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KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA



1. MME HA JIJEKAPCTBEHMS ITIPOAYKT

| N3NLAHUTENHA ATEHLAS NO NEKAPCTBATA

XIOBEMEK 3 mg TabeTku

HUVEMEC 3 mg tablets poc
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Kpamxa Xapakmepucmuka Ha npogyxma - Mpunoxerue 1
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Ena TaGeTka ChIbPKA 3 mg MBEPMEKTHH (ivermectin). o Y — Y AR
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TMomomHo(1) BeecTBo(a) ¢ H3BECTHO IEACTBHE
3a [ThJIHMSA CIIMCHK Ha TOMOIIHHMTE BELIECTBA BIDKTE TO'KA 6.1.

3. JIEKAPCTBEHA ®OPMA

TabneTku

Benu WK [OYTH 6eH, KpBIIIH, IUIOCKH TabJIeTKH C IENUTE/IHA HepTa OT eHaTa CTpaHa H C IMaMeThbp
5 mm.

4. KJIMHAYHU JAHHU

4.1 TepaneBTHYHH NOKa3aAHHHA

XIOBEMEK e nokasaH 3a JIeUeHHE Ha CTOMAIIHO-4PEBHA CTPOHTUJION03a (aHrunynosa).

4.2 Jlo3MpOBKA H HAYHH HA NPHJIOKECHHE

Jlo3upoBka

[TpenopbuMTEIHATA 1032 XIOBEMEK 3a jieueHne Ha CTPOHTHIION/103a € SIMHIHA TIepopasIHa J03a
200 pg/kg TeneCHO Terno HBEpMEKTHH (tabnuua 1). Karo wsno, He ca HEOOXOIUMH JOIBbJIHUTEITHH
no3u. Tps6Ba 1a ce M3BBPLIM TOCTIEABALIO H3CIICABAHE Ha M3MPAKHEHUATA, 32 [1a Ce NOTBBPAN

epaavKaLysd Ha MHQeKIHATa.

Ta6anua 1. Ykazanus 3a 103HPOBKATa HA 0a3a HA TEJIECHOTO TerJio

TEJIECHO TEIJIO (kg) JO3A
(npu6muzureano 200 pg/kg)
(6poii TabaeTkn 3 mg)
15 mo 24 kg eaHa
25 no 35kg JIBE
36 no 50 kg TpHU
51 mo 65 kg YeTUpHU
66 no 79 kg TeT
> 80 kg IeCT

Creyuannu nonyiayuu

ITeouampuuna nonynayus
Be30MacHOCTTa ¥ epUKACHOCTTa HA MBEPMEKTHH NPU NEAMaTPUIHU NALHCHT
15 kg He ca ycraHOBeHH. JIMNCBAT AaHHH.

Hauueumu 6 cmapuecka gv3pacm



K/IMHHYHUTE M3MMTBAHUS C UBEPMEKTHH HE BKITIOYBAT 10CTATHICH Opoii maMeHTH Ha Bb3pacT

65 FOIMHH ¥ [OBEYE, 3a /1A Ce ONpPEIENH Jalli Te Ce MOBIUABAT OT JIEUSHUETO MO Pa3IM4YeH HauuH OT
no-maguTe Xopa. KITMHIYHUST OTUT 10cera He € yCTAHOBHII Pas/vKH B MIOBJIMSIBAHETO OT JIEYEHHETO
MeXIy NalMeHTHTE B CTapyecka Bb3pacT H ro-MJ1anuTe nanpeHTH. 110 NPHHIMIL, JIEYeHUETO NPH
[ALMEHTH B cTapyecka BH3pacT TpsA6Ba Aa CTaBa ¢ MOBUIICHO BHUMAHMUC, KaTo ce MMa IMpeBU]L No-
rosMaTa YecToTa Ha HaMalleHa YepHoApoGHa, GrOpeuHa Wik ChpAeHa dyHKIHSA, KAKTO ¥ HATHYHETO
Ha CHITGTCTBALNY 3a00/ABaHKs WM IPYTra JIeKapCTBEHa TePATIHi.

Buvbpeuno yspesicoane
He ce Hayara KOpeKIHs Ha 103aTa TPH NaLUeHTH C JIEKO 10 yMEPEHO 6B0pevHO yBpeXKIaHe.

YeproOpobHo yepesicoane
He ce Hayara KOPEKIHs Ha 7103aTa NP NalUEHTH C JISKO 10 yMEPEHO 4epHOAPOOHO yBpEXIaHe.

HauunH Ha NpUI0XKEHHE

TMepopaliHO MPUIIOKEHHE

TabeTkuTe ce MPUEMAT Ha Pa3eH CTOMaX, ¢ I0CTAaThYHO KOIUIECTBO BOAA.

Jlo3ata MOJKe /ia Ce IPHeMa 1O BCSKO BPEME Ha JICHA, HABELHBI, HO He TpAOBa Ja ce MpyUeMa XpaHa B
paMKHTe Ha /Ba 4aca NMpe/i WK ClIe/ IPHII0KEHUETO, TBil KATO BJMSHHETO HAa XpaHaTa BbpPXY
abcopbLusTa Ha MBEPMEKTHH HE € U3BECTHO.

