Lol 300 L
KPATKA XAPAKTEPUCTHKA HA IPOAYKTA_ ]
~Z2/co  13-01- 026
1.  HME HA JEKAPCTBEHUS TPOJIYKT | S

MsepmekTH CTAIIA 3 mg TabneTku

[vermectin STADA 3 mg tablets

2. KAYECTBEH H KOJIHYECTBEH CbCTAB
Exna Tabnerka ChIbpXka 3 mg UBEPMEKTHH (ivermectin).

3a MbLJIHHUA CITUCHK HA MOMOIIIHHUTE BEIeCTBA BUXKTE TOYKA 6.1.

% JIEKAPCTBEHA ®OPMA

Tabnerka.

TabnetkuTte ca 6enu, MIOCKU ChC CKOCEHW phOOBe M Kpbria hopma.

4. KJIJAHUYHHU JAHHHU
4.1 TepaneBTHYHH MNOKA3AHHUS

e JleyeHue Ha CTOMAIIHO-YpPCBHA CTPOHTI'WJIOHI103a (ﬂHFHH}’HD:iEI).

e Jleyene Ha TNOHO3MpPaHA WM [JUHATHOCTHLUMpaHa MHUKpoQUIapeMus TMpPH [MaLUEHTH C
maMdarnaHa punapuosa, npuuuHeHa ot Wuchereria bancrofii.

e JleyeHue Ha KpacTa I1pH HOBCKA. Jleyenuero e OlpaBaaHO, KOraTo JJHarHo3arta KpacTa € ouna
MoCTaBeHa KIIMHUYIHO W/WITH HpE3 NMapasHTOJIONMYHO HU3CJICABAHC. JleyeHuneTo He e OTipaBJIaHO B

cny4dail Ha cbpOex 0e3 odulmaiHa quartHosa.

4.2 Jlo3upoBKa U HAYHH HA MPHJIOKEHHE

Jo3upoBka

Jleyenue Ha CTOMALIHO-YpPEBHA CTPOHIHJIOH103a

[TpenopbunTEIHATA 103a € eAMHUYHA MepopasiHa 103a ot 200 MuKkporpamMa UBepMEKTHH Ha KWJIOrpaM
TENECHO Terlo.

Karto YKa3aHHE, 103aTa, onpeacjicHa Crope/ TeriioTo Ha NMallHeHTa, € KakKTO CJic/IBa.

TEJECHO TEI'JIO (kg) HO3A (Opoii TabaeTkH oT 3 mg)
15 no 24 ]
25 no 35 2
36 no 50 3
51 o 65 4
66 j10 79 5
> 80 6




Jleuenne Ha MukpodunapeMus, npaauHena ot Wuchereria bancrofti

TlpenopbuHTEeNnHaTa 10324 NIPH MacoBO pasNpoCTpaHEHHE 3a IEYCHUE HA MUKpOPHIapeMus,
npuiRHeHa oT Wuchereria bancrofti, e efHWYHA Nepopanta 1032 BeIHbK Ha BCEKH 6 Mecela,
oTIpelienieHa Taka, ye aa ocurypu npubnusnrento 150 no 200 pg/kg renecHo Termno.

B engeMuyH#d palfoHH, KBAETO JICUEHHETO MOXKe fa OB NMPHIIOKEHO CAMO BEAHEX HA BCEKH
12 Mecetia, npenopbuntensara-aosa ¢ 300 go 400 pg/kg TenecHo Terno, 3a a ce NOATbPKA
afeKBaTHO MOTHCKaHe Ha MUKpOdUNapeMHUATa [IpH JIEKyBaHU NalHEHTH.

Karo YKa3aHUuE, 103aTa, olpCaAciacHa Criope] TErN0TO Ha MallUCHTA, € KAKTO CJICARBA.

TEJECHO TEI'JO (kg) JJO3A, korato ce npajara JO3A, xoraro ce npnjara
BeAHDLX HA BCEKH § Mecena BEAALXK HA BCeKH 12 Mecena
(6poii TabaeTkn oT 3 mg) _(6poit TabaeTKH 0T 3 mg)
15 o 25 L ! 2
26 no 44 2 4
45 no 64 3 6
65 no 84 4 8

Karo AITCPHATHRA H NPH JUNCA HA BE3HH, J034aTa Ha HUBCPMEKTHH TIpH ynnTpeGa B KaMIIdHHH 34
MaCOBO IEUYCHHUE MOXE Ha C€ ONpCACIIH B3 OCHOBA Ha phIOTA HA MMAllHCHTA, KAKTO CRCABA.

