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1. HME HA JEKAPCTBEHMA ITPOAYKT

CKABAIJI 3 mg tabnetku
SCABALL 3 mg tablets

2. KAYECTBEH A KOJTHYECTBEH CbCTAB

Exna tabnetka cbabpxka 3 mg UBEPMEKTHH (ivermectin).
3a ITBJIHYA CITHCEK Ha TIOMOILIIHHTE BelecTBA BHXKTe Todka 6.1.

3. JIEKAPCTBEHA ®OPMA
Tabnerka.

TabneTkuTe ca Kpbrian, Oeln UK mouT Oeny, MIOCKU ChC CKOCEHH prOOBE, ¢ JUaMeThp 5,5 mm H
nedenuHa 2,1 mm.

4 KJIMHUAYHU JAHHH

4.1 TepaneBTHYHH NOKAIAHHYA

¢ JleueHne Ha cTOMAIIHO-YPEBHA CTPOHTHIOHA03a (aHTHITYI033).
e JleueHHe Ha TOAO3HpAHA MIM JUHArHOCTHUMpaHA MUKpodulapeMUs TpH NaLMEHTH C
nuMbatiuHa ¢unaprosa, npuaubeHa ot Wuchereria bancrofti.

o JleueHwue Ha xpacTa npu YoBeka. JledeHneTo e onpaBAaHo, KOTaToO AWarHo3aTa KpacTa € 6una
NoCTaBeHa KIMHHUHO W/HAH Ype3 Napa3dToNoriyHo ulcieaBaHe. JIeueHHETO He e ONpaBaaHo B
ciyyail Ha cppbex 6e3 opulManHa JHarsos3a.

TpabBa na ce B3eMar npexeu opHIHATHATE HacOKU. Te 0OUKHOBEHO BKIIFOUBAT HacoxkuTe Ha C30 u
Ha 00LIeCTBEHUTE 3APABHU BJIACTH.

4.2 [do3upoBka H HAYHH HA NPHIIOKEHHE

Jlo3n POBKa

JleyeHHe HA CTOMAITHO-YPEBHA CTPOHTHIIOHI03a

[TpenopnuMTenHaTa 4032 € eqUHHUYHA Nlepopanta go3a or 200 MuKporpaMa HBEPMEKTHH Ha KWJIOTpam
TEAECHO TETIIO.

Karo yKa3aHHE, J03aTa, onpeacicHa Crope] TernoTo Ha ralureHTa, € KakTo CJiciea.

TEJECHO TEIJIO (kg) _ JO3A (6poii TabaeTkn oT 3 mg)
15 no 24 eIHa
25 no 35 B IBe
36 no 50 TpH
21 10 63 | YEeTHPH
66 no 79 ner

> 80 _ LEeCT




Jleuexue Ha MukpodunapeMus., npudauHeHa ot Wuchereria bancrofti

[TpenopwYATEIHATA J03a IIPH MACOBO pa3NpOCTpaHCHHE 34 JICYCHHE HAa MHKpOo(UTapeMus,

npuuMHeHa ot Wuchereria bancrofii, e eAVHNYHA NepopalHa 03a BeAHLXK Ha 6 Mecela onpenelicHa

Taka, 4e Aa ocurypu npubnuzurenyo 150 1o 200 pg/kg TenecHo Terno.

B eHjieMHYHH palioHH, KBJETO JIEYEHHETO MOXE Aa Ob/ie MPHIIOKEHO CaMO BEJHDX Ha BCEKH
12 MeceLa, npenopbunTenHara go3a ¢ 300 mo 400 pg/kg TenecHo Terno, 3a Ja ce NoANLpXKa
aJleKBaTHO I[TOTHCKaHe Ha MHKpOodUTapeMusiTa IIpH IEKyBaHH MAIlUCHTH.

Kato yxa3zanue, 103aTa, onpeeNeHa Criopell TENMOTO Ha NaLKeHTa, e KakTo ClleaBa:

TEJECHO TEIJIO (kg) HNO3A, xoraTo ce Il-pll.rlﬂﬁl JO3A, xoraro ce npaiara
BeAHBLXK HA BeekH 6 Mecena (Opoii BeANLK WA Beekd 12 mecena
TabaeTxa oT 3 mg) (bpoii TabreTkd 0T 3 mg)
___I5n025 e/lHa JABE
26 1044 JABE 4ETHPH
45 no 64 TPH IHECT
65 no 84 YETHPH OCEM

KaTo anTepHaTHRa M TIpH JIMTICA Ha BE3HM, J03aTa Ha UBEPMEKTHH NMpPH ynoTpeba B KaMNaHWu 3a
MacoBa XHMHOTepanus MoXe Jia Ce ONpeAcNH Bb3 OCHOBA Ha PBCTA Ha MAallMEHTa, KaKTO CleJBa:

BUCOUYHHA HO3A, xorato ce npaJjara HO3A, xorato ce npaxara
(cm) BEAHLAXK HA BCEKH 6 Mecena (Opo# BeAHLXK HA BcexH 12 mMecena
TabaeTxn or 3 mg) (6poii TabaeTkn 0T 3 mg)
90 10 119 eIHA NIBE
120 mo 140 IBe YeTHPH
141 po 158 TpH ecT
> 158 _ YeTHPH OCEM

JleueHNEe Ha KpacTta NpH Xopa

[IpenopbuATEIHATA K03a € EAHHUYHA TepOpaTHa 1034, KOATO Aa ocurypu 200 pg vBepMEKTHH/KE

TENCCHO TETIIO.

