HeMOHOCUMOCT, Lapp jJakTa3eH Ae)HUMT HIH [IIOKO30-TalaKTO3HE
MasiaGeopOius He TpsOBa Aa mpHeMaT TO3H JIEKAPCTBEH IPOAYKT. ’/ i

A
Moayn 1- ATMAHHCTPATHBHH AaHHH H nHpopmanus 3a npeanucsane - AEDON 5 mg '
orodispersible tablets "



Pazoen 1.3.1 — KXIT, Emuxem, Tucmosxa

4.5 BzaumopeiicTBae ¢ Apyru JleKapcTBeHH HPOAYKTH U ApYrd ¢opMM Ha B3anMoaeiicTBHe
Ipoyusanns 3a B3auMozeiicTBrE ca NpoBexIaHH camo NPH BB3PACTHH.

1Iomenyuannu e3aumodeisicmeus, ROBIUABALYU ONAH3ANUH
Tvit kato onansanuH ce MetaGonu3upa OT CYPI1A2, pemecTBara KOMTO MOTaT crenuduvHO 1a
HHAYUMPAT HIIH HHXUOUPAT TO3U U30€H3UM MOTAT /1A TIOBTHSST ¢bapmaxokiHeTHKaTa Ha OaH3aNMH.

Hnoyxyus na CYPIA2

Mera6onusMbT Ha onaH3anMH Moxe 1a 651e MHAYLHUPAH OT TIOTIOHOITYIIEHe B KapbaMa3elnH, KOeTo
MO3KE 1a IoBe/ie 10 NOHMKABaHEe HA KOHLIEHTPALMsTa Ha onan3anuH. Ha6momaBaHo e camo Jieko o
YMEPCHO MNMOBHUIlIaBaHE KIMPBHCA Ha OJIaH3amHH. KITMHUYHOTO 3HaYeHHe o BegKa BEPOSITHOCT €
OTPaHHYEHO, HO C€ NPENOpbYBa KIMHHYHO NPOCIesBaHe U OOMHUCIHE Bb3MOKHOCTTA 33 IOBUIIABAHE
Ha J103aTa OJIaH3alMH (BXX. TOYKa 4.2).

Huxubupane na CYP1A42

@nysokcamuH, crietudpuyued CYP1A2 MHXHOMTOP, € T0Ka3aJl 3HAYMUTENHO HHXMOHpaHe Ha
MeTabo/In3Ma Ha onansanuH. CpeHOTO yBenuyaBane Ha Cmax Ha ONAH3AMTHH citesl QIyBOKCaMHH €
6umo 54% npu sxxeHn Hermymaukyu u 77% npy MBke IMywayd. CpeHOTO yBeIMYaBaHE HA ILTOLITA MO
KpHBaTa Ha OJIaH3AMKH € CHOTBETHO 52% u 108%. Ipu manmenTu, kouTo MpreMaT GIyBOKCAMUH HIH
Apyr uuxubutop Ha CYP1A2 kato uunpogiokcauus TpaA6Ba 1a ce 0OMMC/IM MO-HHUCKA HaYaIHa 034,

Hamanssane Ha no3ata Ha onansanus Tpsa6Ba 1a ce UMa NpeBHA, B ClTy4ai Ha 3aII0YHATO JIEYEHHE C
uHxH6uTOp Ha CYP1A2.

Hamanssane na 6uonanuunocmma

AKTHBHUST BbIVIEH HAMaIsBa GHOHAIMYHOCTTA Ha EPOPaTHHS oaH3ankH ¢ 50% 0o 60% u TpsaOBa
Jla ce mpremMa Hail-Manko 2 yaca npeay Wik CiIe/l ONaH3aIuH.

Hsma nanum, we puryoxcernH (muxuGurop Ha CYP2D6), eIMHUYHE 103H 103U AHTHALIAL (amymunui,
MAarHesui) WM UMMETHINH MOBIIXABAT 3HAYUTETHO (PapMAKOKMHETHKATA Ha OJJaH3aMHH.

Brusnue na onanzanun evpxy dpyeu nexapcmeenu npooykmu

OnaH3anMH MoXe /1a aHTarOHU3MpPa e()eKTHTE Ha MPEKHTE M HETPEKH TOTIAMUHOBH ATOHHCTH.
Onansanuz He nHXUGHpa ocHoBHUTEe CYP450 M3oeHzumu in vitro (mamp. 1A2, 2D6, 2C9, 2C19, 3A4).
Jluncara Ha B3aMMOIEHCTBHE Ce IOTBBPIK/IABA B 71 ViVO POYUBAHMS, KBIETO HE € HAGIIONaBAHO
MHXHOMpaHe Ha METaboH3Ma OT CIIE/IHUTE aKTHBHY BElIeCTBA: TPHLMKIMYHH aHTUIENPECaHTH
(noBnmsBamm npegumuo rpynara CYP2D6), sapbapun (CYP2C9), teoumuH (CYP1A2) win
mvazenaMm (CYP3A4 u 2C19).

He e ycraHOBeHO B3auMoneHCTBHE Ha ONTAH3AINH C JTUTHI WM GUITEPU/CH, IPH SAHOBPEMEHHOTO UM
NPUIOKEHHE.

TepaHeBTI/I‘IHOTO MOHHUTOpPHpaAHEC Ha IJIAa3MECHUTE HUBA Ha BaJIIIpoaT HE MOKa3Ba HeO6XOZII/IMOCT oT
KOPCKHUHA Ha Jo3aTa Ha Bajlapoar, cjieq BKIHYBAHETO HA OJlaH3aIuH.

Obuwo deiicmsue 6vpxy I[HC
Tpsbea na ce nposBaABa NOBMUIEHO BHUMAHHE [IPH NALMEHTH, KOUTO KOHCYMHPAT AIKOXOJ WA
NpUeMar JIEKapCTBEHN NMPOAYKTH C MOTHUCKAIIO ASHCTBHE BPXY LIEHTPAJIHATA HEPBHA CHCTEMA.

He ce npenopbyBa e1HOBPEMEHHOTO MPUIIOKEHNE HA OJIAH3AHH C AHTHMAPKHHCOHOBU JIEKapCTBEHH
NPOAYKTH NPH MaUUeHTH ¢ Gonectra Ha [TapkiHCOH U neMeHUus (BX. Touka 4.4).