BUHCOYHHA (cm) TO3A, xorato ce npraara HO3A, xoraro ce npraara
BEARLXK HA BCEKH 6 Mecella BeAHLXK Ha Bcekn 12 Mecena
_ (6poit TabaeTkE OT 3 mg) (6poki Tabaerxa oT 3 mg)
90 no 119 1 2
120 no 140 2 4
141 oo 158 3 | 6
> 158 4 8

JledeHWe Ha KpacTa MpH Xopa

[TpenoprunTenHaTa f03a € eOWHUYHA fepopaiHa go3a ot 200 MUKporpama HBEpPMEKTHH Ha KMITOTpaM
TeNeCHO Terno. |

Obuxrosena kpacma:.

Bb3cTaHOBABAHETO C€ ONpeAena KATO OKOHYATENHO CaMO CIE] YeTHPU CEAMMILM Ha NICUCHHE.
MMepcucTHpaHeTo HAa cupbexka UITH JIe3UUTE OT pazuecBaHe He OMPABAABAT MOBTOPEH KYPC Ha JIeUeHHE
NpeaH U3THIAHETO Ha TO3M TNIEPHOL,

[MpunoxeHHEeTO Ha BTOpA J103a B pAMKHTE Ha JiBe CeAMHWLM CNE IThpBaTa J03a TpsadBa Ja ce odMucIu
CaMo:

a) KOrato ce MOABAT HOBU CNEUUPNUHH TC3NH

b) koraro pe3yATaThT OT MAPa3sUTONOTHYHOTO H3CJIEABAHE KbM TA3H AATa € MONOXHTENEH.

IIpogbyzna u xpycmosna xpacma:

[Tpu Te3n Texkkn GopMHU Ha HHPEKUUA MOKe J]a ce HANOXKH Ja ObAe npunoxkeHa BTopa jjo3a
MBEPMEKTHH B paMKHTe Ha 8 1o 15 nHuM cnej NbpBOHAYAIHATA W/HITH O3 Ce NPHIIOKM CHITBTCTBAILO
NIOKAJTHO NICYEHHE, 32 Ja Ce MOCTUTHE Bh3CTAaHOBSBAHE.

benexka KbM NalMEHTUTE, ICKYBAHH OT KpacTa
KoHTaxkTHHTE NH1a, 0CO0EHO YNeHoBe Ha ceMelCTBOTO U NApTHBOPH, TPAORBA Aa n
MEeTULIMHCKH TIperic] Bb3IMOXHO Hal-CKOPO M, ak0O € HANOXHTENHO, TpAOBa Ja H
CBOCBPEMEHHO JIeYeHUE TIPOTHURB KpacTa.




Tpsabpa Ja ce B3eMaT NpeaBUT XUrueHHH MEPKH, C KOHWTO Jla ce NpeoTBPATH NOBTOPHA UHpeKIHUs
(Hamp. HOKTUTE HA PBUETE Ja c€ NOATbPXKAT KbCH U YHCTH), U Ja Ce CNEABAT CTPHKTHO OQPULUHATHHTE
NPENOPBbKH OTHOCHO MOYHCTBAHETO HA APEXHUTE U CNAMHOTO Oenbo.

ITeduampuuna nonyrayus
BesonacHoCTTa NpH NeJUATPUIHH NALMEHTH ¢ TEAECHO Terno nof 15 kg He e yeTaHOBEHa 32 BCHYKH

MOKa3laHHA.

HaynH Ha npusioXkeHHe

3a nepopanHo NPHAOKEHHE,

[Tpu neua Ha Bb3pacT nog 6 roguHn Tabnetkute Tpa6Ba Aa 6BAAT CUyNeHH Npey J1a ce MTbTHAT.
JleyeHueTO € eIMHWIHA NEpopaliHa 034, NTpHeTa ¢ BOLAa Ha IaJHO.

JlosaTta MoXe Ja ce TIpHUEME 110 BCAKO BpeMe Ha JieHd, HO He TpadBa Aa ce npueMa xpaHd B PAMKHTE Ha
JIBa 4aca TIpeu WM CNe] MPUIOXKEHHETO, Thil KaTo BIUSHUETO HA XpaHaTa BBpXY abcopbuusita He €
M3BECTHO.

4.3 IIpoTuBonoKkalaHug

CBpLXYYBCTBHUTENHOCT KBM aKTHBHOTO BEIIECTBO MM KbM HAKOE OT MOMOIIHHTE BELECTBA,
HibpoeHu B Touka 6.1,

4.4 ChneuuanHay nNpeJynpexieHHUs H NpeAna3HHu MepkH pH yrioTpeba

Cneuyaniy apeaynpexaeHus

EdukacHOCTTa H cXeMaTa Ha A03UpaHEe Ha HBEPMEKTHH NTPH HMYHOKOMITPOMETHPAHH NMalHEeHTH,
NIEKYBaHH 33 9IpeBHA CTPOHTUION1034a, HE €2 YCTAHOBEHM ¢ MOAXOAAUIN KJIWHUYHY Tpoy4yBanus. MMa
CchLODIEHH CiTydan Ha NePCHCTHpaHe HAa HHpecTaluaTa clnel eAMHAYHA 1038 UBEPMEKTHH, ocobeHo
MpU nauudeHTH ¢ UMYHOCYTIPECHH.