4.3 TIIporuBONOKA3aHHS

CBpHXUyBCTBUTETHOCT KbM aKTHBHOTO BEIIECTBO WK KbM HSKOE OT MOMOLIHUTE BELIECTBa,
m36poenu B Touka 6.1.

4.4 ChnenuajHa NpeXynpexIeHns H NPeAnasHd MEPKH pH ynorpeda

EQHKacHOCTTa H CXeMaTa Ha I03MpaHe Ha HBEPMCKTHH IpH MMYHOKOMIIPOMETHPAHH MalMeHTH
(BmountenHo HIV-undexTupaHi), eKyBaHH 3a YpesHa CTPOHTHJIOM/I03a, HE Ca YCTAHOBEHH B
TOJXO/ISAIIK ¥ J0O6pe KOHTPONMPaHH KIMHUYHHU NPOYyiBaHHS. Hma cpo0LIeHH CiTy4yaH Ha
MepcHCTHpaHe Ha MHEKUWMATA ClIe/l SAUHUHA 11032 UBEPMEKTHH, 0c06€EHO MpH MALMEHTH C
HUMYHOCYTIPECHS.

MBepMEKTHH HE € TIOAXOAALI 33 npoQuakTHKa Ha HHGbEKIKs ¢ QUIApHs WK CTPOHTHIION/I038. Hsama
HaJTMYHH JaHHH, JOKa3Ball e(HKaCHOCTTa Ha MBEPMCKTHH 32 y6uBaHe WM 32 NPEeNOTBPaTABaHE Ha
CB3PABAHETO Ha HH(EKIMO3HHTE JIAPBH NPH XOpa.

He e noka3aHo, 4Ye MBEpPMEKTHH HMa GraronpusTeH eHeKT Mpyu CHHAPOM Ha TponHHecka 6enonpobHa
cozuHOGMIHS, TUMaTESHUT UITH mumdanruT, HabMIOIaBaHU MPH uHbekuus ¢ punapyu.

Crieq| IPUJIoKEHHE HA MBEPMEKTHH, HHTEH3UTETBT M TEXECTTa Ha He)KeJTAaHUTE PeaKIUi BEPOSTHO ca
CBBP3aHH C MHKpO(dUIapHaIHaTa IIBTHOCT, 0c06€HO B KpHBTA. [1pH NalMeHTH, KOUHDEKTHPaHH C
mapasuta Loa loa, MUxpoduiapuaiHata IbTHOCT, 0c06EeHO B KPBBTA, Hal-4€CTO © BUCOKA, KOETO
W3JIara JeKyBaHMTE NALMEHTH Ha MOBULICH PHUCK OT M05Ba HA CEPUO3HH HEKEJIaHH PeaKIUH.

Psziko ce choO1aBa 3a HeXeJIaH! PeaKkliy OT CTpaHa Ha [[HC (eHuedanonarys) Npy NalKMEHTH,
JIEKyBaHH C UBEPMEKTHH U KouH(EKTHPaHH ¢ rosaM 6poi mukpodunapuu Ha Loa loa (BX. TOUKa 4.8).
CJIe10BaTENHO, B €HIEMUUHH paiionu Ha Loa loa Tps6Ba a ce NpeanpreMar CrieLiMaiHi MepKH
Tpey JISYeHHe C HBEPMEKTHH.

CBIIbTCTBALIOTO MPHIOKEHHE Ha UeTHIKapOaMa3iH LUTpaT (diethylcarbam 127
MBEPMEKTUH NPH MAcOBH KaMIaHHMH 3a JICYCHHE Ha dunapuasa, NpUIHHEHA 4 ja B )fii B
Adpuka He ce npenoprysa. KoundeKuusTa ¢ Apyrd MUKpO(HIapHH, KaTo
10 BUCOKa MHKpOGHUIapeMHst PH HHPEKTHPAHUTE MALHCHTH.



CucTeMHaTa eKCIO3ULMA Ha DEC npu Takupa NalyeHTH MOXKe 1a JOBeJEe 10 NOsIBa HA CepHO3HU
HeXeJIaHW peaKLyl, CBbp3aHHu C OBP30TO U EYEKTHBHO MUKpOGHIAPHLIAHO JIEHCTBHE Ha TOBA
JIEKapCTBO.

HmMa choOIIEeHHs 32 KOXKHHI M/ CUCTEMHH peaKiiui ¢ pasnMuHa TeXeCT (T. Hap. peakiysd Ha
Mazzotti) ¥ OUHH PEaKLMH CIIE/l PUIOKCHHE Ha nexapcTBa ¢ 6bp30 MHKPOGUIAPULIMIHO JCHCTBHE,
karo DEC npu MauMeHTH ¢ OHXOLIepKO3a (Bok. Touka 4.8). Teau peakuyu BEpOATHO CC JIBJDKAT Ha
BE3NATATENHAS OTIOBOP CTIPAMO TPOAKTHTE OT PasrpasiiaHeTo, KOMTO ce 0CBOOOXKIABaT CIIEA
3aruBaHeTo Ha MHUKpO(UIapUHTE.

