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KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. UME HA JEKAPCTBEHMS [TPOAYKT

XKOBEMEK 3 mg tabnerku
HUVEMEC 3 mg tablets

& BANECTREH U RAIWIRCIDESCRCTIAR | wannnurEnns ATEHINS N0 SEXAPCTBATA |

Kpamka xapakmepucmuKka Ha Npogyxma - [TpuaoxeHue 1

Enna rabnerka cbabpka 3 mg UBEpMEKTHH (ivermectin).
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Tabnerka
beau wan noutu Oenu, Kpbriu, NJIOCKHU TabDJETKHU ¢ ICJIUTE/THA YepTa M € IMaMeThp 5 mm.

4. KUMHUYHHA JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

XKBEMEK e noka3aH 3a jie4eHHe Ha C/Ie/IHUTE HHPEKLIUMH:
—  CTOMAlLHO-YpeBHA CTPOHIWJIOMA03a (aHIHITYJ103a);
—  OHXOLIepKoO3a (pe4yHa cjienora), NpUYMHeHa OT napa3uTHusa Hemarton Onchocerca volvulus,
— CapKoONnTH4Ha KpacTta npu xopa. JleueHHeTo € 000CHOBAHO IMPH KIIMHUYHO JOKa3aHa JUarHosa

W/MJKA Ype3 Napa3suTOIOrMYHO H3CJIEBAHE.
3abenexka: XKOBEMEK Hsima akTMBHOCT cnipsiMO Bb3pacTHUTE hopMu Ha Onchocerca volvulus (Bx.

TOYKa J.1).

4.2 Jlo3MpOBKA H HAYHH HA NPHJIOXKEHHE

Jlo3upoBKa

Cmponaunouoosa Ha CMoMaHoO-4pe6HUA MPAKM.:

[TpenopbuurennaTa noza XKOBEMEK 3a sieyeHde Ha CTpOHIHiIoH103a € €JMHUYHA [epopajiHa 103a
200 pg/kg TenecHo tersio uBepMeKkTHH (Tabnuua 1). Kato usno, He ca HeOOXOAUMH JOMTbJIHUTE/THH
no3u. Tpsabsa na ce M3BBLPLUM NMOC/EABALLO H3C/IEIBAHE HA U3MPAXXHEHHUATA, 3a /1a C€ MOTBbPAHM

epaJMKaLusa Ha HHPEeKLHUATA.

Tabaunna 1. Yka3zanus 3a 103HpOBKATA HA 0a3a HA TEJIECHOTO TerJio

TEJIECHO TEI'JIO (kg) HO3A
(mpubaun3znTenno 200 pug/kg)
(Opoii TabieTku 3 mg)
15 no 24 kg e/1Ha
25 no 35 kg J1BE
36 no 50 kg TpH
51 mo 65 kg YETUPH
66 no 79 kg net
> 80 kg LIeCT

Onxoyepxo3sa
[Ipenopbuurennara noza XFOBEMEK 3a sieuenue Ha oHXouepko3a € eIMHU4YHa
KOATO ocurypsasa npubausurento 150 pg/kg renecHo terjao uBepMeKTHH (Tabiiu




3a MacOBO JICUEHHE HA OHXOLIEpKO3a, HAH-4€CTO H3NOM3BAHUAT J030B UHTEpBan € 12 Mecena. 3a
JIEUEHHE HA OTAENHM MALIMEHTH MOXeE 112 c€ OOMHUC/TH MOBTOPHO JICYCHHUE HA HHTEPBATH OT 3 MeceLa.

Tabauna 2. Yxa3zaHHS 3a JOIHPOBKATA OpPH OHXollepko3a Aa 6a3a Ha TeIECHOTO TerJio

. L

TEJIECHO TELJIO NO3A, npuaaraHa BeJHbX HA BCeKH 12 Mecena
(kg) (npurOan3. 150 pg/ke)

— ) (6poii Tabaerxu 3 mg) _
15 no 25 kg e/Ha

 p— —
26 no 44 kg JIBE

' 45 mo 64 kg TpH

n -
65 no 84 kg YeTHpH

|- — i

>85 kg ecT

Capxonmuuna xpacma npu xopa
[penopbuntenyHara noza XKOBEMEK 3a neveHue Ha kpacrta € eqaMHHYHA riepopaliHa A03a, KOSATO
ocurypasa npubauzutenno 200 pg/kg renecHo Terio UBEPMEKTHH.