TIPS
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Pazoen 1.3.1 — KXII, Emuxkem, /Iucmosxa

4.6 bpeMeHHOCT H KbPMEHe

HiMma afexBaTHH U 106pe KOHTPOJIMPaHH NPOyUBaHus BbPXy OpemMeHHH xenH. [laruenTkure TpsGsa
Ja ObaT CHBETBAHM J1a YBEOMSBAT CBOS JIeKap, ako 3a0peMeHeAT WITH UMaT HaMepeHue Jla
3a6peMeHesT 10 BpeMe Ha JIeUSeHHETO C OJlaH3ankH. Berpekn ToBa, MOpasi OrpaHUYCHHUAT OITMT NPH
XOpa, OJIaH3alKH TpAOBa [a ce Mpuiiara 1o BpeMe Ha OPEMEHHOCT, CaMO aKo NOTeHLHAIHATA 110132
NpeBMIIIaBa MOTEHIMATHHS PHCK 32 IUI0JA.

MHoOro pAKo ca JOKJIaZABaHH CIOHTaHHH CHOOILEHHS 32 TPEMOD, XUIIEPTOHHUS, JIETAPrHisl U ChHIUBOCT
TIpH Jlena, poJieHy OT MaiiKy, KOMTO ca IIPUEeMAalI OJIaH3aMKH [IPe3 TPETHs TPUMECTBD Ha
6peMeHHOCTTA.

B npoyuBaHe NMpH 3paBH, KbPMEILH XeHH, € YCTAaHOBEHO, Y€ OJIaH3aIUH Ce eKCKpeTHpa ¢ MaHIUHOTO
misako. CpeqHara ekcro3uuus 3a KbpMadeto (mg/kg), npy CTallMOHAPHHU CBCTOSHHUS € ONPE/ENICHa
kato 1,8 % ot no3ara, npuera ot Maiikara (mg/kg). [Tauuentkure Tpa6pa na 6bAaT CHBETBAHM Ja HE
KBPMAT JlellaTa CH, aKO IIpYeMaT OJIaH3aIHH.

4.7 EdexTH BBPXY CIOCOOHOCTTA 32 Modupane 4 pabora ¢ MALINHH

He ca mpoBesIaHy TPOyYBaHHS [0 OTHOLIEHHE Ha e(eKTHTE BBPXY CIIOCOGHOCTTA 3a IO(HUpaHe U
pabota ¢ MmauHu. T'pi KaTo, ONaH3anKMH MOXE [1a A0BEE IO MOABaTa Ha CHHIIMBOCT HJIH
3aMasHOCT, MAIMEHTHUTE TPAOBa a ObAaT NpedyNpencHH B ClIyYail Ha yIpaBjeHHe Ha MaIIUHY,
BKJTFOUHTENTHO MOTOPHHM MPEBO3HHU CPECTBA.

4.8 Hexxke1aHH JIeKAPCTBEHH PeakUnH

Bw3pacmnu

Haii-uecto ( HabmromaBaHu npu > 1% OT NAlMEHTHTE) JOKJIaJBAHUTE HEXXEIAHM JICKAPCTBEHU
PEaKIINH, CBbP3aHH C IPUI0KEHHETO Ha OJIaH3aMKH B KIIMHUYHY NPOyYBaHus, Ca ChHIIMBOCT,
HaJJaBaHe Ha TErJIo, €03MHOGMIINS, yBEIUUSH! HUBA Ha NIPOJIAKTHH, XOJIECTEPOJl, TII0K03a 1
TpUIIIHUEPUAY (BXK. TOUKA 4.4), [TIIOKO3YpHS, YBEJIMYCH alleTUT, CBETOBBPTEX, aKaTHU3H,
MapKMHCOHU3BM (BX TOYKa 4.4), THCKMHE3Hs, OPTOCTATHYHA XUIIOTOHHS, aHTUXOMHEPTUIHH
edeKxTy, MPeXonHu Ge3CHMIITOMHH YBETMYEHHs Ha HUBATa Ha YePHOAPOOHUTE TPaHCAMHHA3H (BXK.
TouKa 4.4), 0OpUB, aCTCHHs, yMOpPa H OTOK.

B mpejcTaBenaTa Tabiuua ca H3GPOESHH HEXKETAHH JIEKapCTBEHH PEaKLMH M JIabOpaTOpHH
W3CyIeABAHMS IO JAHHH OT CIIOHTAHHHU CHLOOILIEHHS ¥ KITHHUYHHU NpoyuBaHus. IIpy BCsko rpynupase B
3aBHCHMOCT OT YECTOTATa HEXKEJTAHHWTE PEaKIMH ca MPEACTABEHH B HU3XOASI peJ [0 OTHOIICHHE Ha
TAXHATA CepHO3HOCT. TepMHMHUTE 3a 4eCTOTa ca Ae(PUHIPAHU KaKTO creasa: MHOro dectu (2 1/10),
yectu (> 1/100 1o <1/10), Hewectu (> 1/1000 no <1/100), penxu (= 1/10,000 xo < 1/1,000), Muoro
penkw (< 1/10,000), c Hen3BecTHA YecTOTa (HE MOXe N2 ObJe OLeHeHa OT HAIMIHUTE NaHHH OT
CITOHTaHH CHOOINEHHS).