ObuKHOBEHA KpacTa:

B13CcTAHOBABAHETO CE€ ONPeAeNd KaTO OKOHYATETHO CaMo Cllel YeTUPH CeIMHUILIM Ha JICHeHUE.

[TepcucTUpaHeTo Ha CLpOeXa UM JIE3UUTE OT pasyecBaHe He ONMpPABNABAT MOBTOPEH KypC Ha JIeYeHHe
peAr H3THYAHETO Ha TO3U NMEPHOL.

TpunoXeHHEeTo Ha BTOPA 1033 B PAMKUTE Ha JiBe CeIMHLA CNe/ TbpBaTa 1o3a TpAdBa Ja ce obmMucnn
caMmo:

a) KOTaTo Ce IMOABAT HOBH CHIELIMPUIHY JIE3UH,

b) xoraro pe3ynTaThT OT Napa3sHTONOTHYHOTO W3CIIEIBAHE HA Ta3u JaTa € MOJIOKHUTENCH.

[Ipody3Ha n kpycTO3Ha KpacTa:

Mpu Te3u Texxu GopMu Ha HHPeKIHA MOXe Ja ce HAMOXKH JIa ObJe IpuoXeHa BTopa J03a
MBEPMEKTHH B paMKuTe Ha 8 10 15 ouu ciely mbpBOHAYANHATA H/HITH Ja C€ PUJIOKH CBITBTCTBALIO
NOKATHO JIeUeHue, 3a Ja ce IOCTUIHE Bb3CTaHOBSABaHE,

benexxa KbM NMalLHEHTHTE, JIEKYBAHW OT KpacTa
KoHTakTHHTE X0pa, 0cODEHO WIEHOBE Ha CEMEHCTBOTO K MAPTHHOPH, TpadBa Ja NpeMUHA

MeQULIHHCKH Iperie] Bh3MOXKHO Hali-CKOpo U, ako € HaloXKUTeNHo, TpabBa fa UM 6nae
NOIXOAAIIO JeYeHHe TIPOTHUB KpacTa.




Tpa6pa 1a ce B3eMaT NpeBH XUTHEHHH MEPKH, ¢ KOUTO JIa C€ NPEROTBPATH TOBTOPHA HHMEKLIHA
(Hanp. HOKTHTE Ha PhIIETE Ja Ce MOMTbPXKAT KbCH U YHCTH), H 1 C€ CICABAT OPHLHANHHTE
[PENnopBEKH OTHOCHO MOYHCTBAHETO Ha JPEXHTE U CMIANHOTO 0enkbo.

ITeduampuuna nonyaayun
Be3zonacHOCTTa MpPH MEAUATPHYHHN NALMEHTH C TEIECHO Terio noA 15 kg He e ycTaHOBeHa 33 BCHUKH
MOKa3aHHA.

Ilayuenmu e cmapuecxa svapacm

KnuuuuauTe NpoyyBaHus ¢ MBEPMEKTHH He BKIIOYBAT AOCTaThyeH Opol NalMeHTH Ha Bb3pacT

65 rogMHK U NoBede, 3a Ja Ce ONPEACIH Jany Te ce MOBNHUABAT OT JICUCHHETO IO Pa3IkYeH HAYHH OT
no-MIaguTe Xopa. KIMHUIHUAT ONUT AOCera He € YCTAHOBHJI Pa3lIHKH B MOBIUABAHETO OT NEYECHHETO
MEXCIy TTAIlMEeHTH B cTapiecka Bb3pacT ¥ Io-MNaay nauveHTd. [lo mpHHLMIT, JCUCHUETO NPH
MalMeHTH B CTapyecKa Bh3pacT TpaOBa 1a cTaBa ¢ MOBHIIEHO BHHMaHKe, KaTo Ce MMa npeJBu 1o-
BHCOKATa MeCTOTa Ha HaMaleHa 9epHoApoOHa, 6p0pedHa umm cbpAeuHa QYHKIKA, KAKTO U HATHTHETO
Ha CBHITETCTBALIH 3a00JIABAHMA HWIHM OPYra NeKapCcTBeHa Tepanus.

HauuH Ha NpUTOXEHUE

3a repopatHo MPHIIOKEHHE.
[pn neua Ha Bb3pacT noA 6 roguHu TabnerkuTe TpabBa na 6bAAT CUyNEHHN Npeay Ja ce NIbTHAT.
JledenneTo € eAUHUTHA IepopasTHa A03a, IPHETa ¢ BOJA Ha INIAJHO.