OO6HKHOBEHA KpacTa:
H3nekyBaHeTo Ce CUMTA 3a OKOHHMATENHO eBa cnel 4-ceMUYHO JieueHue. [lepeucTUpateTo Ha
ChpOeX WM ClIeIM OT pa3yecBaHe Mo KOXXaTa He OlpaBaBa MOBTOPHO JICYEHHE NPEAH TO3H NEPHO.

HPHIIHFHHETD Ha BTOpAa 034 B paMKHTEC Ha 2 CeAMHLH cnel [TEpBOHAYA/THATA 034 TpﬂﬁBa Aa CE UMa
NnpeiBHA CaMo.

a) MPH MOABA HA HOBH CNELHPHYHH JIE3UM;
6) KOraTo NapazMTONIOrHYHOTO H3C/ieABaHe KbM Ta3u AaTa € MOJI0KHTETHO.

Kpacra ¢ 0OWIHH KPYCTH H KOPTHKa/THAa KpacTa.
[Tpu Te3n cunHo nHpekTHpaHH GopMH MOXKE Ja € Heobxoauma BTopa 403a B paMKUTE Ha 8 10 15 AHK
OT MPUJIATAHETO HA UBEPMEKTHH UW/WIH CHITBTCTBALLA JIOKAHA TEPANMS, 33 Ja C€ IOCTHIHE

H3JICKYBAHC.

3abenexka 3a MaLMEHTH, JTEKYBAHH OT KpacTa

KoHTakTHHTE JHLA, 0CO00EHO WIEHOBETE Ha CEMEUCTBOTO H NapTHhOPHTE, TpaOBa na 6baat
MOJJIOEHH HA MEAHLIMHCKH NpPETJiel Bb3MOXKHO Hal-CKOpO H aKO € HeoOXoaAHMo, TpAOBa Aa UM ce
NMPUJI0XKH He3abaBHO JieveHHE MPOTHB KPacTa. 3a NpeaoTBpaTABaHE HA NOBTOPHO HH(PECKTUpPaHE
TpAOBa Ja ObJaT B3eTH XHFHEHHU MEPKH (HaNp. NOAXbP)KaHE HA HOKTHTE KbCO W3PA3aHH H YMCTH) U
CTPHKTHO Aa ce cna3eaT OQHUHAIHUTE NPENOPHKHU 3a NOYUCTBAHE HA OONEKIOTO U CNATHOTO 6€150.

Cneyuainu nonyvaauuu

Ieouampuuna nonyrayus
be3zonacHOCTTa ¥ €PUKACHOCTTA HA HBEPMEKTHH NPHU NEeJHATPUUHH MALMEHTH C TeJIECHO Terj1o Moj

15 kg He ca ycTtaHOBeHH. JIMncBar naHHu.

Hayuenmu é cmapuecka ev3pacm
KNHHHYHKTE H3INKTBAHHA ¢ KBEPMEKTHH HE BKJIIOUBAT JOCTATHUEH OpOoii NnalueHTH mﬁﬁw ng

65 roguHH H NOBeYE, 3a Aa C€ ONpeIeIH JANH TE CE MOBAUABAT OT JCYEHHETO NO P AT HaBlHH S

MEXKIY NALHCHTHTC B CTAPUCCKA Bb3PACT U NO-MAAJHUTC MMALHCHTH. Ilo IMPpHHLMKII,
NManHEeHTH B CTAPUCCKA Bb3pacT TpHﬁBa Aa CTaBa € NMMOBHUICHO BHHMAHHUC, KaTO CC



rojiiMaTa 4eCcTOTa Ha HaMajleHa YyepHoapoOHa, 6b6peyuHa uiH cepacyHa QYHKUMSA, KAKTO U HATHYHETO
Ha CbITBTCTBAILM 3a00MABaHUA WM ApYra JieKapCcTBEHA TepaltHA.

bvbpeuno yapeoicoane
He ce Hanara kopeKLHa Ha 103aTa NPH MALKUEHTH ¢ JIEKO 10 yMepeHo 010peuHo yBpexaane.