Cucremo- MHoro uecTH Yectn HeYecTH C HensBecTHA
OpraHHu 4eCcTOTa
KJIACOBE
Hapymienns na Eozunodumms Jleskonenusi | TpomGouuToneHus
KPBbBTa H JleBkoneHus Heyrponenus
aampHATA
cHcTeMa
Hapymenns Ha AJepriudHa peakums.
HMYHHATA -
cHcreMa
Hapymenns na | IlopMinasade Ha [lopuieHy HUBA Ha

Monays 1- AIMHHHCTPATHBHH AaHHH N HHQOpMAanus 32 NpeANHcBaHe - AEDON S5 m
orodispersible tablets




Pazoen 1.3.1 — KXII, Emuxem, Jlucmoexa

MeTa60aM3Ma M | TErJIOTO' XOJecTepor oGocTpsiHe Ha qualer,
XpaHeHeTo ToBuIIeHN HUBA Ha MOHSAKOra CBBP3aH C
rmoko3a’ KETOal|103a WIH
IMoBunieHy HUBA Ha KOMa, BKJIIOYHUTETHO
TpHUrIHLEpHAN" daranHu cryyau (BX.
I'moxo3ypus Touka 4.4)
IloBuineH aneTuT Xunorepmus
Hapymenns 5a | COMHOJIEHTHOCT COMHOJIEHTHOCT I'spuoBe, koraTo B
HepBHATA 3amasHOCT MOBEYETO CIIy4au ca
cucTeMa Axatmzus’ JIOKJIa/IBAHK aHAMHe3a
HapKI/IHCOHI/I3’bM6 3a I'bpPYOBE HITH
Juckunesua’ PHCKOBH (aKTOpH 3a
BpPUOBE
Hegsponentuien
MaJIUrHEH CHHIPOM
(Bx. Touka 4.4)
Jluctonus
(BKJIIOUUTEITHO
OKYJIOTHpanus)
TapausHa
JIACKHHE3US
Cumnitomu Ha
npexbcBane’
Cbpaeunn bpamukapaus | Kamepna
HApYLIeHHS Vib/DKkaBaHe | TaXUKapaMs/
Ha QT ¢$ubprauys,
(BK. TOUKA BHE3aITHA CMBPT
4.4) (Bx. Touka 4.4)
CbaoBn OprocraryuiHa TpomboeMOoIH3BM
HapYIIEeHHS XUIMOTOHHSA (BITFOUUTETTHO
Gestonpoben
eMOOJIU3BM H
JIBIO0OKa
BeHO3Ha TpoMb03a)
CromamHo- Jleku, npexonHu ITankpeatur
4peBHH AHTUXOJIMHEPTrHYHH
HApPYILIEHHS edexrn,
BKJIIOYBALIH
obcTurmanusa u
cyxoTa
B ycTarTa
Xenato- [Ipexonny, Xenatut
Oonnapuu 6e3CHMITTOMHH (BKJIIOYHTEITHO
HAPYLUIEHHSI MOBHINEHHUSA Ha XanaToue;ryJapHo,
4epHOApOOHHUTE XOJECTATHYHO HIH
TpaHCaMMHA3H CMECEHO
(ALT, AST), YyepHOAPOOHO
ocobeHo B YBpeXKIaHe)
HAYaJioToO Ha
JICUEHHETO (BXK.
TouKa 4.4)
Hapymienns nHa Ob6pus Peakuus Ha
KOXKATA H ¢$oTodyBCTBHU- -
NOJKOKHATA TEHOCT k2
TBKaH Anonenus ! 5
7 %

\
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Pasoen 1.3.1 - KXII, Emuxem, Tucmoexa

Hapymenns na
MYCKYJIHO-
CKeJieTHATA
CHCTeMa M
ChelHHATEIHA
Ta ThKAaH

Pa6gomuosusa

Hapymenns na
O0LOpenuTe n
OHKOYHHTE
ObTHINA

3aTpyaHeHo
YPYHHpaHe

Hapymenus na
BBb3NPON3BOIH
TeJIHATA
CHCTEMA H
rbpaara

IIpnanusem

Oouu
HapylmIeHHd H
eexTH Ha
MACTOTO HA
HpHJIOIKEHHE

AcTtenus
Ymopa
Orok

HNscnexpanns

IMoeumenu
1a3sMeHH
HHUBA Ha
NPOJIaKTHH"

Bucoka
Kpearun-
docdokunaza
Iopuimen

IloBuiuena ankanna
¢ocaraza

o061y
6uHpy6un

! KIIMHM4HO 3HAaYMMO MOBHMIUABAHE Ha TErJI0TO € HabJIFoJaBaHO MPe3 BCHYKM M3XOIHH

Kareropuu Ha Munexca Ha Tenecna maca (MTM). Cren KPaTKOCPO4HO JieueHue (MeIraHa Ha
NPONBIDKUTENTHOCT 47 1HM) NOBHIIABAHE HA TEMJIOTO > 7% CIIPAMO U3XOTHOTO TEAECHO TEIVIO € MHOIO
uecTo (22,2 %), > 15% e vecto (4,2 %), a > 25 % e HeuecTo (0,8 %). TTpu nanumenTH ¢ IBJIFOCPOYHA
eKCro3uuus (noHe 48 CeIMULIN) € MHOTO 4ecTo HagnaBaHe > 7 %, > 15 % u > 25% oT U3XOMHOTO UM
TEJIECHO TErno (CbOTBETHO, 64,4 %, 31,7 % u 12,3 %).

? Cpennn noBuIIeHys B CTOHHOCTHTE Ha JIMIUAHNTE Ha rIagHo (06w xonecreposn, LDL xonecrepon u
TPUITTHLEPH/IH) Ca MO-BUCOKH NpU NALMCHTH 6e3 TaHHH 32 HapylIeHHe Ha M3XOIHATa Perynamys Ha
JIMITHINATE.

* Habmopnaga ce TIpY HOpPMAJTHH M3XO/IHH HHBA Ha r1agHo (< 5,17 mmol/l), kouto HapacTBarT 10
Hal-BHCOKa CTOMHOCT (> 6,2 mmol/l). TIpomeHu ot pedepeHTHUTE IPaHULM B U3XOAHUTE HUBA HA
O0IIHA XOJIECTEPOIT HA TIIAHO (= 5,17 - < 6,2 mmol) 10 Hali-BUCOKA CTORHOCT (= 6,2 mmol) ca MHOTO
YECTH.

*Habmonasa ce TIpY HOPMATHUTE H3XOJHH HUBA Ha IManHo (< 5,56 mmol/l), kouto HapacTBar 10
Hak-BMCOKa CTOHHOCT (> 7 mmol/1). ITpomenu B riroko3arta Ha riiagHo CIIPAMO I'PaHUYHHTE U3XOIHH
CTOHHOCTH (> 5,56 - < 7 mmol/l) mo Haii-BHCOKa CTOHHOCT (= 7 mmol/l) ca MHOrO yecTh.