MBepMeKkTHH He e MOAXOMAL 32 MpodunakTHka Ha HHPEKUKA ¢ HUunapus UM aHrumynosa. Hama
HATWYHE JaHHH, AOKA3BAINM e(hUKACHOCTTA Ha MBEPMEKTHUH 3a yOHBaHe UNU NNpefoTBpaTIBaHe Ha
Ch3pARAHETO HAa HH(EKLINO3HUTE JIapBH NpH XOpa.

He e noka3aHo nBepMeKTHH Ka MMa KAKBOTO U Jia € AeiCTBUE Cpelly 3penuTe YepBen Ha KOHTO U 1a €
BUJI pUITapHH.

He e fokazHo, 9e HBEpMEKTHH HMa O1aronpusaTel edekT NMpH CHHIPOM Ha Tponuyeckarta 6enojapobHa
eo3nHoHuNHsA, TpH MUMPancHUT UK TUMQaHTHT, HabmoaasaHu IpyN HHEKUMA ¢ dunapumu,

Crep npunoxKeHHe Ha UBEPMEKTHH, HHTEH3UTETBT U TEXKECTTA Ha HEXEIAHUTE peakllUi BEPOATHO ca
CBBp3aHH ¢ MUKpodILIapHanHaTa MIbTHOCT MPEJH edeHUeTo, 0cobeHo B KpeeTa. [IpH nauueHTH,
xouHpexkTHpann ¢ Loa loa, MukpodnnapnaiHaTa ITbTHOCT, 0COBEHO B KPhBTA, Hali-ueCTO € BUCOKA,
KOETO K3Nara JieKyBaHUTE NalMeHTH HA NOBHIIEH PUCK OT NOABA Ha CEPUO3HH HEXENAHH peaKLuH.

Hexenanu peakiUy OT CTpaHa Ha LeHTpaIHATa HEPBHA cHcTeMa (eHledanonaTuu) ca 61
ChOOLIABAHY PASKO MPH MALHEHTH, IEKYBAHK ¢ UBEPMEKTUH H KOMH(EKTUPAHU € BUCOK




CbIBTCTBALIOTO NeueHne ¢ aueTHnkapbamasuwHoB uurpar (diethylcarbamazine citrate, DEC) u
MBEPMEKTHH B KAMMAH®K 32 MAacoOBO NieueHne Ha dwnapuasa, NnpuunHeHa oT Wuchereria bancrofti B
AdpHka, He ce npenopriBa. KonrdekTupaneto ¢ apyru Mukpogunapun karo Loa log Moxke Ia
JIOBEJle 10 BHCOXOCTEMEHHAa MUKpodrnapeMus NpH NHPEKTUpAHH NMALUEHTH.

CucremHara ekcrno3uiua Ha DEC npu TaxuBa nalyeHT! Moxe Ja JoBele 10 NposaBa Ha CEPHO3HM
HEXKeJIaHW peaklidy, CBBP3aHu ¢ OBP30TO H eheKTHBHO MHKPOGHNAPHIIHAHO AeACTRHE Ha TORA
JIEKApPCTRO.

Cro6ImaBaHy ca KOXKHH W/HITH CUCTEMHW peakL|y ¢ paifindHa TexecT (T.H. peakuus Ha Mazzotti) u
OYHH peaKIHy cliell MPUIOXKEHUE Ha ekapcTra ¢ 6bp30 Mukpodmnapuimano geictere kato DEC
[pH NALUEHTH ¢ OHXOLepKOo3a.

Te3n peakiiiH BEPOSTHO CE Ab/DKAT HA Bb3NANKTENEH OTFOBOP CNPAMO NPOJAYKTHTE OT
pasrpaxaaHeTo, KOUTO C€ OCBOOMKIABAT CNe]l 3aruBaHe Ha MUKpOQHUIIapHHTe.