Ilo3aTa MOXe Ja ce pHeMe o BCAKO BpeMe Ha [ieHs, Ho He TpabBa fa ce npuemMa XpaHa B paMKHUTe Ha
1Ba Jaca NpedH HITH Clie]l MPHI0KEHNETO, Thil KaTo BIMAHUETO Ha XpaHaTa BEpXY abcopbunsra He €
H3BECTHO.

4.3 IIporMBOonoKa3zaHud

CBpBXYYBCTBHTENHOCT KbM aKTHBHOTO BELIECTBO HJTH KbM HAKOE OT MOMOIIHHTE BELIECTBA,
u30poeHu B TOuka 6.1.

4.4 CrneuHalHH NpegynpexIeHHA U NpeaNa3HR MEPKH NpH ynoTpeba

Creluyanty npeaynpexaeHus
EdukacHoCTTa H CXeMaTa Ha Jjo3MpaHe Ha HBEPMEKTHH NPH HMYHOKOMINIPOMETHPAHH MallKEHTH,

NIEKyBaHH 33 9PEBHA CTPOHIHIION03a, HE Ca YCTAHOBEHH C MOAXOISIIM KIHHUIHHA NpoyJHaHua. MMa
IOKJTadBAHM CTydad Ha MepCHCTUPaHe Ha HH(ECTAMATA CleR eQUHHYIHA 1033 UBEPMEKTHH, 0C00EHO
npH NaLMEeHTH C UMYHOCYTIPECHS.

MBepMEKTHH He € IOAXOAI 3a MpodunakTiKa Ha WHPEKIMA ¢ QuIapus UK aHruryro3a. HaMa
HAJTWYHA JaHHU, JoKa3BallK eMKacCHOCTTa Ha MBEPMEKTHH 3a YOUBaHe WIH NIPEeIOTBpaTABaHE Ha
Ch3pABAHETO HA WHPEKLHO3HHUTE NIapBH NPH XOPpa.

He e goka3aHo MBepPMEKTHH JIa HMa KaKBOTO U Ja e AefiCTBHE Cpenry 3pelIiTe YePBEH Ha KOUTO W J1a €
BUJ GUIapHA.

He e noka3Ho, 4e NBEPMEKTHH HMa GnaronpusteH edexT NpH CHHAPOM Ha TponHyeckaTa benpapobia \
e03AHOMHITHSA, pH JMMpageHHT WK JTHMpaHTHT, HabmoaaBaHy Ipyu HHQeKINA ¢ punap / pSEHU”H %,
> %
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xouHGEKTHPaHN ¢ napasuta Loa loa, MukpodraapuarHaTa IIbTHOCT, 0COOEHO B KPBBTA, HAH-1€CTO €
BHCOKA, KOETO W3/1ara IeKYBaHWTE MalMeHTH Ha NOBUIIEH PHCK OT MOABA HA CEPHO3HH HEXKeNlaHH

peaxiIHH.

HexenaHu peakii OT CTPAHA Ha LEHTpallHaTa HepBHA CHCTeMa (eHUedantonaTin) ca 6uu
NOKJTATBAHU PAIKO NP MAIMEHTH, JIEKYBAaHH ¢ UBEPMEKTHH ¥ KOWHGDEKTUPaHH C BUCOK Opoi
mukpodunapuu Ha Loa loa. CrienoBarenHo, B eHIeMH4HM paiionn Ha Loa loa Tpsabba pa ce
npeanpMeMar CreLMalHH MEPKH NpeRH IeYeHHE ¢ UBEPMEKTHH (BX. TOUKa 4.8).

CLITLTCTBALIOTO iedeHue ¢ queTHnkapbamasnHoB uurpar (diethylcarbamazine citrate, DEC) u
MBEpMEKTHH B KAMIIaHAM 32 MACOBO JiedeHHe Ha GpunapHasa, IpuudHena oT Wuchereria bancrofti B
Adpnka, He ce penopbusa. Konrdektupanero ¢ apyrn Muxkpodunapuu kato Loa loa Moxke 1a
NOBeZle OO0 BUCOKA MUKpogHIapUeMus NpH HHPEKTHPaHH MALNEHTH.

CucremHara excrio3nuua Ha DEC npu takyuBa ManMeHTH MOXKE Aa A0BeIE X0 MTpOosiBa Ha CCPHO3HH
HeXeJJaHW PeaklMH, CBbP3aHH ¢ 6BP30To ¥ epexTHBHO MUKpOGdHIapHAUHAHO NeHCTBHE HA TOBA
JIEKapCTBO.

JoknaapaHy ca KOKHH H/UITH CUCTEMHE peakLMy ¢ pa3inyHa TexecT (T.H. peakuus Ha Mazzotti) u
OYHH peaKilHH clie[ NPUIOKEHHE Ha iekapcTea ¢ 6bp30 MUKpOQUIAPHUUIHO ACHCTBUE KATO DEC
NPH MAUKEHTH ¢ OHXOIEPKo3a. Te3n peakliii BepOATHO ce TbJDKAT Ha BBINATHTEICH OTTOBOP CNIPAMO
NPOXYKTHTE OT pasrpakAaHeTo, KOHTO ce 0CBOOOXAABaT CJIeJl 3arnBaHe Ha MUKPOQHITapHHTE.