TTawpenTHTe, JeKyBaHH C HBEPMEKTHH 33 OHXOLIEPK03a, MOraT ChILIO Ja MOTy4aT TE3N PeaKLHH,
KOraTo ce JeKyBar 3a TbpBH MBT. Clie]l JieueHue C JICKapCeTBo C MHKPOGUIAPULMIHO JCHCTBHE, PH
TALMEHTH C XUIIEPPEaKTUBEH OHXOIEPMATHT HIIH ,,Sowda“ (HaGmozaBaH 0coGeHO B Hemen) uma no-
roNsMa BEPOSTHOCT /1A C& HabMIONaBaT TeXKH KOKHU HEMNEIAHH peakuyy (OTOK M BJIOLIaBaHE Ha
OHXOJIEpPMATHTA).

45 BsammojeiicTBHE ¢ APYTH JIeKapCTBeHH NPOAYKTH H APyrH ¢dopmu Ha B3anMOeHCTBHE
He ca npoBexxaaHy MpOy4BaHus 32 B3aMMOJICHCTBHATA.

VIMa MOCTMAPKETHHTOBU ChOOIIEHHS 33 P/IKH CITyHaH Ha MOBHULICHO INR (MexIyHapOIHO
HOPMAJTM3UPaHO CHOTHOIUGHHE) NPH CBHITBTCTBALIO TPUJIOXKEHHE Ha HBEPMEKTHH C BapdapuH.

4.6 ®epruanTeT, OpeMEHHOCT H KEPMEHE

BpemMeHHOCT
ITo Bpeme Ha MacoBO JICUCHHE Ha OHXOLEPKO3a JIAHHUTE 32 OrpaHuyueH Opoi (mpubmusutenHo 300)

GpeMeHHH XEHH He TOKa3BaT HeXellaHH! e(peKTH KaTo BPOICHH aHOMAJIMH, CTIOHTAHHH abopTH,
MBPTBOP&XKIAHHS K CMBPTHOCT Ha KbPMA4eTo, KOUTO MoraT Ja 6b1aT CBBbP3aHH C JICYEHHETO C
HBEPMEKTHH NPE3 MbPBHSA TPUMECTBP HA GpeMeHHOCTTA. 3acera HiMa Apyry eMHAeMHOJIOTHIHH
JaHHH.

TIpoy4BaHUATA NPH XKMBOTHH IMOKA3BAT penpoayKTUBHA TOKCHIHOCT (k. TOuKa 5.3), HO
TIPOrHOCTHYHATA CTOMHOCT Ha TE3H HaOIOIEHKs HE € YCTaHOBEHa.

HsiMa 0CTaTHYHM U 100PE KOHTPOIMPAHH NPOyBaHUA NPH GpeMeHHH JKEeHH.

VBepMEKTHH He ce NPeropbyBa I10 BpeMe Ha GPEMEHHOCT, Thil KaTo Ge30MacHOCTTa NPH OpeMeHHH
JKCHH He € yCTaHOBEHA.

Kspmene
TMo-Manko oT 2% OT MPUIIOKEHATA 10332 HBEPMEKTHH CC €KCKpeTHpa B KbpMarta. He e ycraHoBeHa

GesonacHata yrnoTpe6a npy HOBOPOCHH/KbPMayeTa. MBepMEKTHH MOXKe Jia Ce MpHJIara npu KbpMelu
JKEHU CaMO aKO OUAKBAHATA MOJ13a HAZXBbPIS MOTCHIMANIHUA PHCK 32 KbpMAHCTO.

DepTHINTET
ViBepMeKTHH He M0Ka3Ba HEXEIaHH e(eKTH BBPXY deprunMTeTa NPH IUTHXOBE B 1032 110 3 mpTH

MaKCHMAJTHATA TPENophUMTEIHA 71032 PH XOpa 200 pg/kg (1a 6a3a mg/m?/AHEBHO).
4.7 EdexTn BbPXY CIOCOOHOCTTA 32 modupane 0 paboTa ¢ MAIMHH

EdexTbT Ha XI0BEMEK BbPXY crocobHOCTTa 3a modupane U paboTa ¢ MAIIMHHA HE € NPOYHCH. ITpu
HSKOM TIALMEHTH He MOXKe J1a Ce H3KIII04H BePOATHOCTTA OT HeKEJIaHH! peaKIuy, KaTo 3aMasHoCT,
CBHJIHBOCT, CBETOBBPTEXK U TPEMOP, KOMTO MOTaT /1a OKaXaT BIIUAHHC BBPXY CIIOCOOHOCTTA 32
mogupane 1 paboTa ¢ MalIMHH (k. Touka 4.8). ——




4.8 HexeJaHH JIeKapCTBEHH PEAKIHA

O6061enye Ha npoduia Ha 0e301acHOCT

Haii-uecTo ChOOIABAHMTE HEXKENAHU PEaKIIMK Ha HBEPMEKTHH B KJIMHWYHY U3IUTBAHUA MPH JICYECHHE
Ha CTPOHTHWJIONI032 €A 3aMasHOCT, NPYPUTYC, [uapus, rajeHe, MoBpbilaHe, 3arek, KOpeMHa Gonka,
acTeHHs1/yMOpa, aHOPEKCHs, COMHOJICHTHOCT, CBETOBBPTEX, TPEMOp, OOPHB, YTPUKapHs,
JIeBKOTEHHUS/aHEMHs1, TOBULIIEHH TPaHCaMHUHA3H (AJIAT) u ankansa pocdarasa.