IMTauueHTH, TeKYBAHU C UBEPMEKTHH 33 OHXOLIEPKQ3a, MOTAT CBINO Ja NONYYaT Te3N peaKiliu, KOraTo
ce JieKyBat 3a MbpBHU NbT, Cnen NeUEHUE ¢ NeKapeTBO ¢ MUKpohUIapauuaHo JeHCTBHE, [IPH
NalHeHTH CBC CBPBXPEAKTHBEH OHXOASPMATHT WM ,,Sowda” (3abonarane Ha koxkara, HabmoAaBaHo
Haii-Beye B ﬁemen) HMa MO-TONIMA BEPOATHOCT 13 ¢€ MPOSABAT TEKKH KOXKHH HEXENAHU peakliu
(OTOK ¥ BICLHABAHE HA OHXOAEPMATHTA) B CPABHEHME C IPYTUTE NALUEHTH.

Heduampuuna nonynrayus
Be3onmacHOCTTA NpH MeAUaTPHYHK MAUWEHTH ¢ TeJleCHO Tero nox 15 kg He € ycTaHOBEHa.

4.5 BiaumogeiicTBHe ¢ APYIrH JeKapPCTBEHH NPOAYKTH H ApYrH GopMH HA B3aHMOJeHcTBHE
He ca npoBexaaHy Npoy4YsaHHs 3a B3anMoJeicTBHATA.

4.6 depTHAUTET, GpEMEHHOCT H KbPMEHE

bpeMeHHOCT
[To BpeMe Ha MacOBO JICUEHHE Ha OHXOLEPKO3a AaHHUTE 3a orpaHuydeH 6poli (npubnusutendo 300)

OpeMeHHH eHH HE NOKa3BaT HexxenaHH edekTH KaTo BpOACHH aHOMAIWH, CTIOHTaHHU abopTH,
pasxkIaHe Ha MbPTBO JE€TEe U CMBPTHOCT Ha KbpMAaUueTO, KOUTO MOraT Aa OBJaT CBhP3aHH C IEYEHUETO €
MBEPMEKTHH TIpes ITbpBHUS TPUMECTBDP Ha OpeMeHHOCTTA. 3acera HAMa HaNuYHM JpYTH
eNMUAEMHOIOrHYHHN JAHHH.

[Tpoy4BaHUATA PH XKHUBOTHH MOKA3BAT PENPOXYKTHBHA TOKCHIHOCT (BX. TOUKa 5.3), HO
NMPOrHOCTUMHATA CTOWHOCT Ha TOBAa HabMOAEHUE 3a XOpaTa He € YCTaHOBEHA.

HpepMexTHH Tpa0Ba Aa ce H3NON3BA CaMO TOraBa, KOraTo € H3pUYHO MOKA3aH.

KbpMmeHe
[To-manko o1 2% OT NpHIOKEHATA 1032 HBEPMEKTHH Ce eKCKpETHpAT ¢ KbpMara.

BesonacHocTTa Ha ynorpeba He € ycTaHOBeHa TpH HOBOPOJEeHH Jeua. ViIBepMeKTHH MOXe J1a ce
[pHnara npu KbpMeELIH XXeHH, CAaMO aK0 OYaKBaHaTa noJi3a HaIXBbpJid MOTEHUHATHHSA PHCK 33 JETETO.

JleueHuneTo Ha Mmaliku, KOHTO UMaT HAMEpPEHHE Na KbPMAT JIETETO CH, He TpsA6Ba Aa ce 3anoysa JIo
| cegMuLa cllel paXIaHETO Ha BETETO.

QDepTUIUTET
HUBepMeKTHH He TIOKa3Ba HexeNaHu edekTH BbpXY GepTUNIHTETA MPH NITEX0BE B I

MaKCHMAaTHATa [penopbuuTeliHa 103a npy xopa oT 200 pg/kg (sa 6aza mg/m?/nque

4




L%

4.7 EdexTH BbpXY ciocobHOoCTTA 33 IModHPaHE H padoTa ¢ MALIMHH

EdexThT Ha HBEpMEKTHH BBPXY crtocobHoCTTa 3a modgHpaHe W paboTa ¢ MalllUHK He € npoydeH. [1pu
HAKOM MALIMEHTH HE MOXKE Ja ¢ HIKJIFOUYH BEPOATHOCTTA OT HEXENAHHW PEaKLHH KATO 3aMasgHOCT,
CHHJIMBOCT, CBETOBBPTEXK U TPEMOP, KOMTO MOTAT Aa OKAXKAT BIMSHHE BHPXY COCOOHOCTTA 3a
modwupane umu pabota ¢ MalMHK (BXK. Touka 4.8).

4.8 HexeaaHH JeKapCTBEHH PeaKIHH

[MTpexogHa xuriepeo3HHOPHHS, YepHOAPOOHA AMCPYHKLHA, BKIFOYUTEIIHO OCTHP XEMATHT, TIOBHIIEHH
JepHOAPOOHH EH3IUMH, XHITepOUNUPYOUHEMHSA M XeMaTypHs ca OMIIH CHOOILIaBaHH.