TTanueHTH, IEKYBaHH ¢ HBEPMEKTHH 3a OHXOLIEPK03a, MOTAT ChIIO Aa NOMy3aT Te3H peaklH, Korato
ce JIeKyBaT 3a MspBY MBT. Clel NedeHne ¢ JIeKapeTBO ¢ MEKpOGHNApHLMIHO AEHCTBHE, NPH
MAlLKEHTH ChC CBPLXPEaKTHBEH OHXOAEPMATHT UK ,,Sowda” (nabmozasan ocobeHo B Hemen) nma
M0-rofiiMa BEpOATHOCT Aa ce HaGmomaBaT TEXKH KOKHH HEXKeNlaHH peakiiy (OTOK U BlolllaBaHe Ha
OHXOJACPMATHTA).

Texku koxHU Hexenann peakuiu (TKHP)

Texxn KOXKHN Hexxenanu peaxuun (TKHP), skmodnTtenHo cuHapoM Ha Stevens-Johnson (SJS) #
ToxcwuHa enuaepmanta Hekpomasa (TEN), kouto Morar 1a ObAaT KHBOTO3aCTpAIIaBallH WITH C
NeTaleH H3X0J, ca ChboOllaBaHH BbB BPb3Ka C JIedeHHETO C UBEPMEKTHH (BX. TO4ka 4.8).

[Tpy npenUCBaHETO MAaNeHTHTe Tpa6Ba fa 651aT WHPOPMHPAHH 32 IPH3HALUTE H CHMITTOMHTE U 113
OBJaT HaOMOAaBaHY ¢ TTOBULIIEHO BRUMaHHE 33 KOXXHM peakiuK. AKO CE NOABAT NMPH3HALH U
CHMNTOMHM, [TOKA3aTEIHA TE3M peakiiui, MpUEeMBbT Ha HBepMeKTHH TpsAbBa He3abaBHO Ja ce
[IpeycTaHOBM  Jia ce OOMHCIH ApYro nedeHne. AKO MallMeHThT € pa3BHil TeXKKa KOXKHA HEXEJaHa
peakuus, HanpuMmep SJS win TEN npu ynotpebata Ha UBEPMEKTHH, JICTEHHETO ¢ HBEPMEKTHH HHKOra
He TpabBa a ce 3aro4sa OTHOBO.

ITeouampuuna nonynayus
Be30nacHOCTTa [IPH NeJUATPHIHHE NALKEHTH C TeNeCHO Terno nox 135 Kg He € ycTaHOBeHa.

4.5 B3aumonelicTBHE ¢ APYIH JIeKAPCTBEHW NPOIYKTH H APYrH GopmMu HA BIaHMOJeHCTBHE
He ca npoBexJaHu Npoy4YBaHHA 332 B3aWMOACHCTBUATA.

4.6 DepTHAHTET, GPEMEHHOCT H KbPMEHeE

bpeMEHHOCT
[To BpeMe Ha MacoBO JiedEHHE HA OHXOLEPKO3a JAHHHTE 3a OrpaHW4eH Opoit (npubian

GpeMeHHH JKeHH He NMOKa3BaT HexelaHu eQeKkTH KaTo BpOREHH aHOMANHU, CNIOHTaHHY
paxJaHe Ha MLPTBO JIeTe ¥ CMBPTHOCT Ha KbPMa9€eTO, KOMTO MOTAT Ja 6BJaT CBBP3
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UBEPMEKTHH TIpe3 ITEPBUA TPUMECTHP Ha OpeMEeHHOCTTa. 3acera HAMa HAITHYHU ApYTH
eMTHIECMUOIOTrMYHH JIaHHH.

[IpoyuBaHusATa MTPH JKHBOTHH ITOKA3BAT PENPOAYKTHBHA TOKCHYHOCT (BXK. TOYKA 3.3), HO
NPOrHOCTHYHATA CTOMHOCT Ha ToBa HabMoOAeHHe He € YCTAHOBEHaA.

HeeMexTHH TpAOBa Ja ce A3NMON3Ba CAMO TOTaBa, KOTATO € H3PHTHO ITOKas3aH.

KbpMeHe

[To-manko o1 2% OT NMpUNIOKEHATA 1033 HBEPMEKTHUH C& EKCKpPeTHpa ¢ Kkbpmara. besonacHocTTa Ha
ynotpeda He ¢ ycTaHOBEHa IpH HOBOpPOAEHH Acua. VIBepMeKTHH MOxXe Ja ce TIpuiara py KbpMeInH
XEeHH, caMO aKo O4aKBaHaTa I0J13a HaOXBbpIA MOTCHLUMAHUSA PUCK 33 JCTETO,

OepTUNHTET
HMBepMeKTHH He MoKasBa HexkeNlaHH edpekTH BEpXY PepTHINTETA NPHU MITHXOBE B 10328 A0 3 ITLTH
MaKCHMAaTHaTa MpenopbhbuuTeHa Jo3a NpH xopa oT 200 pug/kg (1a 6a3a mg/m?/aHeBHO).