Yeprnoopobro yspesxcoane
He ce Hanara kopekuMs Ha A03aTa NMPH NALKHEHTH C JIEKO A0 YMEPEHO HepHOAPOOHO yBpeKAaHe.

HauuH Ha npunoxeHue

[lepopanHo npunoxeHHe

TaGneTkute ce npueMar Ha Npa3eH CTOMAX, C AOCTATLYHO KOMHYECTBO BOJA.

Ho3aTta MOXe Jia ce rpyueMa Mo BCAKO BPEME Ha JCHS, HABEIHBK, HO He TpabBa na ce npuema xpaHa B
paMKHMTE Ha JBa 4aca NPeAM HITH clie] MPUIOKEHHETO, Thil KaTO BAMSHHETO Ha XpaHara BbpXy
abcopOuuaTa Ha UBEPMEKTUH HE € U3BECTHO.

4.3 IIporABonokazaHms

CBpbX4YYBCTBUTEIHOCT KbM AKTUBHOTO BELECTBO WM KbM HAKOE OT IMOMOLUHHMTE BEILIECTRA,
u3bpoeHu B TOUKa 6.1.

4.4 CpoenHaIHH OpeAYRpPeXICHHA H NPeAAA3ZHH MepPKH NPH yonoTpeda

EduxacHOCTTa M cXeMaTa Ha JO3MPaHe HA UBEPMEKTHH PH HMYHOKOMIIPOMETHPAHH MalHEHTH
(smountento HIV-uHgexkTHpanu), 1eKyBaHH 3a YpeBHA CTPOHIAIOMI03a, HE Ca YCTAHOBEHH B
MOAXOAILH U No0pe KOHTPOJHPAHH KIIMHUYHH poyusaHus. MMa cbo0lieHH ciyyad Ha
MepcUCTHPaHe Ha UHPEKLMATA Ciie]l €IMHUYHA J03a UBEPMEKTHUH, OCOOEHO MpHU MaLUEeHTH C

HMYHOCYTNIPECHUS.

HBepMekTHH He e MoAXOoAAll 3a MPOoPUIAKTHKA HA HHBEKLHS ¢ pUnapus Wi ctpoHrwionaosa. Hama
HaTHYHM JAHHH, J0Ka3BallH e(UKACHOCTTAa HA MBEPMEKTHH 3a YOHMBAKE WIH 3a NPEAOTBPATABAHE HA
CBH3PABAHETO HA HHPEKLHMOIHUTE JIapBH MPU XOpa.

[Tpu neueHKe Ha OHXOLEPKO3a TPAOBA Aa c€ HMa NPEABH], UE HBEPMEKTHH HE YOUBa Rb3PACTHUTE
dopmu Ha Onchocerca volvulus v nopaau ToBa OOHKHOBEHO €€ H3HCKBA MHOIOKPAaTHO MPOCAEAABaHE
M MOBTOPHO NECUECHHUE.

He e noka3aHo, ye HBEpMEKTHH HMa OlaronpusaTed eeKT npy CHHAPOM Ha Tponu4yecka denoapodHa
e03UHOG UK, TUMPaaeHHT WnH THMdaHrur, HabaoaaBaHH NMpd HHPEKUUA C PUIapUH.

Cnea NpunoXXeHHE Ha HBEPMEKTHH, HHTEH3IMTETBT U TEKECTTA HA HEXENAHUTE PEAKLHK BEPOATHO ca
CBBP3aHH ¢ MUKPO(WIAPHANTHATA ILTBTHOCT, 0CO0eHO B KpbBTa. [1pu nauyMeHTH, KOHHPEKTHPAHH €
napasura Loa loa, MukpoduiapuanHata IIIbTHOCT, OCOOEHO B KPBBTA, HANR-YECTO € BHCOKA, KOETO
H3J1ara NeKyBaHHTE MAalHEeHTH Ha MNOBHLUIEH PUCK OT NMOABA HA CEPUO3HU HEXKENaHH peaKkLUu.