MHoro psako cbLUo ¢a 6unu crodlIaBaHi TOKCHYHA eRUIepMaTHa HEKPOJIN3a H CHHIPOM Ha
CTUBBHC-/XKOHCEHH.

Hexenauure peakun ca CBbP3aHH ChC CTETNIEHTA HA OMAapa3sHTABAHE U B IOBEYETO CNYYaH Ca JIEKH H
NPexXoAHH, HO TEXECTTa UM MOXKe Jia ce MOBULLY MPH KAKOU NTALHUESHTH, HHPEKTUPAHHU C MoBeYe oT
eIHH napasuT, 0cobeHo B cydait Ha nHdectaums ¢ Loa loa.

Pako ca OMAK ONHWCAHU TEXKKHA U NOTCHUHATIHO aTanHH cliydau Ha eHuedanonarus cnen
NpHIoXeHUe Ha MREPMEKTHH, oco6eHO MPH NALHEHTH, KOUTO €A TEXKO WH(peKTHPaHH ¢ Loa loa. Tlpn
Te3H MalMeHTH ca 6UITH ChoOUIaBaHH CBILO CIEIHUTE HeXENaHH peakunn: 60mka B repba wiiu Bpara,
OUHA XHIEpPEMHS, CYOKOHIOKTHRANEH KPLBOH3IUB, TUCITHES, HHKOHTHHECHIUA Ha YPUHA H/UITH
H3npaxKHeHHd, 3aTpYAHEHHUE IPH CTOEHE B H3NPABEHO MOJIOKEHUE/XOEHE, TTPOMEHH B [ICUXHYHOTO
CbCTOAHUE, OOBPKAHOCT, NETAPTrHd, CTYNOP WK KoMa (BXK. Touka 4.4).

[Tpy naureHTH, IpHEMAIllH UBEPMEKTHH 3a JIEHEHUE Ha CTPOHIMITOUI03a, ca 6Unu ChoOIaBaHK
CeJHHUTE HeXKeNaHH peakLiUy: acTeHus, KopeMHa 00NKa, aHOpPEKCHS, 3aneK, AMapus, raaeHe,
MOBPBIIAHE, 3aMasHOCT, CRHIIHBOCT, CBETOBBPTEK, TPEMOP, TIPEXOIHA XUITEPEO3IUHOPHITHS,
NIERKOTIEHWA/aHEMHAS W MOBHIEHHUE Ha cToliHocTHTEe HAa ANAT/ankanuu ¢gocdaras.

[Tpwn neueHne Ha ¢pUaapHoO3a, MpUUNHEHA OT Wuchereria bancrofti, TexecTTa Ha HEXENaHWTE peakuuH
He e 030-3aBHCHMA, HO € CBBP3aHa ¢ MUKpoduapuanHaTa NIBTHOCT B KpbBTa. ONKCaHU ca
clIeJHUTE HeXellaHH peakLMH: IOBHLIEHA TeMIEPATYpa, IMaBodonue, acTeHUs, YyBCTBO Ha ciabocr,
MHanrug, apTpanirus, Audy3Ha 6oska, XpaHUTENHH HapYLIEHUS KaTO aHOPEKCHs, raieHe, KOpeMHa 1
enuracTpanHa 6onKa, KalllMlia, ycellaHe 3a pecnupaTopeH quckomaepopt, 6051e3HeHO Bb3NaneHo
rbPJIO, OPTOCTATUYHA XUITOTOHMA, BTpUCaHe, CBETOBBPTEXK, 0OUITHO noTeHe, O0JIKa B TECTUCHUTE UITH
JYBCTBO HA AUCKOMGOPT.

Cnen npunoXeHHe Ha MBEPMEKTHH MpU nauueHTH, undexktupanu ¢ Onchocerca volvulus, ca
HaOnmoaBaHU peaklUWH Ha CBPBXYYBCTBUTENHOCT TIOPAAH 3arWBaHe Ha MUKpOGHIapUUTE, OTHACKLIH
ce 0 peakuny Tin Mazzotti: cppbexk, ypTuKkapuaneH 00pUR, KOHIOHKTURUT, apTpalirisa, MHAIITHUA
(BIUTIOYHTENTHO aDMOMHHATHA MHANTHA ), MOBHILIEHA TeMIIEpaTypa, OTOK, THMQaIeHUT, afcHONAaTHH,
raficHe, MOBpBiLAHE, UAPHSA, OPTOCTATUYHA XUITOTOHUS, CBETOBBPTEXK, TaXHKap/ius, acTeHHA,
rnasobonue. Te3n CHMITTOMM pAAKO ca OHIK Texkkd. ONMUCaHH ca HAKOJIKO CTy4das Ha o0oCTpsHE Ha
acTMa.