° Habmonasa ce TP HOPMAIIHHTE U3XONHHU HUBA Ha ko (< 1,69 mmol/l), kouTo HapacTBarT 10
Hali-BHCOKa CTOHHOCT (> 2,26 mmol/I). IIpomenu ot pedepenTHITE IPaHULM B M3XOHUTE HUBA HA
TPUNIULEPUANTE Ha rianHo (= 1,69 mmol/l - < 2,26 mmol/l) 10 Haii-BHcOKa cTOHEOCT

(= 2,26 mmol/l) ca MHOrO YecTH.

OJIAaH3alIuH, € IIO-BUCOKA, HO HE U CTATUCTHYECCKH 3HAaYMMO pas3/IHYHa OT miauebo. HeKyBaHPF:TéC -
OJIaH3anuH NalHeHTH UMAaT MO-HUCKa 4eCTOTa Ha TMAPKUHCOHU3BM, aKaTU3HS U JTUCTOHMI B Cpa ;

° B kHEHYHU TpOYHBaHHs YECTOTaTa HA MAPKHHCOHU3BM U IUCTOHMS IIPH MALHEHTH, neKyEq_g;s PR

Mony. 1- AxMABMCTpaTHBHY JaHHA B nHpopManus 3a npexnuceane - AEDON 5 g
orodispersible tablets L
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C THTPUPAHU 03U XaJlonepuaoJ. HpH Jidrcara Ha no;:[po6Ha I/IH(I)OpMaIH/ISI OTHOCHO IpeaXoaHaTa

TNIOHACTOSAMIEM HEe MOye Ja ce Harpasu 3aKIIOYEHHE, Ye 0JIaH3aITHH IIPUYHHABA B [I0-MAJIKA CTEICH
TapAuBHA QUCKUHE3US W/ WK Apyru CKCTpanupaMuTHH CHUMIITOMH.

7
OCTpPI CHUMITTOMHU KaTo TNOTEHeE, HHCOMHMUA, TpeMop, TPEBOXHOCT, rajicHe U TNOBpBINAHE ca
AOKIIaABaHHU TIpY BHE3a1HoO CIIMPaHe Ha OJIaH3AalTuH.

8

CBbp3anu KIIMHHYHK nposBH (Hanp. ruHekoMacTus, TaJlakTopes W yronemsBsaHe Ha IbpAUTE) ca
penxu. [Ipu noseyero manuenTy HuBata ce BPBILAT 110 HOPMAHHUTE CTOMHOCTH 6e3 NpeKpaTsBaHe Ha
JICYECHHETO.

Hvrzocpouna eKcnosuyus (nowe 48 ceomuyuy)

I1pu namenTHTE, KOMTO MMAT HEXNCTAHH, KIIMHHYHO 3HAYHMH IIPOMEHH B HAUTABAHETO Ha

TELJI0, B XO/1a HA BPEMETO C€ MOBHINABAT roko3ara, oowmuatr/LDL/HCL XOJIeCTEePOJT WIIN
Tpurimnepuaure. [pu Bv3pacTau HaLIUeTH, KOUTO 3aBbpHIBaT 9—12-Meceqno JIEUeHHE, Y€CTOTATa Ha
HapacTBaHe Ha CPEeIHHTE CTOHHOCTH Ha KPbBHaTa 3axap HaMaJIABa Ciie/l IPUGIIU3UTENHO 6 Mecera.

Honvanumenna ungpopmayus 3a CReyuUaIHy nonynayuy

B xmuuyHM npoyusanus TIPH NAIUCHTH B HAlIPeAHANIA BB3PACT C AEMEHLMS JICUEHHETO C OJIaH3aIuH
€€ CBBP3Ba C [10-BUCOKA Y€CTOTA HA CMBPT U MOSBYHOCHI0BH HEXKE/TAHH PEaKLIMHU B CPaBHEHHUE ¢
iane6o (BK. CbUIO TOYKa 4.4). MHOTrO YecTH HexenaHn PeaKuuu, CBbP3aHy ¢ ynorpedara Ha
OJIaH3aMHH NP Ta3H IPyIia NalMeHTH, ca aGHOPMHA MOXOKa U naganus. Yecro ca Habnrogapanu
THEBMOHH, IOBHIIICHA TeJIECHA TeMMepaTypa, JICTAPrHs, EPUTEM, 3PUTEITHU XATIOLHHALIUH 1
WHKOHTHHEHLHS HA ypHHA.

py kMHIYHK pOyYBaHuS ¢ malmenTy ¢ JICKapCTBEHO-NHAYLIMPaHa (IONaMHHOB aroHHCT) MICHX03a,
CBBp3aHa ¢ 6onecTTa Ha ITapKHHCOH, MHOIO Y€CTO U HO-YecTo B CpaBHEHMe C manebo ca AOKIaaBaHH
BJIOIIaBaHe Ha [lapkHHCOHOBAaTa CHMITOMATHKA 1 XTIOUMHALH.

[py eqHo knuHUYHO [IpOyHBaHe C MALMEHTH C OUIOIAPHA MaHUs KOMOMHHPaHOTO JIeyeHue ¢
BAIIPOAT U OJIAH3aIIUH BOAM 110 4eCTOTA HA HeyTponenusTa 4,1%; noTeHLMaNneH chaeiicTray takrop
MOXE Z1a Ca BUCOKH I1a3MEHH HUBA Ha BAJTIPOAT. OnanzanuH, npunoxeH ¢ MUTHI wiu BaJINpoar,
BOZIM 10 noBuIIeHa YecToTa (>10%) Ha TPEMOp, CyXOTa B yCTaTa, IOBHIIEH ANETHT H MOBHILABAHE HA
Ternoto. Hapymenue B rosopa chimo e qokagsano decto, Upu nedenue ¢ onanzanun B kom6uBams
C JIMTHH UM AMBATTIPOEKC Ce HaBII0/1aBa OBHILEHHE C > 7% OT H3XOAHOTO TeNecHo Tero Opu
17,4% ot naumenTute mo BPEME Ha OCTPOTO JieyeHue (10 6 cemuIIy). Ipoxsmxurennoro neuenue ¢
OnaHsanuH (10 12 Mecena) 3a npodunakTHka Ha PCLH/IMB NPH NALMEHTH ¢ GUITONSPHO Pa3CTPOHCTBO
€ CBBP3aHO ¢ MOBHUIEHHE C >7% OT H3XOAHOTO TeJIeCHO Terno npu 39,9% ot naumeHTHTe.