CBBp3aHH C JIEKApCTBOTO raBoGOJIME ¥ MUANTHA ca HabmoaaBaH! NPH MO-MaJIKO OT 1% ot
MalHeHTUTe.

TabnuueH COUCHK Ha HEXETAHUTC peaKuu

HexxenaHuTe J€KapCTBEHH PEAKLIUH Ca x1ackpUIMPAHH 1O CHCTEMO-OPTraHeH KIIac U HeCToTa, Karo €
M3M0JI3BaHa ClieJHaTa KOHBEHIHs: MHOTO HeCTH (> 1/10); yectn (= 1/100 mo < 1/10); neuectu

(> 1/1 000 mo < 1/100); penxu (> 1/10 000 o < 1/1 000); MHOro peakH (< 1/10 000); ¢ Hen3BECTHA
yecToTa (OT HATMYHUTE JAHHH HE MOXKE /12 6'b/ie HANpaBeHa OLIEHKa) (BXK. tabmuna 1).

Ta6anna 3: HexxeJlaHH JIeKAPCTBEHH PEaKIHH

CucreMo-oprasHeH Kjiac YecroTa Hexeanu peaknny
Hapymenus Ha KpbBTa 1 Yectu [loBuIlIEHH TPAaHCAMUHA3H
nuMdHara cHcTeMa JleBKkomeHUs®
JIumdageHonaTus”
C newmssecTHa yectoTa | AHemus’®
CToMalIHO-YpEeBHH HapylICHHs Yectn A6nomunanHa 6onka®®, Gonka B

ropHaTa 4acT Ha Kopema, auapus®”,
razene®®", noppbiuane®”, Goska B

enuracTpuyma’
C Heu3BECTHA YeCTOTa 3anek®, opodapuHreaHa 6oika
Hapymenus Ha MeTabonu3Ma 1 YectH AHopekcus®>®
XpaHEeHeTO C neusBecrHa yectota | OTOK
HapyieHus Ha HepBHATA YecTu 3aMasHOCT®, CBETOBBPTEK ™,
cucrema tpemop®
Penxu Enuedanonarus®

C HeussecTHa uectota | HapyleHus B IIOXOJKaTa, Koma?,
riaaBo6onue™ "

TlcuxuyHU HapyIIEeHUA Yectu COMHOJIEHTHOCT’

[TpomMeHH B IICUXUYHOTO CHCTOSHHE,
o6bpkBaHe?, cTymnop®

C HeU3BECTHA UECTOTa

HapyuieHus Ha KoXaTa 1 YecTH IIpypuryc’, o6pus’, ypTHKapHs’
MOJKOXKHATa ThKaH
HapyieHus Ha MyCKYJIHO- C nemspectHa yectoTa | bonka B rep6a®, 6omka BbB BpaTa’,
CKeJIETHAaTa CHCTEMA H muanrus™ ", aprpanrusa™ "
CheMHHUTENIHATA ThKaH
HapylueHus Ha UIMyHHaTa MHoro pesiKu Tokcu4Ha enuAepMaIHa HeKPOIH3a,
cucTeMa CunzpoM Ha Stevens-Johnson
PecnimpaTopHH, PBAHU H C HemspecTHa yecTora | Kamumuua®, pecipaTopeH
MeIUaCTUHATHY HapyLIeHHs nuckoMdopT®, ex3algpbauus Ha
acTMa’, 3auepBe QIR SRS
XenaToOHIHapHU HapYIICHHUS C Hen3BeCTHA YeCTOTa ‘—Iepﬂonpo6n CHIIC, OCTHy
XEIaTHT, S/ . %

L /4 .
HapyiieHus Ha penpoayKTHBHATa C HemssecTHa uectota | boska B TeCfugH qié;‘
cucteMa 2\ 7o




CucTeMo-opraseH Kjiac YecroTa Hexeanu peaknn

Hapy1eHus Ha O4HuTe C neussecTHa yectoTa | OuHA XHTEpEMHS’,
CyOKOHIOHKTHBAJIEH KPBBOM3/IMB®,
KOHIOHKTHBHT, HPUIOLIMKIIHT,
JUMOUT, KEPaTHT', XOPHOHMNT',
npeJieH YBEHT , OTOK Ha KJIerna4yuTe”,
HeobHYaifHO ycelaHe B OKOTO"

CobpieyHH HapyIISHHs C neuspectHa uectora | Taxukapaus’

CbaoBY HapylICHHS C neussectHa yectota | OpTrocTatv4Ha XUIOTOHUSA™ "

Hapymenus Ha 6s0perure 1 C Heu3BeCTHA YecToTa | XeMmaTypHs, HHKOHTHHCHIMA Ha

MUKOYHHUTE ITHTHILA ypuHa®

O61ww HapyleHus 1 eQeKTH Ha C Heu3BeCTHA Y€CTOTa AcTenus® * T, neTaprus’, MApeKcus™,