[Tpy Te3n naUeHTH ca OMNH ONUcaHy cbLo HeobH4aliHO ycellaHe B OYUTE, OTOK Ha KJienaya, npeacH
VBEWUT, KOHIOHKTHBHT, TUMOUT, KEpaTHT W XOPHOPETUHHUT HIIH. XOpUOUIHUT. Te3n MpOSBH, KOUTO MOrar

Jia ce IJDKAT Ha caMoTo 3a0oNsBaHe, ca DM OIMHCaHH NOHAKoTa criel euenue. Te pajsdta Qi
TeXKHU H 00M"aliHo ca oT3ByuaBanu 6e3 nedeHne ¢ kopTHkocTepouay. Ilossa Ha Ko A HENje ’7'5’,; N\Y
KPBHBOU3INMB € ¢cbo0aBaHa NpA NauHeHTH ¢ OHXOLepKOo3a. ,@‘
£
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HabmogasaHo € H3XBLPIAHE Ha 3peN Napa3uTHU YepBer OT pola Ascaris cnel IpHeM Ha

HBEPMEKTHKH.

[Mpu natiueHTH ¢ KpacTa B HAYANIOTO HA JIeHeHHETO MOXe Ja ce HabmroaaBa npexoqHo obocTpaHe Ha

cbpbexa.

CnobLiapaHe Ha No03UPaHH HEXKETAaHH peakiiiy

CnoOLaBaReTo Ha MOJO3HPAHH HEXeNaHU peakKlUHy clie/] pa3peliaBaHe 3a yrnotpeba Ha 1eKapCTBEHUSA

[IPOOYKT € BOKHO. Toga nozsonsAea na HPOOABJDKH HA0M0AeHHETO Ha ChOTHOLIEHUETO 1101

3a/pUCK 32

nekapcTBeHUs IPOIYKT. OT METHIMHCKUTE CIIELIMATHCTH C€ M3UCKBA fa chob1{aBaT BeAka

NMOJO03HpaHa HEXCIIAHA DEAKIIHA 4pE3.

N3nsaHUTeHa areHIHs 110 JIeKapCTRAaTa,
yi. .. JlamsaH ['pyeB”Ne 8,

1303 Codus

Ten.: 02 8903417

yebealiT: www.bda.bg

4.9 Ilpemgo3upane

HUma crobuienns 3a cnyyaiio npeJo3ipaHe ¢ HBEPMEKTHH, KOETO He € foBeNo A0 JeTaleH U3Xo.

[pu ciyyaiiHo npefo3upane ¢ Hen3BECTHa J03a OT ITPOAYKTH, MpeAHa3sHaYeHH 3a BETepHHapHa
yriorpeba (nepopanHa yrnotpe6a, HIDKEKIMOHHO IPHIOKEHHE WITH BbPXY KOXKATA), OMHCAHUTE
CUMIITOMH ca: 0OpHB, KOHTAKTEH AEPMATHUT, OTOK, FNaBoboline, CBETOBbPTEK, ACTEHHA, TalleHe,
MOBphLIaHe, J4apus H kopeMHa 6onka. HabnonaesaHm ca v pyry peaklny, BKIKOYUTENHO: IMbpUOBE,

ATaKCHA, JUCITHEA, TAPECTCINH H YPTHKAPHA.

Jleuenue B cnyuaii Ha cnydaiHo 11peJo3UpaHe:

. CHMOTOMATHIHO JieUcHWE ¥ HabmogeHNe B 60THIHLE, 3aMECTHTENTHA Tepanusd ¢ TETHOCTH U
XHIIEPTEHINBHO JIEUEHHUE, KO € HeOOX0IUMO. BBIIpekH ue HIMa HAUTHYHWA KOHKPETHH TIpOyYBaHH4,
NPENnopLYHTENHO € J1a e U30Area komOuHauus Ha GABA-aroHUCTH 1IpH eYEHUETO Ha CITy4YaiHo

NpERO3NPAHE C HBEPMEKTHH.

5. ®APMAKOJIOTHYHH CBOUCTBA
5.1 dapmMakoAHHAMHYHH CBOHCTRA

dapmakoTepaneBTHYHa rpyna: AHTHXeNMUHTHH cpeacTea; ATC xon: PO2CFOI

URrepMeKTHH € NMPOU3BOJHO HA aBEPMEKTHHNTE, KOUTO ca M30ITUpaHH oT (epMeHTaLMsTa Ha OyIBOH
ot Streptomyces avermitilis. UMa BHCOK apHHHTET KbM [JIyTaMaT-3aBUCUMHUTE XJIOPHH KaHaIH,
HaMHpALIIH C€ B HEPBHUTE H MYCKYJTHUTE KNEeTKH Ha Oe3rpprOHauyHuTe. HeroBoto ceep3BaHe KbM TE3M
KaHaJTH MpeIU3BUKRA [TOBUILICHA NPOITYCKJIMBOCT HA MEMOpaHaTa 3a XJIOpHU HOHM, KOETO BOJIH JI0

XHIIEPNOASPU3ALNA Ha HEPBHUTE W MYCKYJTHUTE KJIeTKH. TOBa BOOH RO HEBPOMYCKYIIHA N
MOKe Ja AoBee I0 CMbPT MPH HAKOU NapasuTH.