Heya u ronowu

OnanzanuH He e nokasa 3a eyenue TIpH ZIe1a M foHOIH nox 18 roaunu. Maxkap na He ca
TIPOBE}KNAHM KIIMHUYIHH [IPOYYBAHHS 32 CPAaBHSABAHE HA IOHOLIHTE ¢ BE3PacTHHUTE, JAHHHUTE OT
HPOYHYBAHHATA NPH IOHOLIM Ca CPABHEHH C TE3H OT NPOYYBaHUATA OPH Bb3PacTHH.

Cnennarta Tabnuua 06061masa HexenanuTe peakumy, ChoOUIaBaHHM ¢ O-rOIAMa YeCTOTa npu
TIALHEHTH B IOHOILIECKa BB3pacT (Mexay 13 u 17 TOZIMHH), OTKOJIKOTO IIpU BB3DACTHH MMAIUCHTH, HITH
HEXCAHH peaKIMH, KOUTO Ca YCTAHOBEHH CaMo TIpH KPaTKOCPOYHH KIIMHUYHH MPOYYBAHHUS C
IIALHCHTH B FOHOLIECKa BB3pacT. Kinuununo CHUTHH(HMKAHTHO OBUIIICHHE HA TErNIOTO (= 7%)
U3LIIeXa ce HabMIOAaBa MO-4€CTo B TIOIy/IAMATA Ha IOHOIINTE B CPaBHEHHE C BH3PACTHH ChC
CpaBHKMa excnosuuus. CTeneHTa Ha HagdABaHE HA TEryo ACITET Ha MALMEHTHTE FOHOLIH, KOUTQ__-+=:::
MMaT KIHHIMHO 3HAYHMO HAJIIaBaHe Ha TerIo, ca Mo-roeMH TIPH TIPOABIDKUTENHA excnosnug#@aga uf
24 cenmMHuM), OTKONKOTO MpH KPaTKOCPOYHA €KCITO3ULIHS. 7

i i

i { ol
Ilpu Besixo rpynupane B 3aBHcHMOCT OT HeCTOTaTa HeXENAaHUTE PEaKUUH Ca MPeCTABEHH B BHIXOMx

H e .
Moaya 1- AxMunucTpaTusnn nanuu u nHdopmanusn 3a npeanucsane - AEDON 5 mg .
orodispersible tablets
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PCA no orHoIueHHEe Ha TaxHaTta CEPHO3HOCT.

Hapymenns ga MeTadoau3ma n XpaHeHeTo

. 9
Mruozo yecmu, IHoeumarane Ha TErJI0TO , MOBUIIIEHH HHUBA Ha TPUTITHIEPHAN'®, MOBHIIEH aIeTHr.
Yecmu: ToBumenyu HHUBA Ha xoneCTepon"

Hapywenns na HEepBHATa cHcTeMa

Muoeo vecmu: Cenvpane (Bxmounresno: XUIEPCOMHMUS, JIeTaprus, COMHOJIEHTHOCT).
CromainHo-upesny HapyIlIeHus

Yecmu: Cyxora B ycTara

Xenaro-6uauapuu HApymenns
Mnoz0 vecmu: Nosuenus Ha YepHOIAPOOHHUTE TpaHCAMUHA3K (ALT/AST; Bx. Touka 4.4).

HM3cnensanus
Mhnozo vecmu: Hamanen o6 Ounupy6uH, nosumena GGT, noBumenu IUTa3MEeHM HUBa Ha
HpoNaKTUH'?

’Cnen KPaTKOCpO4HO sieyeHue (Mequana Ha TIPOAB/DKATENHOCT 22 1HM) MOBHIIABAHE Ha TEerJIoTO

2 7% OT U3XOJHOTO TejecHo Terino (kg) e MHOroO uecto (40,6 %), > 15% ot HU3XOHOTO TEJIECHO TErJio
e gecto (7,1 %), a> 25 % e vecto (2,5 %). Ipu ABJITOCpOYHa eKcno3uums (noue 24 ceamunm) 89,4 %
Hajnaear > 7 %, 55,3 % uHagmapar >15%,a29,1% Hapnasat > 25% oT u3XomHoTO cH TEJIECHO
TErJo.

10 Ha6nronasar ce 3a HOPMaJTHU U3XOHH HHBA Ha IJIATHO (< 1,016 mmol/l), kouro HapacTBaT 10 Haii-
BHCOKa cTolHOCT (> 1,467 mmol/l), u npomenu ot pedepentHuTe rpanuny B HU3XOJHUTE HUBA Ha
TpurIHLepuanTe Ha rmaguo (> 1,016 mmol/] - < 1,467 mmol/l) no Haii-Bucoxa CTOMHOCT

(= 1,467 mmol/1).

n IMpomenu B u3xonuuTe HUBa Ha O0Lua XOJIECTEPOIT Ha ITIaJTHO CTIPAMO HOpMasiHuTe (< 4,39
mmol/l)

" Mosnwmenn T1a3MEHH HUBA Ha NPOJIAKTHH Ca HOK/IA/BAHK npu 47,4% 0T naukeHTHTe B IOHOLIECK
BB3DPAcT.

4.9 Ipeaosnpane

Lpusnayu u cumnmomu

Meoro yectn cumnromu TIpH Npefiosupane (Yectora >10%) BrTouBaT TaxuKapaus,
BB30Y1a/arpecuBHOCT, AU3APTPHS], PA3THIHH EKCTPANUPAMUTHH CHMOTOMI M HapylleHHe Ha
CB3HAHUETO, BAPUPANIO OT CeAMpaHE 10 KOMa.

HApyru MeguumHcKy 3HauHMY TOC/IeNIK Ha IPEIO3HPAHETo ca ACIAHD, KOHBYJICHH, KOMA, Bb3MOKCH

TopAneka Ha 450 mg, Ho cBIIO ¢ noKTamBaHo TNPEXHBIBAHE ClIE] OCTPO IPeIO3UPaHE ¢
npubaMsuTenso 2 g onansamnuy Tepopayo.