Psagko ce choOiaea 3a HexxenaHM peakiiuu ot crpana Ha LIHC (enuedanonatus) npu nayMeHTH,
NEKYBaHH C UBEPMEKTHH H KOHMH(eXTHpaHH ¢ roysm Opoit Mukpodunapuu Ha Loa loa (Bxk. Touka 4.8).
CneagoBarefiHo, B €eHAEMHUYHH paioHH Ha Loa loa Tpabea 1a ce npeanprHeMaT CreudaiHy MEpKH
Mpeau JeHEHHE C HBEPMEKTHH.

OO BHCOKA MHKpOdWIapeMHs npu UHPEeKTHPaHUTE MaUMEHTH.
CucreMHaTa ekcno3uuysa Ha DEC npu Tak¥Ba nauHeHTH MOKe a JoBeAe A¢
HEXXEJIAaHH PEAKLIMH, CBBP3aHH ¢ OBbP30TO ¥ ePEeKTHBHO MUKPOQIIAPULIMAHO
NEeKapCTBO.



HMma cbolblueHHns 32 KOXXHH W/ HWAK CUCTEMHH peaKkLMH © pasnydyHa TeXeCT (T. Hap. peakLus Ha
Mazzottl) 1 OMHHU peakLUM cnell NPWIOKEHHE Ha JieKapcTa ¢ 6bp30 MUKpOPUIAPHLIMAHO NEHCTBUE,
kato DEC npu nauueHTy ¢ oHxouepkosa (Bx. Touxa 4.8). Te3u peakiMu BepoATHO C€ AbJDKAT Ha
BB3NAJIMTENIHUA OTFOBOP CAPAMO MPOAYKTUTE OT pa3rpaxJaHeTo, KOUTO ¢& 0cBOOOXKAaBar cien
3arMBaHETO HA MHUKPOGHIIAPHHTE.

[laleHTHTE, TeKyBaHH C HBEPMEKTHH 3a OHXOLEPKO3a, MOTaT [a MoJiyyaT Te3U peakillu B

AOIMTBITHEHUEC KbM HEXKCIIAHHUTC PCAKLIUH, BEPOATHO HITH CUI'YPHO CBEP3aHH CbC CaMOTO JICKAPCTBO.

[TauneHTHTE, NEKYBaHH ¢ HBEPMEKTHH 33 OHXOLEPKO3a, MOraT ChLIO 1A MOJYUaT TE3H peaxKLmiy,
KOraTo C€ JICKyBaT 3a MbpBH MbT. Cried NEUECHHE C ICKAPCTBO C MUKPOQWIAPHLUKIAHO ACHCTBHE, TIPH
MAUMEHTH C XMIIEPpeaKTHREH OHXOICPMATHT WiH ,,Sowda® (HabmoaaBaH ocobeso B MemeH) uma no-
ronaAMa BEPOATHOCT Ja ce HabMI0JaBaT TEXKH KOXKHH HexKeflaHH peaKLUH (OTOK M BJIOLIABAHE HA

OHXOJEpPMAaTHTA).
4.5 B3aEMoaeHCTBHE ¢ APYTH JeKAPCTBEHH NPOAYKTH R APYrd popMA Ha B3aHMOJeHCTBHE
He ca nposexxXnaHu npoyyBaHus 3a B3aUMOIEHCTBUATA.

Hma nocTMapkeTHHroBu CbhOOLLIEHHA 3a peakH ciaydau Ha nosuieHo INR (mexxayHapoaHo
HOPMANH3HPaHO CHOTHOLHEHME) MPHU CHITHTCTBALNO NPUJIOKEHHE HA UBEPMEKTHH C BapdapuH.