4.7 EdexTH BLPXY cnocobHocTTa 32 mopupane H pabora ¢ MAINHHHA

EdextsT Ha CKABAJI BLpXY cniocobHocTTa 3a ImodupaHe U pabota ¢ MalllMHA He € TpoyueH. [Ipu
HAKOH NALMEHTH HE MOXE Jia CE€ M3IKUIIOUK BEPOATHOCTTA OT HEXENNaHH PeaKLUH KaTo 3aMasHoCT,
CBHHJIHBOCT, CBETOBBPTEK H TPEMOP, KOWUTO MOTaT Aa OKaXAT BINAHUE BbPXY CNOCOOHOCTTa 32
modupane UK pabota ¢ MaIIMHH (BXK. TO9Ka 4.8).

4.8 HexelaHH JeKapPpCTBEHM PeaKLHH

[Mpexoana xunepeo3nHopIINA, HepHOAPOOHA TUCPYHKUMSA, BKIOTHTETHO OCTHP XEMATUT, TOBHILECHH
YepHOAPOOHH eH3NUMH, XunepOunupyObunemMus U xemaTypus ca OMIH JOKIIaIBaHMU.

MHoro paaKo csino ca OuIH JOKIaABAHH TOKCHYHA EMUICPMaNHa HEKPONTN3a ¥ CHHAPOM Ha
CmuBbHC- {XXOHCEH.

HexenaHuTe peakliMi ca CBbP3aHH ¢ IUTBTHOCTTA Ha NTAPA3suTHTE U B MOBEYETO CIYYAH ca JIEKH U
[IpeXOoaHH, HO TEXECTTa HM MOXE Ja ce MOBHIIHM [TPH HAKOU MalWeHTH, HHEKTHPaHH C TToBeYe OT
eIMH mapa3uT, ocobeHo B cydanTte Ha HH¢ectaunu ¢ Loa loa.

Paako ca OHIM ONMHCAHH TEXKH M MOTEHUHANHO QaTalHU CIy4aHd Ha eHLedaonaTHa cles
NPHIIOKEHHE Ha HBEPMEKTHH, 0COOEHO TIpH TTALIMEHTH, KOKTO Ca TEXKO HHpeKTHpaHH ¢ Loa loa. Ipu

Te3M nalueHTH ca OWIH JOKIAaABaH! CHLIO CICAHUTE HEXeNaHn peakumH: 60ka B rep0a uinu Bpara,
OYHa XMIlepeMHuA, CYOKOHIOKTHBAIEH KPhBOW3IINUB, JUCTIHES, HHKOHTUHEHLIMA Ha YPUHA UJIH
M3MpaXKHEHUA, 3aTPYAHEHUE MPH CTOEHE B U3MPABEHO NMONOKEHUE/XOACHE, MPOMEHH B ICUXUYHOTO
CBCTOAHHE, 00BPKAHOCT, IETAprus, CTYIOP UMK KOMA (BX. To4Ka 4.4).

IIpu naiueHTH, NIpHeMalld UBEPMEKTHH 3a Jie4eHUe HA CTPOHTUIIONA03a, ca ONK JoKiagBaHK
CNEHKUTE HEXEIaHH peakKlMMA: acTEHMs, KopeMHa 00TKa, aHOpeKCUsd, 3anek, Anapud, rajcHe,
NOBPBINAHE, 3AMasHOCT, CHHITHBOCT, CBETOBBPTENK, TPEMOP, NPEXOAHA XHTIEPEO3IHHODUTHS,
NeBKoNeHHs/aHeMHKa M MOBHIDeHUe HA cToMHOCTHTE HA AJIAT/ankanna ¢gocdarasa. [Tpu nedenue Ha
dunapuo3a, npu4rHeHa oT Wuchereria bancrofti, TeXecTTa Ha HeXXellaHUTe peakliiHi He e A030-
3aBHCUMa, HO € CBbp3aHa ¢ MEKpoGdUIapyaIHaTa MTbTHOCT B KpbBTA. ONHUCAHU Ca CIEAHUTE
HekeJlaHW peaKlMM: Tpecka, riapobonue, aCTeHHA, YYBCTBO Ha ¢n1adocT, MUAJITHA, apTpaITus,
mudy3Ha 0onka, XpaHUTETHM HapyLIEHHA KaTO aHOpEKCHd, raicHe, abnoMHHATHA U eNUracTpaiHa
Donka, kallnKla, ycelaHe 3a pecruparopeH THCkoMGopT, 60NIe3HEHO BB3NANIEHO MbpIIo,
OpTOCTaTH4YHa XUMOTOHMS, BTPHCaHe, CBETOBbPTEX, OOMAHO NOTeHe, 00JIKa B TECTUCUTE WIK
Ha JHckoMdopT.