TpYeMaHe Ha aKTHBEH BBIJICH). EnHoBpemenuoro TpHJIaraHe Ha aKTHBEH BHIVIEH e 110
HamajliBaHe Ha nepopanHara GHOHANIMYHOCT Ha onansamnuH ¢ 50 go 60%.

Monaya 1- AIMHHHCTPATHBHY AaHHH B HH}pOpManus 3a npeannceane - AEDON5:
orodispersible tablets S
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CHMHaTHKOMI/IMeTI/I‘IHH Cpencrea ¢ 6eTa-aFOHI/ICTI/I"IHa AKTHBHOCT, TBii KaTo GCTa-CTI/IMyHaIIPISITa MOXke
Aa BiIoumu XUNIOTOHHUATA. MOHHTOpHpaHeTO Ha CbpACYHO-CHhIOBATA CUCTEMA e HCO6XOIIHMO 3a
ynaBsiHe Ha BB3MOXKHU APUTMUH. BHHMaTCJIHOTO MEIULIUHCKO Ha6n1011eHne Hu MOHHTOpPIpaHe Tp}IGBa
Aa NpoabiDKv AO BBE3CTaHOBIBAHETO Ha rnanueHra.

5. PAPMAKOJIOT UYHI CBOVICTBA

5.1. ®apmakogunamuranm cBOMcTBa

IIpoyupauusita ¢ OJIaH3aITHH BBPXY MOBEAECHHUETO 1pH XXUBOTHH nokassa SHT, JONMaMHUHOB Y
XOJIHHepruyeH @HTarOHHU3BM, OTIOBapAIL Ha PeUenTOp-CBLp3BaLHs npodun. In vitro onamsanuy
[IOKa3Ba no-ronam apuHUTET KM ¢eporonuHoBuTe SHT2, oTKOMIKOTO AonamuHosuTe D2 penentopu

Ipoyusanus ¢ MO3UTPOH-EMHUCHOHHA Tomorpacgus (PET) npu 3ApaByu NOGPOBOMIM, OJlaH3amUY B
CAMHHYHA IepopallHa 032 (10 mg) nokasea TI0-TOJIIMO CBBP3BaHe ¢ 5HT2A, B cpaBrenue ¢
AoniamuHosuTe D2 peuentopu. Ocpen TOBa, 06pa3HO U3cienBane "Ipe€3 eIMHNYHA POTOH-eMHCHOHHa
KOMIOTEpPHA TOMOrpadus (SPECT) npu nauuenty ¢ WH30¢peHns nokassea, ye NpH NaIUeHTHTE
1YBCTBUTEIIHH KbM OJIaH3aMHH MMa [TO-MaJIKO CBBp3BaHe ¢ D2 B CTpHaTyMa B CpaBHEHMeE C
NAllMCHTHTE, YyBCTBUTENHH KBM APYTH aHTHTICHXOTHYHH CPEACTBA 1 PHCIICPHIIOH, KaTo TasM Haxodka
© CpaBHMMa ¢ Ta3u npy KJI03aITHH-YyBCTBHTEIIHUTE MalHeHTYH.

OTPHUNATETHA CHMNTOMH, OJIaH3aIIHH IIOKa3Ba CTaTHUCTUYECKHU 3HaYnMMo HO,Z[OGpeHIfIC KaKToO Ha
HET: ATUBHHUTE, TaKa U Ha TIOBUTHBHUTE CHUMIITOMH.

IH30a(eKTHBHUTE MM 1006 HK Hapyienus, sxmousammo 1 481 nanmenTa ¢ PasiiM4Ha cTenen Ha
CBBP3aHH C TOBAa CUMITTOMH Ha Aeripecus (M3XOHa CPe/iHA CTOHHOCT 16,6 no ckanara na
Montgomery—Asberg 3a KnacHUnupaHe Ha ACTIPECHUSTA), NPOCIIEKTHBHHS BTOpHYEH aHaIU3 Ha
TIPOMAHATA Ha H3XOJHHUS CHIPAMO KpaiiHus ckop Ha HAaCTOCHHETO, MMOKA3Ba CTATHCTHYECKH 3HaYHUMO
nonoGpeHue (p= 0,001) B ron3a Ha onansanuH (-6,0) cnipsimo xanonepunon (-3,1).

TI0ka3Ba no-BUCOKa eekTHBHOC
(mmBanmpoekc) B HaMajdBaHe Ha CUMITOMHTE Ha MaHUS 33 noseve ot 3 ceqmunmy.

orodispersible tablets
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oyaBat onamsanyy WITH JIUTHif camocrosTenHo, OnaH3anuH e nokasay HE Ho-ronamo
NIPeBB3XOACTRO CHPAMO JIHTHIA o OTHOMIEHHE Ha bPBHYHMTE Kpaithy TOYKH 3a npogpunax
peuHanBy ya 6HnomlpHo pascTpolicteo (onamszanug 30,0%, nurumit 38,3%; p=0,055).

CTaTI/ICTI/I‘IeCKH HO-}IOGpO Clipsamo JIATHI uny BaJmpoar CaMOCTOHTe.IIHO

060CTpaHeTo Ha Gunonsproro Pasctpoiictso, chraache Kp

KOHUeHTparuy MEXAY 5-us u 8-ng yac, Ab6copbuusTa g,

A6COJ'HOTHaTa 6HOH3JII/I'~IHOCT cien nepopaiuo OPHIOKeHHe B CpaBHeHue C HHTpaBeHO3HO

OpHIToKeHHe HE e onpenensua.

cpeauusT TepMHHAaNIey eJ'H/IMI/IHaHHOHeH noJry»x
3aBHCHUMOCT oT Bb3pactra u noJia.

Tucmoerq

THKa Ha
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Ilpu 3n1paBu 1MLa B HanpeHaNa Bb3pacT (65 r. ¥ MoBeYe) CPeIHUAT €TUMMHUHALIMOHEH

HOJTyKMBOT € YBJDKEH B CpaBHEHHE ¢ no-miuaaute ymna (51,8 cpemry 33,8 yaca), a KITMPBHCHT €
HamaneH (17,5 cpeury 18,2 1/4ac). dapmakoKkHHeTHYHATa BApHAGHITHOCT, KOATO ce HabMI0AaBa IpH
JMIA B HANIpeIHaJIa Bb3pacT He Ce OTIIMYaBa OT Ta3H NpHU Nno-miuaaute auua. [pu 44

TALMEHTH ¢ X30GPEeHUs Ha BB3pacT Hax 65 r. 1o3u ot 5 10 20 mg/meH He ca GUIIH CBBP3aHH C
HAKAKbB pa3iMyeH NMpod il Ha HesKeIaHH CHOUTH.