4.6 DepruauTeT, OpeMEHHOCT B KbpMEHE

bpeMeHHOCT
[To Bpeme Ha MacoBO NevYeHUE Ha OHXOLIEPKO3a JaHHHUTE 3a orpaHuueH O6poi (npubausurento 300)

OpeMeHHHU KEHH HE NOKA3BAT HeXeNiaHK e(eKTH KaTo BPOACHH aHOMAJTHH, CIOHTaHHH aGopTH,
MBPTBOPDKAGHHA H CMBPTHOCT Ha KbPMA4e€TO, KOUTO MOTaT Aa ObJaT CBbpP3aHH C JIEUEHHETO C
HBEPMEKTHH Mpe3 MbpBUS TPUMECTbP HA OpeMeHHOCTTa. 3acera HAMa APYrH eNHIEeMHOJIONHYHK

JAHHHU.
[IpoyuBaHuATa NpH >KMBOTHH MOKA3BAT PENPOAYKTUBHA TOKCUYHOCT (BX. TOUYKA 5.3), HO

MPOrHOCTHYHATA CTOMHOCT Ha Te3W HabmoneHus He € YCTaHOBEHA.

Hsima gocTtaTb4yHu ¥ foOpe KOHTPONUpPAHHU NPOYYBAHKUA NPH OpPEMEHHM XKEHH.

HBepMeKTHH He ce npenopbYBa 110 BpeMe Ha OpEMEHHOCT, Thit kKaTo De3onacHocTTa npH OpeMeHHH
AKEHH HE € YCTaHOBEHA.

KbpmeHe
[To-manko ot 2% oT npHioKeHaTa 103a HBEPMEKTHH ce eKCKpeTHpa B kbpMmata. He e yctaHoBeHa

besonacHarta ynorpeda npy HOBOpoAeHH/KbpMaueTa. iBepMeKTHH MOKe Ja ce npuiara npH KbpMeLlH
KEHH CAMO aKO QYaKBaHATA MO/3a HAAXBBP/A MOTEHIHATTHUS PUCK 33 KbpMaueTo.

DepTUIHTET
NBepMexTHH He NMOKa3Ba HexeNlaHu €peKTH BepXyY depTHANTETA NPH IIBXOBE B 1034 A0 3 ITHTH

MaKCHMAaJIHaTa npernopbuuTeiHa Ao3a npu xopa 200 pg/kg (Ha 6a3za mg/m?/ aHeBHO).
4.7 Ed¢exTn Bupxy cnocobHocTTa 3a miopupaHe u padora ¢ MALIHHH
EdexTsT Ha XiroBeMex BupXy crnocoOHOCTTa 3a wodHpaHe W paboTa ¢ MalIMHK He € npoyueH. [1pu

HAKOHW NANHCHTH HE MOXKE [1a C€ U3IKNTKOYH BEPOATHOCTTA OT HEKC/NAHHU PCAKLIHH, KATO 3aMagHOCT,
CBHIITHBOCT, CBCTOBBPTCAK H TPEMOP, KOUTO MOTaT [a OKaXkaT BJIHMAHHC BbpPXY CITOCODHEC Wano

mwodnpane M pabota ¢ MalLWHH (BXK. Touka 4.8).




4.8 Hexkenann JeKapCTBEHH PeaKIHH

O6061eHue Ha npoduna Ha He30nacHOCT

Haii-1yecTo cb0o01aBaHUTE HEXKENAHU PEAKUUH Ha HBEPMEKTHH B KIIMHUYHH U3NHTBAHUA MPH JIEYEHHE
Ha CTPOHTHJIOHIO3a Ca 3aMagHOCT, MPYPHTYC, AWapus, rajieHe, NoBpbILaHe, 3aneK, KopeMHa 0oKa,
acTeHHUA/yMopa, aHOPEKCHA, COMHOJIEHTHOCT, CBETOBLPTEXK, TPEMOp, 0OpHB, YTpHKapH4,
NeBKOMNEHHA/aHeMHS, NoBHIIeHH TpaHcamMuHa3u (AJIAT) v ankanHa dgocgarasa.

B KIHHHYHHTE U3NHUTBAHHSA [MpHU JCYCHHEC HA OHXOLICPKO34a, HaH-YECTHUTE CBDBbpP3aHH C JICKAPCTBOTO
HEXKCJIAHH PCAKIIHA Ca. OTOK Ha JIMLUETO, HEPH(bEpGH OTOK, OPTOCTaTH4YHAa XUINNIOTOHHA, TAXHKapPAHA.

CBbp3aHH C IEKAPCTBOTO MaBodonue U MHaITHA ca HaG/IloJaBaHH MpH Mo-Mayko ot 1% or

[MALUHCHTHTC.