MSCTOTO Ha NMPUJIOXKESHUE xurepxuapo3a, audysna Gonka®,
cnabocT®, BTpUcaHe”

H3cnenpaHus C HeHW3BeCTHA 4eCTOTa Xurepeo3uHOGHIHS®, TOBULICHH

tpancamunazu (AJIAT n/wiu
ACAT)5, ankanna ocdarasa ®,
xurnepOuIupyOHHEMHS, JIEBKOTICHHUS,
aHEeMHs, XeMaTypus

2 [TanuenTy, uHGekTHpany ¢ Loa loa

6 [TaieHTH ¢ YpeBHA CTPOHTHJION1032

® [JanueHTy ¢ uaprasa, MpUIMHEHA OT Wuchereria Bancrofti
r [Taumenty, uHdexTupanu ¢ Onchocerca volvulu

OnucaH{e Ha N30paHu HEXKETaHU PEaKIMK

Enyeganonamus

MiMa MHOTO PeaKH ChOOIIEHHS 3a TEXKHU CITyHaH Ha eHuedanonarys, ¢ NOTEHUMAIHO JIETAJICH H3XON1
ciej] PWIOKEHHE Ha MBEPMEKTHH, MPEAMMHO TIpH MalMeHTH ¢ Texka uHbexuus ¢ Loa loa.
HeskenaHuTe peakLuy MOXe /12 BKIIIOYBAT 3aTPyAHCHUS B MIOXO/IKATa, IPOMEHH B ICUXHIHOTO
CBhCTOSHHE, 0OBPKBaHe, JIETAprHs, CTYNOp WK KOMa (Bx. Touka 4.4).

Peaxyuu Ha C6PLXYYECMEUMENHOCTN (peaxyus mun Mazzotti)

Creji pHIOKEHHE HAa MBEPMEKTHH MPH NaLUCHTH, undexrupanu ¢ Onchocerca volvulus
(oHXoUEpKO3a), ce Ha0moIaBaT peakliy Ha CBPBXUyBCTBUTEJIHOCT I10PaJy 3arMBaHe Ha
MHKpO(DHUIAPHUTE, OTHACSILHM CE 10 T.HAP. peaKiys THII Mazzotti (Bxk. Touka 4.4). [IposBUTE Ha TO3H
THI peaKiis MOXe Jia BKIIOUBAT: MPYPUTYC, yPTHKAPHAICH 06pHB, KOHIOHKTHBHT, apTpaJIrys,
Muanrus (3acarauia BKIIOYMTETHO a6IOMHHATHUTE MyCKYJIH), IOBULIICHA TEMIIepaTypa, OTOK,
nuMdaJIeHHT, afieHONaTH, FajieHe, MOBPBIIAHE, IHApHA, OpPTOCTATHYHA XUIIOTOHHUS, BEPTHIO,
TaxMKapaus, rnaBo0oue. PS/IKO T€3M CUMITTOMH ca OMJIM TCHKKH. TakuBa peaKkLMX THI Mazzotti,
CBBP3aHH C JIEYEHHETO Ha OHXOLIEPKO3a W ChC CaMOTO 3a6ossABaHe, HE Ce OUaKBa J1a HACTBILAT MPH
TAlMeHTH C YpeBHA CTPOHTHJION/1034, JIEKYBaHH C HBCPMEKTHH.

Hapywenus na ouume
Hapy1ieHus Ha O4HTe, KaTO HeOGHYaHHO yCelllae B OKOTO, XHUIIepeMHsi Ha KOHIOHKTHBATa, OTOK Ha
KJenauuTe, KOHIOHKTHBATIEH KPBHBOM3/IUB, KOHIOHKTHBHT, NPE/ICH yBEHT, TUMOWT, KEPaTHUT U
XOPHOPETHHHT ca ChO0IIABAHH PETUMHO NPH MALUEHTH C OHXOLlepKo3a. Te3u NposABH, KOUTO MOXKEe
J1a ce B/DKAT Ha caMoTo 3a60JisBaHe, ca HaGIIo/1aBaH! MHOTO PAAKO CIICAL JIeYeHHe C JIEKapCTBa C
6Bp30 MUKPOGHIAPHLIMIHO ACHCTBHE (B. TouKa 4.4). O4HMTE peaKLUH PAIKO Ca TEKKH 1
OGHKHOBEHO OT3ByUaBaT 6e3 JIeUeHUe C KOPTUKOCTEPOHIH. He ce ouakBa OYHH pea ¢
Ha6/TI0aBAT NPH MALMEHTH C YPEeBHA CTPOHIHIION/I032, JIEKYBAHH € HBEPMEKTHE,

Iocmmapkemunzoéa ynompeoa
Cie/IHUTE HEXENAHH PeakKiiy ca HaOoJaBaHH NP MOCTMApPKETHHIOBaTa YIId
KOHIOHKTHBAJICH KPBHBOM3IIMB (TIPH OHXOLIEPKO3a), OPTOCTATUYHA XHIIOTOHHU,

D

6



HekpoJTH3a, CMHZPOM Ha Stevens-Johnson, XernaTur, MOBUIIABAHE Ha 4epHOAPOOHHUTE EH3UMH,
XUnepOuIupyOUHEMHUS.