IIpv >xeHu cpeiHus €MMUHALIMOHEH MOJYXKUBOT € JIEKO yab/keH (36,7 cpemry 32,3 yaca) B
CPaBHEHHE C TO3HW NPU MBXKETE, a KIIMPBHCHT € peayuupad (18,9 cpeury 27,3 1/4ac). Borpeku ToBa,
npoduIbT Ha 6€30NacHOCT Ha onaH3amuH (5-20 mg) e cpaBHUM Mexy skeHuTe (n=467) U MBXKXeTe
(n=869).

He e ycranoBeHa 3HauMma pasjiika B CpeIHHS €IMMHUHALMOHEH MOy KHBOT (37,7 crpsamo 32,4 yaca),
KaKTO ¥ B KiMpbHca (21,2 cnpamo 25,0 Vyac) Mexxay nauvieHTuTe ¢ yBpegeHa Gb6peuna GpyHKmms
(kpeatrHMHOB KIMpBHC <10 ml/min) u 3apaBuTe HHAMBHAH. [IpOyUBaHHATA MOKA3BaT, 4e OKOJO 57%
OT GesA3aHus C paliOaKTUBHU H30TOIIH OJIAH3AIHH Ce YCTAHOBABA B YPUHATA INIABHO MO GopMaTa Ha
MeTabOIUTH.

Ilpy mymaum ¢ j€KOCTENeHHa YepPHOAPOOHA AMCHYHKLWMS, CPEAHUAT €TUMUHALIOHEH MOTY)KUBOT
(39,3 4aca) e yabiokeH, a npbHCHT (18,0 1/uac) namaneH, B CpaBHEHHE ChC 37PABH HEMYINAYN
(cvoTrBeTHO 48,8 yaca u 14,1 1/yac).

[Ipu Hemywauy (MbiKe U )KEHH) CPETHHAT STMMHUHALMOHEH MOJIYKUBOT € yabivkeH (38,6 cipamo 30,4
yaca), a KIMPLHCHT € HamasieH (18,6 cpewny 27,7 1/4ac) B cpaBHeHHE ¢ MymIayu.

ITnazmenusT KJIMPBHC Ha OJIAH3AITMH € IMO-HUCHK IPH IMAUCHTUTE B HAIIpeaHaJla Bb3pacT, B
CPaBHCHHEC C TO-MJIaIUTEC UHAWBUY, [IPH KCHUTE B CPABHEHHUE C MBIKETE, KaKTO U MNpy HEIMYHIAYUTC B
CPABHCHHE C ITyHIa4YHTE. B'BHpeKI/I TOB4, 3HAUMMOCTTa Ha BIIMIHUETO Ha BH3pacTTa, I10j1a Ui
MyHICHCTO BbPXY KINPBHCA Ha OJIAH3aIHH U BBPXY HETOBHs MOY>XXHBOT € TBBp/ZIC MaJIKa, B CpaBHCHHC
C 06maTa BapI/Ia6I/IJ'IHOCT MEXOY OTACTHUTEC HHAUBHIH.

He e ycranosena pasnyka BB (papMaKOKHHETHYHHTE [TAPAMETPHU [PH [IPOYIBAHUS NPOBEACHH C
€BPOTIEHIIM, ATIOHUM U KUTANHLIH.

CBbp3BaHETO Ha ONIaH3ATMH C IUIA3MEHUTE IPOTEHHH € 93% NPH KOHLEHTPALUK B PaMKHUTe OT 7 10
okosio 1 000 ng/ml. OnanzanuH ce cBBP3Ba IMIABHO ¢ ANGYMUHA U anda-1 KUCeNus IMIMKONPOTEHH.

Ieduampuuna nonyrayus

FOHowu (BB3pact 13 no 17 roaunn): GapMakOKMHETHKATA Ha OJIAH3AMKH € MoA00HA IPH IOHOIIM 1
BB3pPaCTHU. B KIMHMYHN MPOYYBaHUS CPEIHATA eKCIIO3HUIHMS Ha OJIAaH3aIMH € OKOJIO 27% MO-BHCOKa
IIpY IoHOWH. JleMorpadckuTe pasauuus MexXTy IOHOIIH U BB3PACTHH BKJIFOYBAT [O-HUCKO CPEHO
TEJIECHO TETJIO U MO-MabK 6poi mymaun npu roHowute. [Tono6Hu GKTOpH € B3MOXKHO Ja
CB/ICHUCTBAT 3a MO-BHCOKATa CPeiHa eKCIO3MLMs, Ha00JaBaHa NPY FOHOIIM.

5.3 IlpeaAKIMHUYHHA JaHHH 32 0e30MacHOCT

Ocmpa (npu eOunuyna 003a) mokcuuHocm
Ilpr3HauuTe Ha TOKCHYHOCT IIPH TI€POPaJIeH MPHEM [PU I'PH3AYHTE CA XapAaKTEPHH 33 MOIIHUTE

HEBPOJICTITHIM: XHUITOAKTUBHOCT, KOMA, TPEMOD, KIIOHHYHHA KOHBYJICHH, CaJIMBal{s, H IOTHCKAHE Ha
HaziaBaHeTo. CpeIHUTE JIeTaTHU 103H ca npubmmsurenso 210 mg/kg (3a Munikun) u 175 mg/kg (3a
wrexoBe). KyderaTa nonacsat enuunyna nosa 1o 100 mg/kg Ges na ce HaGnroaaBa JeTaneH H3XOR..
KbM xInHMYHHTE NPU3HALM CHAJAT CeUPaHe, aTaKCUsl, TPEMOP, YCKOPEH ChPCUEH PHTHM, . N
3aTPYAHEHO JHINaHe, MHO3a, H aHOpeKcHs. IIpH MaltMyHH eTHHHYHA epOpaIHU J03H ao IOQ mg/k'g SN
BOJAT 10 NPOCTPALIKs, a BACOKUTE IO3H U JI0 HEITbJIHA 3ary0a Ha Chb3HaHUE.