[Ipu neueHune Ha OHXOLIEPKO3a ca ChOOLIABAaHK YECTO H BIOIIABAHE Ha peakuuuTe THN Mazzotti
(apTpanrusa/cCMHOBHT, THMpazeHONaTHs, MPYPUTYC, OTOK Ha KOXaTa, ypTHKapuaneH oOpHB
NOBHULICHA TEMIIEPaTypa), KAKTO U OYHH PEeaKiIHH.

HPH MaLHEeHTY ChC CKAaDHUEC B HAUANTOTO Ha JICUEHHETO MOXKE 1a CE Haﬁmo,naaa MMpExXoaHa

ek3auepbalLusa Ha NpypHUTYyca.

TabauueH COUCHK HA HEXKENAHUTE peaKUuu

HesxenaHuTe JiekapcTBEHH peakliMy ¢a KnacupHUHPaHU MO CHCTEMO-OPraHeH KNac H 4eCToTa, KaTo €
M3MOJI3BaHA clleJHAaTa KOHBeHLKA: MHOTO dYecTd (= 1/10); yectn (= 1/100 ao < 1/10); HeyecTH
(= 1/1 000 po < 1/100); peaxn (= 1/10 000 go < 1/1 000); MHOro peaxu (< 1/10 000); ¢ HeuspectHa

yecToTa (OT HAIMYHUTE JaHHH He MOXKe 0a ObAe HanpaBeHa oileHKa) (Bx. Tabnuua 1).

Tabnuna 3: Hexenanu JiekapcTBeHH peaKnHH

CHCTeMO-Opranen KIac YecToTa Hexenann peakunn
HapylueHus Ha KpbBTa H Yectu ITouilleHH TpaHCAMHUHA3H
numHaTa cHcTEMA Jlesxkoneuus®
JlumbaneHonaTus”
C HenssecTHA yecToTa | AHeMus®

CTOMAIIIHO-4YpEBHH HApYLICHHA

YecTH

A6nomunanHa 6onka®®, Gonka B
FOPHATA YacT Ha Kopema, aHapus®”,
ranene®® ", nospoinane’’, 60Ka B
enuracTpuyma’

C Hen3BeCcTHa 4ecToTa

3anek®, opodapunreanna 6onka

Hapyluenuns Ha MeTabonnu3Ma H

YecTH

AHopekcus®°

XpaHEHETO C HeusBecTHa YyecToTa | OTOK
HapylwieHus Ha HEpBHATA YectH 3aMasHOCT®, CBETOBBPTEX "
cHcTEMA TpeMop®

Penku Exnueganonaras®

C Heu3BeCTHA YecToTa

HapyweHus B noxoakara, koma?,
rnapobonue® "

[TcuxHuHM HApYLUEHUA

YecTH

CoMHOJIEHTHOCT®

C HeH3BeCTHA Y€CTOTA

[TpomeHu B ncux
oOBbpKBaHe?,

HapylueHus Ha Ko)<aTa M
NOJAKOXHATA ThKaH

YecTH

[Ipypuryc’, obp

HapyuieHus Ha MyCKYJHO-
CKEJICTHATa CHCTEMA M

C HeH3BECTHA YecToTa

bonka B rop6a?, 603- 3 Bpa

MHaSICHA®™ ", apTpanre e A




CHcTEMO-Opranen Kiac YecToTa Hexenann peaknus

ChEIUHUTEIHATA ThKAH

HapyuieHns Ha UMyHHaTa MHoro peaku TokcuuHa enuaepManHa HEKPOJIH3a,

cucTema CunHpapoM Ha Stevens-Johnson

PecnupaTopHH, rpbAHU H C HeuszBecTHa yecrota | Kamnuua®, pecrnupatopeH

MEIUACTHHAIHYH HapyLUECHHUS auckoMpopt®, exzauepbaums Ha
acTMa', 3a4epBEHO I'bPJI0°, JHCIHES"

Xenarobunuapuu HapylteHHus C HeuszBecTHA Yectota | YUepHOoapoOHO HApyLUEHHE, OCTHD
XEMATHT