Cnen Nnpu0XKEeHNE HA UBEPMEKTHH NPH NauMeHTH, HHPeKTUpanu ¢ Onchocerca volvulus
(OHXO1IepK03a), ca HabMmoJaBaHH peakLMH HA CBPBEXTYBCTBUTEIHOCT TOPAIH 3arHBaHe H
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MHKpO(HIIapUKTE, OTHACAIIM Ce KO peakuud Tunl Mazzotti: cepbex, ypTHKapuaneH oopue,
KOHIOHKTHBHT, apTPAJIrHi, MHaNTHA (BKITIOYHTETHO aONOMHHAITHA MHANTTHSA), TPECKa, OTOK,
nAM(pageHlT, aIeHONATHH, FaleHe, NOBPbIaHe, THAPHA, OPTOCTATHYHA XHTIOTOHHUSA, CBETOBBPTEX,
TaxuKaplud, acTeHud, riasobonue. Te3un cUMITOMU pAAKO ca Ounm Texkn. OnucaHu ca HAKONKO
clMy4as Ha ofocTpaHe Ha acT™a. [IpH Te3H MalNEeHTH ca GUIIK ONTMCaHH ChIllo HeoOUdaliHo ycemaHe B
O4MTE, NOAYBAHE HA KJIENata, pefeH YBEUT, KORIOHKTHBHT, TMMOUT, KEPaTHT U XOPHOPETHHHT WIH
XopHOHAHT. Te3u NpoABH, KOHTO MOTaT Aa ce IbKaT Ha caMoTo 3abonasaHe, ca OUnM onucany
moHskora cneq nedeHue. Te paako ca OKNIM TexXKY U obuyaitHo ca 0T3ByyYaBanH Oe3 N1eUeHHE ¢
KOPTHKOCTEPOUIH.

[TosBa Ha KOHIOKTHBANIEH KPLBOM3INHE € OMa JOoKIaABaHa NIPY MalLMEHTH ¢ OHXOLIEpKO3a.
HabmoaaBaHo ¢ MpeMaxXBaHe Ha 3peiiu Ascaris clel IpHEM Ha HBEPMEKTHH,

[TpH nauMeHTH ¢ KpacTa B HAYaJ0TO Ha JIedeHHEeTO MoXe Na ce Habmonasa MpeXoaHO 0DOCTpAHE Ha
cbpOexa.

CrobImasane Ha noJ03UPaHN HEXENaHU peakiny
Cro0masaxeTo Ha NMOAO3UpaHH HEXeJIaHH peaklHH Clied pa3pellaBaHe 3a ynorpeba Ha nekapcTBEHHA

NPOAYKT € BakHO. ToBa Mo3B0N4Ba &a NMPOXBDKM HAOMONEHHETO HA CHOTHOLIEHUETO NON3a/PHCK 34
AeKapcTBEHHA NPOAYKT. OT MEAHUMHCKHTE CIEUHANTHCTH CE M3MCKBA Aa ChobiaBar BCAka
IOZI03UPaHa HEXENAHA peaKklus Ypea:

HznmbpnuKTENHA areHI|s 110 JIEKapCTBaTa,

yin. ,,Jamau ['pyes”Ne 8,

1303 Codus,

ten.: 02 8903417,

yebcaiiT: www.bda.bg.

4.9 Ilpego3upane

Hma cbollneHus 3a CNy4YaifHO npeio3upaHe ¢ UBEPMEKTHH, KOETO He € TIOBENO JIO NeTaleH U3XOA.
[Tpu cnyyaiiHo npeao3upane ¢ HEM3BECTHA K034 OT NMPOAYKTH, IPeAHa3HAaYCHH 3a BETEpHHApHA
ynotpeba (mepopanna ynotpeba, HHXEKLHOHHO NPUITOKEHHE WK BBPXY KOXKATA), OTUCAHUTE
CUMITTOMH ca: 0OpHB, KOHTAKTEH JAEpMAaTHT, OTOK, INaBodoINe, CBETORBPTEXK, ACTEHHS, raZicHe,
nosphillaHe, Juapus U kopeMHa 6onka. HabmonaBaHy ca W ApYrH peakUH, BKIIOYMTENHO: MbPYOBE,
arakcHf, AMCIIHEA, MapecTe3uH U YPTUKapHs.

JleueHue B cirydait Ha ClTydaiHO Npeao3upaHe:

* CHMITOMaTH4YHO JedyeHHe W HabmoxeHne B O0THULA, 3aMECTUTEITHA TEpAIMs ¢ TEYHOCTH H
AHTHXHUIIEPTEH3UBHO JICUEHHE, aKo € HeoOXoauMO. BenpekH ye HAMa HATHYHH KOHKPETHH
NpoydYBaHKA, TIPENOPBYHTENHO € Aa ce u3barsa komOHHauns Ha GABA-aroHHCTH npH
JICYCHUETO HA CITydalHO Ipeao3HpaHe ¢ UBEPMEKTHH.