CpoblaBaHe Ha MOJIO3UPAHH HeXKeTaHW peaklnn

Cpo6IIaBaHETO HA MOA03UPAaHU HEXelaH! PeaKLMH CIelL paspelaBaHe 32 ynotpeba Ha JIEKapCTBEHHA
TNPOAYKT e BaxkHO. ToBa Mo3BoisiBa 1a TIPOLJDKM HAOMIOIEHHETO Ha CHOTHOLICHUETO [10J13a/PUCK 32
JIEKapCTBEHHS MPOIYKT. OT MeJULMHCKUTE CIIELMAIMCTH CE€ H3UCKBA J1a cpOOIIaBaT BCSKA
TIOZI03UpaHa HexelaHa Peakus upes:

M3bJIHUTENTHA areHIus 110 JiekapcTBaTa
yn. Jamsiu I'pye N8

1303 Codus

Ten.: +359 2 890 34 17

Ve6caiit: www.bda.bg

4.9 Ilpenosmpane

Vma choBIeHus 3a CIIy4aifHo Npefo3upaHe ¢ HBEPMEKTHH, KOSTO HE € 10BEJI0 110 JieTaJieH U3XO/.
[pu cyyaifHo Mpeo3upaHe ¢ HeM3BECTHU JI03H MPOAYKTH, npefHa3HAYeHH 32 BETEPUHAPHA
ynotpeba (nepopaiisa ynorpe6a, HHKEKUMOHHO MPHII0KEHHE HIlH BBPXY KOXKaTa), ONMCaHUTE
CHMIITOMH ca: OOpUB, KOHTAKTEeH AE€PMAaTHT, OTOK, rnaBo6oHe, CBETOBBPTEXK, aCTEHHUS, Ta/ICHE,
noBpbIIaHe, AMapHs ¥ KopemHa Gorka. Ha6monaBaHy ca U APYTH PeaKiuy, BKIIOYUTEHO: I'bPiOBe,
aTaKCcHs, JUCTHEsl, TapecTe3uH U YPTUKapHUs.

Jleuenue B cIy4aii Ha CITy4aiHO Mpeo3upaHe:

- CHMIITOMATHYHO JieYeHHe U HabmoieHre B GONHMLA, 3aMECTUTENHA TepanHs € TEHHOCTH "
AHTUXHIEPTEH3UBHO JIeueHHe (aKo e Heo0XO0IUMO).

- Bbrpeku ue HIMa HATMYHU KOHKPETHH NMPOYHBAHH, MPEropBUMTEITHO € J1a ce u3bsrsa
kom6uHanua Ha GABA-aHTaroHMCTH TIPH JICUCHHE Ha CJTy4aliHO MPEIO3UPaHe C UBEPMEKTHH.

5. ®APMAKOJIOT'MYHHA CBOMCTBA

5.1 @apmMaKkoAHHAMHYHH CBOHCTBA

dapMakKoTepaneBTHYHA rpyna: AHTUNAPasUTHHU CPE/ICTBA, AHTHXEIMHHTHU CPECTBA, aBEPMEKTHHH,
ATC xon: PO2CFO1.

MexaHu3bM Ha aeiicTBue/MUKpOOHOIOrHs

VIBepMEKTHH € MAKPOLMKIMYEH JIAKTOH, I€PUBAT Ha aBEPMEKTHHHITE — KJ1aC QaHTUXEIMMHTHH
cpencTea ¢ IMUPOK CreKbp HA nelicTBUE, U30JIUPAHU OT pepMeHTaLHITa HA 6ynboH oT Streptomyces
avermitilis. CheqMHEHUATA OT TO3H KJIac Ce CBHP3BAT CEIEKTHBHO M € IOJIAM a(UHUTET C TITyTamar-
3aBHCHMMTE XJIOPHH KaHAIH, CTHMYJIHPAT OCBOOOXKIaBaHETO Ha HEBPOTPAHCMUTEPHHS MHXUOUTOP
raMaaMuHOMacyieHa kuceauna (GABA) Ha npecHHanTHYHUTE HEPBHHM OKOHYAHHs, KOETO BOAH 10
yBe/MYaBaHe Ha MPOMyCKIMBOCTTA Ha KICThYHATA MeMGpaHa Ha [Iapa3UTUTE 32 XJIOPHUTE HOHM. C
TIPOHMKBAHETO HA XJIOPHUTE HOHH B MOPUTE Ha meMOpaHara ce 00SCHABA XUIEPIOJAPU3aLMATa Ha
HepBHUTE MM MYCKYJIHH KJIETKH, KOETO BOJH 110 NMapajiusa 1 CMBPT Ha Mapasura.