HUBEpMeKTHH B3aHMOLEHCTBA CHINO C APYTH MIHTaHA-3aBHCHMH XJIOPHH KaHAJIM KaTo TE3H,

apanu3a ¥

CBBbp3BalIH

ce ¢ HeBpoTpaHcMuTepa GABA (gamma-aminobutyric acid, raMmaaMHWHOMaceHa KHCETHHA).

bBozaliHuuHTe HAMAT TJTyTaMaT-3aBUCHMH XIIOPHH KaHAMH. ABEPMEKTHHHTE HMAT HUCHE-AREHIILS o
KbM APYIUTE NUraHA-3aBHCHMH XJIOpHH KaHany. Te He NpeMHUHABAT IECHO KPhBHO-NIARINF %,
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Knnauguu npoydBaHus, IpoBeaeHn B Adpuka, Asud, FOxHa AMmepuka, Kapubute u [Tonunesus
paskpusaT HamManasaue (10 rno-manko ot 1%) Ha MukpodunapeMusTa, NpuunHeHa ot Wuchereria
bancrofti, B paMKWTE Ha CEIMHIIA e[ TTPUIXKEHUETO Ha MepopanHa 103a UBEPMEKTHH OT Haif-Malko
100 ng/kg. Teau npoyyBaHus ca MoKa3anu 1030-3aBHCHM ediekT Mpes nepHoaa, No BpeMe Ha KOHTO
HamansBaHEeTO Ha MUKpodUapeMHATa ¥ YeCTOTaTa Ha HHGeCcTaLMS B IEKYBAHATA MONynauus ce
MOJALPKAT.,

Ypes JedeHHETO Ha MIKPOQUIapeMUsTa MpH MEXe (eIMHCTBEHUAT NIApasHTeH pelepBoap 3a
Wuchereria bancrafif), NpUI0KEHHETO HAa MACOBO IEYEHHE HIFNEK/A € NIOJIE3HO MO OTHOLUEHHE Ha
OrpaHHW4aBaHe Ha NpefaBaHeTo Ha Wuchereria bancrofti upes BEKTOPHH HACEKOMH H NPEKbCBAHE HA
eTTHACMUOOrTHHATA BEPHTA. ‘

JlokazaHo e, 4e IeYeHUETO C CAHHHYHA 1032 WBEPMEKTHH 0T 200 MUKkporpaMa Ha KMITOTpaM TeJIECHO
TErNo € epeKTUBHO U € 106pa MOHOCUMOCT NPH NALHEHTH C HOPMAIEH HMYHUTET H NIPH KOUTO
HHpecTauuaTa cue Strongyloides stercoralis € OTpaHHYEHA B CTOMALHHO-YPEBHHA TPaKT.

5.2 PapMaKOKHHETHYHH CROHCTBA

Cpennata MHKOBA [1J1a3MeHA KOHUSHTpAUMs Ha ocHOBHUS KoMrioHeHT (H2B 1a), HabmiogasaHa okono
4 gaca cneq IepopaJiHO NPUIOXKEHHE Ha eIUHIYHA J03a 0T 12 mg uBepMeKTHH oL ¢gopMarta Ha

TabneTka, e 46,6 (£ 21,9) ng/ml.

[na3mMeHaTa KOHLEHTpALHS Ce MOBUILABA IPONOPIHMOHANHO C MIOBHINABAHE HA 03aTa. MeepMexTHH
ce abcopbupa u MeTaboJIH3Upa B 9OBELIKHA OpraHnIbM. UBEpMEKTHH W/HMITH HETOBUTE METabONINTH ce
EKCKPETHPAT MMOYTH H3LANI0 B U3NPaKHEHUATA, KaTO No-Manko otT 1% ot rnpunoxeHara Jo3a ce
eKCKpeTHpa B ypHHaTa. EnHo in vifro npoyusaHe, NpoBEACHO BbPXY HOBELIKH YE€PHOAPOOHH
MUKPO30MH, TIpeanoara, de uutoxpoM P450 3A4 e ocHoBHAaTa u3odopma, BKIIOYEHA B
qepHOApOoOHHS MeTabOTH3BM Ha UBepMEKTHH. [1pH Xopa, M1a3MeHHAT MOJTyKHBOT Ha HBEPMEKTHH €
okomno 12 yaca, a TO3W Ha MeTaDONMHUTUTE € OKOJIO 3 JHH,