5. ®APMAKOJOIMYHU CBOUCTBA
5.1 <dapMakoAHHAMHYHH CBOHCTBA
dapmakoTepaneBTHYHA rpyna: AHTHXeIMHUHTHH cpeacTsa, ATC xoxa: PO2CFOL.

MBepMEKTHH € AepHBaT Ha ABEPMEKTUHUTE, KOUTO €& H30JIMPaHM OT PepMEHTAUMATA HA OyILOH OT
Streptomyces avermitilis. ViMa BUCOK aQHHUTET KbM Iy TaMar-3aBHCHMMTE XJIOPHH KaHallH,

HaMMpALI¥ Ce B HEPBHUTE U MYCKYJIHUTE KIeTKH Ha 6e3rprbradnnTe. HeroBoTo CBbp3BaHE Kb
KaHANTH MPeIA3BHKBA MOBUIEHA MPOIMYCKIIMBOCT HAa MEMOpaHara 3a XJIOPHH HOHH, KOeTO
XHIIEpNONApU3alyA Ha HEPBHATE U MYCKYJIHUTE KneTKH. ToBa BOJM 10 HEBPOMYCKYITHa
MOXe J1a JJOBEIE A0 CMBPT NPH HAKOU TNapasuTy.




HeepMexTHH B3auMogeticTBa CHLIO C APYrH JIMraHA-3aBACHMH XJIOpHH KaHANH KaTO TE3H, CBEP3BAINH
ce ¢ HeBpoTpaHcMuTepa GABA (gamma-aminobutyric acid).

BosaltHUIMTe HAMAT [TyTaMaT-3aBUCHMH XJTOPHH KaHallH. ABEpMEKTHHHTE UMaT HUChK aHHUTET
CbM JpPYTHTe NTHraH-3aBUCHMH XJIOPHH kaHanu. Te He NpeMHHAaBaT NecHO KPbBHO-MO3bYHaTa
Oapuepa.

KnuHu4YHM npoyyuBaHus, nposefeHy B Appuka, A3us, HOxHa AMepuka, Kapubute n [lonunesns,
pa3KpHBaT HaMalsBaHe (10 0-MaJko oT 1%) Ha MUKpodHIapemMusTa, IpUYHHEHa OT Wuchereria
bancrofti, B pAMKWTE Ha CeIMWLA Cle]l TIPUIOKEHHETO Ha NIepopaHa 1038 HBEPMEKTHH OT Hal-Maiko
100 pg/kg. Te3n npoyvBaHus ca MOKa3aNy A030-3aBUCHM e€(eKT Mpe3 Neprola, o BpeMe Ha KOHTO
HAMAJIIRAHETO HA MUKpOQHIapeMIATa U 4YeCTOTaTa Ha HH(ECTALIHA B ICKyBaHaTa NOMynauus ce

NOUIBPXKA.

Ypes edeHHETO HA MUKpOQHUIapeMHATa TIPH MbXe (EAMHCTBCHHUAT NapasHTEeH pe3epBoap 3a
Wuchereria bancrofti), IpAnOXeHHUETO Ha MacoOBO JIEYEHHE H3rNeXa e oJIe3HO Mo OTHOLIECHHE Ha
orpaHHYaBaHe Ha NpefaBaHeTo Ha Wuchereria bancrofti ape3 BEKTOPHH HacEKOMH U NPEKBCBAHE Ha
eMUIeMHONOTHYHATAa BEpHTA.

JokasaHo €, 4e NeYeHHeTo ¢ eAMHUYHa 1032 uBepMEKTUH OT 200 MUKporpaMa Ha KHJIOrpaM TENIECHO
Terno € edexkTHBHO H C Jo6pa NOHOCHMOCT MPH MAlMENTH ¢ HOpMalleH UMyHHTET H HpH KOUTO
uudecranuaTa cse Strongyloides stercoralis € orpaHnieHa B CTOMalTHO-9PEBHHS TPaKT.

5.2 ®apMaKOKHHETHYHH CBOHCTBA

CpeZHaTa MMKOBA IU1a3MEHa KOHLEHTPALMs Ha OCHOBHHA koMnoHeHT (H2B 1a), HabmonaBaHa okoIo

4 yaca cJiel NepopasHoO NPHcKEHHe Ha €AMHUYHA A03a OT 12 mg UBepMEKTHH Mo popMaTta Ha
rabnerka, e 46,6 (x 21,9) ng/ml.