CeNleKTUBHATA aKTUBHOCT Ha TO3H KJIaC CheIMHEHHs C€ b/DKH Ha daxkra, ue 603aHHALMTE HAMAT
rJIyTaMaT-3aBUCUMH XJIOPHH KaHaJIH. ABEpMEKTHHHTE HMAT HUCHK aUHATET KbM JAPYrH JINraH.-
3aBHCHMHU XJIOPHH KaHa/i npy Gozaiinuuy. OCBeH TOBA, HBEPMEKTHH HE NpeMHHaBa JIECHO Npe3

KpbBHOMO3bYHATa Gapuepa B [THC Ha 603aiiHULATE U CNIEI0BATEIHO HE B3aUMOJCUCTBRATIRH TAX C
GABA-3aBrcHMMaTa HEpBHA TPAHCMHCHS. g =

ViBepMEKTHH € aKTHBEH CpELly PasiiyHH eTany OT KH3HEHH: LIMKDJI Ha
Hematou. Toil € aKTHBEH Cpelly ThKAHHUTE MUKPO(HIapHH Ha Onchoc



cpey Bb3pacTHaTa Gopma. AKTUBHOCTTa My Cpellly Strongyloides stercoralis e orpaHH4€Ha caMo
10 CTOMALIHO-4YPEBHUTE CTaHH.

KnunuuHa ehuKacHOCT

Cmponzunouoosa

KMHMYHATE W3TMTBAHKS C HBEPMEKTHH JI0KA3BaT, Y€ JICUeHHe C SAMHKIHA 11032 200 MuKporpama Ha
Kg TeecHO Terio € eYeKTHBHO M C 106pa TIOHOCKMOCT NPH MALMEHTH C HOPMAJIEH HMYHUTET, NPH
xouTo uHbekuwsaTa ¢ Strongyloides stercoralis € orpaHAYeHa 10 CTOMALIHO-YPEBHUSA TPAKT.

B e1HO MpOy4BaHe, MPOBEIeHO BbB PpaHLIKs, HeCHICMHUHA 001acT, KbETO HAMa Bb3MOXKHOCT 32
perH(peKLys, PY HAKOJIKO NMALMCHTH € HabroaBaHa MOBTOPHA MOSBa Ha JIapBU Ha Strongyloides B
wsnpaxxHenusTa 106 THY Clell Tepanus ¢ HBEPMEKTHH. Tosa 03Ha4yaBa, 4e TpAOBa Ja Ce U3BBPIIAT
Haii-MaJTKO TPH M3C/IeIBAHMs Ha M3MPOKHEHUATA NPe3 TPUTE MECeL@ CIe JIEYEHHETO, 3a 1a Ce
OCHIypH epaauKaLys. AKO ce Ha0/I0/1aBa MOBTOPHA M0ABa Ha JIapBH © MIOKa3aHO MMOBTOPHO JIEYEHHE C
UBEPMEKTHH.

52 ®@apMaKOKHHETHYHH CBOHCTBA

A6cop6uus ¥ GMOHATMYHOCT

Criep; epopasTHO MPHIIOXKEHHE HAa MBEPMEKTHH, IU1a3MEHUTE KOHIIEHTPALMH ca MPUOIU3UTETTHO
MPONIOPIHMOHANIHH Ha 1103aTa. B 11Be npoyHBaHus Ciie/l eAUHIHA no3a 12 mg HBEepMEKTHH MPH 31paBH
106pOBOILM Ha I1aaHO (MPeACTaBIsBalla CpeiHa 103a 165 pg/kg), cpeiHUTe MAKCHMAJIHH TUIa3MEHH
KOHIIEHTPALK Ha OCHOBHHUS KOMITOHCHT (H2B1a) ca cboTBeTHO 46,6 (+ 21,9) (nuanason: 16,4-101,1) u
30,6 (+ 15,6) (quana3oH: 13,9-68,4) ng / ml , mpubIM3UTETHO 4 yaca cieq puWiarade Ha 103ara.

IpoBeneHo e HapMaKOKMHETHYHO MPOYBaHE C MHOTOKpAaTHO TPHIIOKEHHE MPH 371paBK JOOPOBOIILIH,
KOMTO ca MoyyaBaiy nepopantu aosu 30 10 120 mg (333 mo 2000 pg/kg) MBEpMEKTHH Ha TTIaHO
v 30 mg (333 1o 600 pg/kg) MBEPMEKTHH ClIell CTAaHAAPTHO XpaHeHe ¢ BUCOKO ChAbP)KaHHE Ha
ma3HuHH (48,6 r Ma3HuHM). [IpunoxxeHreTo Ha 30 mg MBEpPMEKTHH CJIE/l XpaHa C BUCOKO CHABPKAHUC
Ha Ma3HHUHM BOJH O MPUOIHU3UTENHO 2,5-KPaTHO yBEIMYCHHE HA GMOHAIIMYHOCTTA CIIPSIMO
npuoxkeHueTo Ha 30 mg UBEPMEKTHH Ha IIIaJiHo.

Paznpenenenue

HBepmeKTiH HMa 630 pasnpe/ie/IeHne B OpraHu3mMa 1 TPOIBIDKUTENHO OTAENSHE, KOETO OCHIypsBa
TOCTOSIHHO MPOTHBOIAPA3UTHO IEHCTBHE B MPOAB/DKCHHE Ha 10-14 pguu.