[Mpe AKTUHHYHWTE TIPOYIBAHHUS npe,unonara'r, ge UBEPMEKTHH, ITPUNTOKEH MEpOPATHO B TEpaneBTHYHH
J03H, He uHXubupa 3HaunTeHO CYP3A4 (ICso = 50 uM) nnu apyrute ensumu ot rpynara Ha CYP

(2D6, 2C9, 1A2 u 2EIL).
5.3 IIpeaxJNHHHYHH JAHHHU 33 6€30MACHOCT

[MpoyuBaHuATa 3@ TOKCHYHOCT Clle]] EAHOKPATHO NpUNaraHe, NpoReeHH NpH XXUBOTHH, MTOKA3BAT
TOKCUYHOCT BLPXY LICHTpATHATA HEPBHA CUCTEMA, NIPOsBABALLA C€ KaTo MUJpHala, TPEMOP H aTakCHi
MPH BUCOKH JO3H NPH HAKONKO BUJa (MHINKW, IUTBXOBE H Ky4eTa), KaKTO W TIOBpblUaHe U MUIpHa3a
Npy® MaliMyHH.

Cnen MHOroKpaTHO 'npunarane Ha WBEPMEKTHH B J03H, ONH3KH HAH paBHU Ha TOKCHTHUTE 3a Mailkata
JI03H, ca HaOmoJdaRaHH aHOMAJIMH Ha 1J10/a (HemKa Ha HeOLETO) NIPH HAKOJIKO HBOTHHCKYA BUa

( MHLIKH, MIBEXOBE, 3ailH). OT Te3d npoy4YBaHUd € TPYIHO A4 CE HAIlpaBH OLICHKA Ha PHUCKa, CBHP3aH ¢
NPUIOXKEHUETO HA eAHOKpATHA HUCKA 403a.

CTtaHnapTHUTE TIPOYYBAHUA, NPOBeIeHH in vitro (TecT Ha Ames, TK Ttect B MHIIN TUMQOLUTHH

KJIETKH), HE MOKA3BaT NeHOTOKCUYHOCT. He ca npoBexaHy Npoy4YBaHUs in vivo 38 TeHOTOKCUUHOCT
HJTM KaHLIEpOreHeH NOTEHLHAN.

6. OAPMALEBTUYHH JTAHHHA

6.1 Cnouchbk HA MOMOLIHHTE BellI&CTRA -




MiukpokpucTanta nenynosa PH102
[MpexenaruHnzupano nuitecte 1500
JIuMoHEeHa KUCENTHHA

by THIXUAPOKCHAHRH3ON

Marxesnes cTeapar

6.2 HecbBMeCTHMOCTH

HenpunoxuMo.

6.3 Cpok Ha roaHoCT

24 Mecena |

6.4 CnenHalHH YCIOBHA H3 ChXPAHEHHE
Ha ce cexpansea nog 30 °C.

6.5 BuaH chABPARAHHE HA ONIAKOBKATA
Brauctepn oT anyMHHMA/aATyMHHHEBO (PONTHO.

Bunope OMakoBKH:

[Brucmep] u fBaucmep ¢ edunuunu dosuf
HUsepmekti CTAJA 3 mg e Hanr4yeH B onakoskH, coabpkaii 4 (1 x4),8(2x4), 20 (5 x4) unn 20
(2 x 10) rabrneTkwu. -

He Bcuuky BUJORE OMAKOBKY MOraT Aa ObJAT MyCHATH Ha nasapa.
6.6 ChnennanHu NpeANa3HH MEPKH NIPH M3XBLpJAAHE
Hama cneuualiii d3UCKBaHUA,

Hewn3non3panuaT 1eKapCTBEH NPOAYKT UITH OTNAABTHUTE MATEPHANTHA OT Hero TpAbRa 1a ce UIXBEPNAT
B CHOTBETCTBHE C MECTHUTE W3HCKBAHHA.

7. HTPHATEXATEJ HA PAZPEIHNEHHUETO 3A YIIOTPEBA
STADA Arzneimittel AG

Stadastrasse 2-18
61118 Bad Vilbel

I'epManus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Per. Homep: 20230030

9. JATA HA ITHPBO PAIPELHIABAHEMOJHOBSBAHE HA PA3PEIIE
YIIOTPEBA

Jlata Ha mepBO pazpewrasane: 13.02.2023




10. JATA HA AKTYAJIHZUPAHE HA TEKCTA
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