[MnasMeHaTa KOHLIEHTPALUA C€ MOBHINABA NPONMOPLMOHATHO € MOBULIABAHE Ha fo3aTa. IBepMEKTHH
ce aGcopbupa u MeTabon3Mpa B YOBEINKMS OpraHH3bM. IBEpMEKTHH H/MIK HErOBHTE METabONIHTH ce
EKCKPETUPAT MOUTH H3LAJO B U3NPAXKHEHHATA, KaTO NO-MANKO OT 1% OT npunoxkeHara 403a ce
eKcKpeTupa B ypuHarta. Exmo in vifro npoy4BaHe, POBEAEHO BBPXY YOBEUIKH T€PHOAPOOHH
MHKPO3OMH, Mpeanonara, 9e ntutoxpoM P450 3A4 e ocHosHaTa M30(0pMa, BKITFOUCHA B
qepHOAPOOHMS MeTaboM3bM Ha UBEpMEKTHH. [IpH X0pa NnasMeHusT MOTY>KHBOT Ha UBEPMEKTHH €
okono 12 yaca, a TO3H Ha MeTabONnUTHTE € OKOJIO 3 IHH.

[IpeAXTHHWIHHTE NPOYYBAHHUS MPENIIONaraT, e WBEpMEKTHH, NIPUIIOKEH NEPOPATTHO B TEPANEBTHIHH
103H, He nHXH6upa sHauntenno CYP3A4 (IC50 = 50 pM) unu apyrute en3uMH ot rpynara Ha CYP
(2D6, 2C9, IA2 u 2E1).

5.3 IpenkIHHAYHE JAHHH 332 Ge30macHOCT

TTpoyuBaHMATA 33 TOKCHYHOCT ClIeX eAHOKPATHO MpHUJIaraHe, MpoBEICHK NPU XKHBOTHH, MOKA3BaT
TOKCHYHOCT BbPXY UEHTpATHATA HEPRHA CHCTEMA, ITPOKBABAINA CE C MUJIpHA3a, TPEMOpP H aTaKCHA BHB
BHCOKM [103H TNIPH HAKOIKO BHAA (MUILKH, UTbXOBE H Ky4€Ta), KAKTO H MOBPBIIAHE ¥ MUAPHA3A TIpH
MaliMyHu. Criel MHOrOKpPaTHO NpHnarase Ha UBEPMEKTHH B 1034, OJIM3KH HIIM PaBHM HA TOKCHYHHUTE
3a MalfkaTa J034, ca HabmoAaBaHd AHOMAJIMM Ha MUoJa (LeTnHaTHHA Ha HeOLEeTo) NMPH HAKOJIKO
*KUBOTHHCKH BUAA (MHIIKH, TITBXORE, 3alii{d). OT Te3u MPOYyYBaHHA € TPYAHO Ja CE HanpaBH OLEHKA
Ha pHCKa TP X0pa, CBbP3aH C NPHIIOKEHHETO Ha €/IHOKPAaTHA HHCKa 103a. CTaHIapTHHTE
Mpoy4YBaHuA, NPOBEIACHHU in vitro (Tect Ha Ames, TK TecT B MULIH TMMPOLHTHH KIIETKH), HE
reHOTOKCHYHOCT. He ca nmpoBeXIaHu Npoy4YBaHUA in vivo 38 F’EHOTOKCHYHOCT MJIM KaHLE
TTOTEHIINAI.

6. OAPMAIIEBTHUYHH JTAHHH



6.1 CoachK HA DOMOIUIHHTE BelIlECTBA

[exynosa, Mmuxkpokpuctansa (E 460)
[IpexxenaTMHU3UPAHO APEBHYHO HUIIECTE

byrunmxunpokcuanu3on (E 320)

Marne3ues creapar (E 470b)

62 HechBMECTHMOCTH

Henpunioxkumo.

6.3 Cpox Ha roaHoct

24 Mecena

6.4 CnenHalHH ycT0BHS HAa ChXPaAHEeHHE
Ha ue ce chxpaHana Hax 25 °C.

6.5 BuAH cLALPKAHHE HA ONNAKOBKATA

4, 8, 10, 12, 16 nm 20 TabneTky B alfyMHUHHIL/ allyMUHHEBH OJIHCTEPH.
He BcHukH BHAOBE OIIAKOBKHM MOTaT Jia Ob/1aT MyCHATH Ha na3apa.

6.6 Coennanns NpeANa3HA MEPKH IIPH HAXBLPJSAHE H pafoTa

HaMma cnientvatay M3HCKBaHMA.
Hen3non3saHUAT JEKapCTBEH NPOAYKT WIH OTIATFYHHTE MaTEPHAIIH OT HETO TPAORA 11a C& H3XBHPIAT
B CHOTBETCTBYE C MECTHHTE N3HCKBAHHA.

7. NPHTEXATEJI HA PAZPEHNIEHUETO 3A YIIOTPEBA

NESTORAS VLACHOS P.C. trading as EPSILON HEALTH,
14™ kIm Thessalonikis — Peraias,
Plot No 864, 57001 Thermi, Thessaloniki,

['Bpuns
8. HOMEP(A) HA PAPEIIIEHHNETO 3A YIIOTPEBA
Per. Homep: 20210279

9. JATA HA ITBPBO PASPEINIABAHE/TIOJHOBABAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

Hata Ha mepBO paspemaBane. 14 cenreMBpu 2021 r.
Hara Ha nocneano noaHoBsBaHe: 29 cenremepu 2022 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
05/2024