BuorpaHcdhopmManus

HWdepmexTuH ce MeTaboM3HUPa B HEPHHA npo6. [IpoyuBaHus in vitro ¢ U3NON3BAHE HA HOBCIIKH
yepHOIPOOHU MUKPO3OMH U pexom6unanTHid CYP450 eH31MHU MOKa3BaT, He MBEPMEKTHH ce
metabonusupa rnasHo o CYP3A4. JlokasaHo e, 4e CYP2D6 u CYP2E1 cpuio y4yacTsar B
MeTaboM3Ma Ha HBEPMEKTHH, HO B 3HAUMTEIHO MO-MaJIka CTENeH, OTKOJIKOTO CYP3AA4. Pezynrature
OT in Vitro NpOy4BaHUATA C U3MIOJI3BAHE HA YOBCLIKH 4epHOAPOOHN MUKPO30OMH TOKa3BaT, 1€
KIMHUYHO 3HAYMMHTE KOHLIEHTPALlMK Ha HBEPMEKTHH HE MHXMOUpPAT 3HAYUTENTHO MeTaboIM3HpalaTa
axTuBHOCT Ha CYP3A4, CYP2D6, CYP2C9, CYP1A2, n CYP2EL

EnumuHupaHe

ViBepMeKTHH 1/HIM META0OJMTHTE My CE eKCTPETHPAT TMOUTH U3LLLIO BBB (ekanuuTe 3a OKOJIO

12 HH, KaTo MO-MaJIKo OT 1% OT IpUJIo)KeHaTa 7103a Ce eKCKpPeTHpa B yprHaTa. ITn
TIONTy’)KMBOT HA MBEPMEKTHH TIPH YOBEKA € npuGnu3uTenHo 18 yaca cien nepopa

5.3 IlpenxJIMHHYHH NaHHH 32 Ge30MaCHOCT

HpOy‘!BaHHﬂTa 32 TOKCUYHOCT cJie] €JHOKpATHO MpHiaraHe, NpOBEACHH IPH



TOKCHYHOCT 32 LIEHTPATHATA HEPBHA CHCTeMa, MposBsBAaLla Ce C MU/pHasa, TpPEMOD U aTaKCHs BbB
BHCOKH 1034 TIPH HAKOJIKO BH/@ (MMIIKH, IUTHXOBE H KydeTa), KaKTO ¥ MOBpbIIaHe ¥ MU/IpHasa MpH
maiimMysH. CrieZl MHOTOKpaTHO NpUJIaraHe Ha MBEPMEKTHH B 103H, G/IM3KH WK PaBHM HA TOKCHYHHMTE
3a MaiiKaTa 031, ca HabmonaBaHy (eTaHi aHOMATHH (uenHaTHHA Ha HEOLIETO) MPH HAKONIKO
JKMBOTHHCKY BHaa (MMIIKH, IUIbXOBE, 3aiium). OT Te3u NpoyuBaHHs ¢ TPYAHO Ad Ce HampaBH OLICHKA
Ha PHCKa NP XOPa, CBBP3aH C MPHUJIOKEHUETO Ha SIHOKpaTHa Hucka no3a. CTaHaapTHUTE
TIpOy4BaHWsl, POBENIEHH in Vitro (tect Ha Ames, TK TecT B MHIIH nuMGOMHHU KJIETKH) He NOKa3BaT
T€HOTOKCHYHOCT. He ca l'[pOBe)KIlaHPI HpO}"IBaHHﬂ in vivo 3a TeHOTOKCHYHOCT HJIH KaHLIEPOTr€HEH
NOTEeHLIUAN.

6. ®APMAIEBTUYHHA JAHHU
6.1 Chnucbk HAa IOMOIHHUTE BeleCTBA
ByTHIXHIPOKCHAHH30]I

JIMMOHEHa KUCEJTMHA
[TpexxenaTHHU3UPAHO HUILECTE
MHuKpOKpHUCTaIHA LETyJ1032

Marse3ueB cTeapar

6.2 HecbBMeCTHMOCTH
HenpunoxuMo.

6.3 Cpok Ha roqHOCT

6 Mecena.

6.4 Chnenmnajuu ycJOBHSI HA CbXpaHEHHE

He ce u3KcKBaT crieMaiHK yCJIOBHS Ha CbXpaHCHHC.

6.5 Buau chIbpKAHAE HA ONAKOBKATA

Kyrus ¢ 1 wiu 3 Gmacrepa (10 win 30 TabJIETKH)

He BCHYKHM BHMIOBE OTMAKOBKH MOTaT Ja Ob/1aT MyCHATH Ha rnasapa.

6.6 CrenHajHH NpeINa3HA MePKH NPH H3XBbPJIsHE

Hey3non3BaHusT JIeKapCTBEH MPOIYKT WK OTNaAb4yHUTE MaTepHak OT HEro TpaGBa Ja ce U3XBbPJIAT
B CHOTBETCTBHME C MECTHHTE M3UCKBaHHS.

7. TIPATEJXATEJ HA PASPEIIEHHMETO 3A YIIOTPEBA

Xiosepapma EOO]L

V1. Hukonaii Xaiito Ne3A

1113 Codus
Boiarapus

8. HOMEP(A) HA PASPEIIEHMETO 3A YIIOTPEBA
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10.

IIATA HA ITBPBO PA3PEINIABAHE/IIOJHOBSBAHE HA PA3PEIIEHUETO 3A
YIOTPEBA

JATA HA AKTYAJIM3UPAHE HA TEKCTA
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