Moaya 1- ATMAHMCTPATHBHH JaHHH B nHGopmanus 3a npeanacBane - AEDON 5 mg
orodispersible tablets
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Toxcuunocm npu MHO2OKPAMHO NPULONCEHUE

B npoyuBaHus BbpXy MUUIKH C IPOAB/DKATETHOCT 0 3 MECENA M BBPXY ILTBXOBE H KyYeTa ¢
NPOAB/DKUTENTHOCT CHOTBETHO A0 1 roauHa, npeobianasaiy epexTu ca notuckane Ha L{HC,
aHTUXOJIMHEPTHYHH €()EKTH U TIepHu(EPHH XeMaTOIOTMYHH HapyeHus. Pa3BHBa ce TONEpaHC KbM
noruckanero Ha IIHC. [lapameTpute Ha pacTexa HaMaIABAT pU BUCOKH 103u. ITpu mrbxoBeTe ca
HabmoaBaH! 06paTUMU eheKTH, KOHTO Ca B Pe3y/ITaT Ha TIOBHIIEHH HHBA Ha IPOJIAKTHHA 1
BKIIOYBAT: HAMAJIABAHE TETJIOTO HA SHYHULIMTE U MaTKaTa, KAKTO U MOP(OIOrHYHH IPOMEHH BbB
BIAraJIMIIHHA €ITATEN U B MIICYHHTE HKIIE3H.

Xemamonozuuna moxcuunocm

EdexT BbpXy XeMaTOIOrMYHATE IapaMeTPH Ce YCTAHOBABAT IIPH BCHUKHU H3C/ICHABAHH BUIOBE
JKHBOTHH, BKJIFOYMTEIHO 1030-3aBUCUMO MOHIDKEHHE HA UMPKYJTHPALIMTE JIEBKOLMTH IIPU MMIIKH H
HecTIeUH(pHIHO HamMasleHHe Ha Gposi Ha WMPKYJIMpPALIHTE JIEBKOHTH MPH IUTEXOBE; HE Ce YCTaHOBSIBAT
obaye JoKa3aTeNCTBa 32 KOCTHOMO3BYHA LIMTOTOKCHYHOCT. TIpu orparudeH Gpoi KydJeTa, JIEKYBaHH C
nosu ot 8 unu 10 mg/kg/nen (o6mara excro3niys Ha OlaH3anUH [ILTom o Kpueara] e 12 o 15
ITBTH MO-BUCOKA OT Ta3M IPH YOBEKa, IIPX NIPHEM Ha 103a OoT 12 mg THEBHO), ce HabioaBa o6paTuma
HEYTPOIeHHs, TPOMOOLMTONEHUS WK aHemust. [Ipy IMTONEHNYHM KyJeTa He ca HaGIIoAaBaHu
HeXeJaHH e(heKTH BbPXY MPOreHUTOPHUTE KIETKH WIH IPOIHQepUpaniuTe KIeTKH B KOCTHUSA MO3BK.

Penpooyxmuena moxcuunocm

Onanzanun HAMa TepaToreHeH edekr. CealliaTa MOBIMABA KyITyIaTHBHHTE CIIOCOGHOCTH Ha
MBKKHTE TIbX0Be. [o10BHAT Lpk®)1 ce 3acsra npu qo3u ot 1,1 mg/kg (3 TBTH MO-BUCOKHU OT
MaKCHMaJIHaTa 1032 [PH XOpara), a penpoAyKTUBHUTE MapaMeTpH ca 3aCerHaTH MpH ILTbXOBE, Ha
KOHTO e faBaHa 1032 oT 3 mg/kg (9 mbTH IO-BHCOKA OT MAKCMMAIHATA 1032 MPH YoBeKa). B
TIOKOJIEHHETO Ha INTBXOBETE, HAa KOMTO € JIaBaH OJIaH3aN{H ce HabnoqaBa 3a0aBsiHe B Pa3BUTHETO U
HaMaJlsBaHe HUBOTO HA aKTHBHOCT.

Mymazennocm
OnaH3anuH He € MOKa3aja MyTareHHOCT HITH KJIaCTOreHHOCT, TIPH MPOBEEHHTE IThJIHH CTAHIAPTHH
TECTOBE, BKIIIOYBALIM OAKTEpUATHUA MYTAaLMOHEH TECT U i7 Vifro | in vivo TecToBeTe NpH Go3alHULIN.

Kanyepozennocm
Pesynrature ot u3cnenBaHUATa BHPXY MUILKH U IUTBXOBE MOKA3BAT, Y€ OJIAH3AIIHH He
€ KaHLIEpPOTeHEH.

6. PAPMAIEBTUYHN JAHHN
6.1. Cuucbk Ha NOMOLHATE BelIeCTBA

KpocnoBunos (tumn A),

Jlakrosa MoHOXMApaT

CunnuueB auokceug, Xxuapo$ho6eH KOJOHIEH,
XHUAPOKCHIIPOITUIIIIENYI034,
MeHTOB apoMaT ChIBbpIKAILL:

- MEHTOBO MacJio,

- o6e3TeprieHeHO MEHTOBO MAacJIo,
- €BKAIHUIITOI,

- MEHTOH,

- HU30MEHTOH,

- METWICH aleTar,

- MEHTOJI,

Tank,

Marunesues creapar.

Mony: 1- AfMUHHCTPATHBHH JaHHH H HHGOpManus 32 npeanuceane - AEDON 5 mg
orodispersible tablets
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6.2, HeC’bBMGCTHMOCTﬂ
He e npunosiumo,

6.3. Cpok na TOAHOCT
2 ronumu,

I[a ce CbXpaHsBa B OPHI'HHaHaTa OHaKOBKa, 3a ma ce npeamnasy or CBETJIMHA 1 Bj1ara.

6.5. Januu 3a ONaKOBKaTa

Hama cneumanuy H3HCKBaHUA.

7. IPUTEXATE.] HA PASPEIEHHETO 3A YIIOTPEEA
IwA Consulting Aps

Dby Center 18-20

4600 Koge

Hanus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIOTPEEBA

10. TATA HA AKTYAJIU3APAHE HA TEKCTA