Hapyluenus #a penpoaykrusHata | C Heu3BecTHa uectota | bonka B recTucHTe®
CHCTEMA

HapyuieHus Ha oymnTe C HeusBecTHa yecToTa | OYHa XHnepeMus?,
CYOKOHIOHKTHBANICH KPBBOH3IHUB?,
KOHIOHKTHBUT', HPUAOLIUKIIHUT,
NUMOKT', KepaTuT', XOpHOUIHUT',
NpPEAEH YBEUT , OTOK Ha KJienayure',
HeoOU4YalHHO ycelllaHE B OKOTO"

CbpeyHH HapyLIeHHs C HewnsBecTHa yectoTa | Taxukapaua'

CbI0BH HapYLIEHHA C HeusBecTHa yectora | OpTrOocTaTHYHA XHMOTOHKUA™ "

Hapyuiedus Ha 6u6peuuTe ¢ C HEeH3BeCTHA 4eCcTOTa | XEMATYPHA, HHKOHTHHEHLUHS Ha

NUKOYHHUTE ITbTHLIA ypuHa®

O61uM HapylUIeHHA U e(eKTH Ha C Hen3secTHA yecToTa | AcTeHua® ™', neraprus?, nMpekcHs®™,

MACTOTO Ha MPUIIOKEHUE XHIIEPXHIpo3a, Audy3Ha 6onka®,
cnaboct®, pTpHcaHe”

HacneaBaHus C HenzsecTHa yecToTa | XHnepeo3suHopuans®, MOBHILEHH
TpaHcaMuHa3u (AJIAT w/unu

ACAT)®, ankanda pocdaraza®,
xunepOunupyOHHEMHS, TEBKOMECHHA,
aAHEMH, XEMATYpHS

2 [laumnenTn, vudekTHpauu ¢ Loa loa

S [TaLeHTH C YpeBHA CTPOHIHIIOH 103

® [TauueHTH ¢ ¢punapuasa, npuurHeHa ot Wuchereria Bancrofti
" [TauuedTH, UHQPeKkTUpaHU ¢ Onchocerca volvulu

QnucadHe Ha U3OpaAHU HeXKEaHH PeaKLHU

Enyecpanonamus

Mma MHOro peaku choOIIEHHA 32 TEXKKH CTy4dan HAa eHuedanonaTus, ¢ NOTEHUMATHO JAETaJIeH U3X0
cled NPUWIOKEHUE Ha UBEPMEKTHH, NPEAUMHO NPY NALMEHTY ¢ Texka uHpexums ¢ Loa loa.
HexenaHuTe peakUMM MOXE Ja BKTIOYBAT 3aTPYAHCHUA B NOXOAKATA, NPOMEHH B ICUXHYHOTO
CBCTOAHUE, OOBPKBaHE, NETAPrys, CTYNOP HIIH KOMa (BXK. TOUka 4.4).

Peaxyuu na cepvxuyscmeumennocm (peaxyua mun Mazzotti)
Cnen NpyIoKeHHe HA HBEPMEKTHH NPH NMauHeHTH, HHpexTHpauu ¢ Onchocerca volvulus
(OHXOLIEPKO3a), ce HabMmoJaBaT peaKuyM Ha CBPbXYYBCTBUTEIHOCT MOPAAH 3aruBaHe Ha
MHUKpO(WIapUHUTE, OTHACALLH Ce A0 T.Hap. peakuusa THI Mazzotti (Bxk. Touka 4.4). [Ipossure Ha TO3HU
TUN peaKkliUg MOXe aa BKNKOYBAT: [IPYPUTYC, YpTUKapUalleH 0OpHB, KOHIOHKTHBUT, ap

NTUMQPAICHUT, aIeHONATHA, rajicHe, MOBPbLIAHE, AHAPHA, OPTOCTATHYHA XUIOTS /A
TaxMKapaus, rnapobonue. Paako Te3n cUMNTOMH ca OWiIH TeXXkH. TakyBa pea a/ ¥
CBBP3aHH C JICYCHUETO HA OHXOLIEPKO3a WIH ChC caMOTO 3abonsaBaHe, He ce O
MAUMUEHTH C UpEeBHA CTPOHIWIIOMA034, JTIEKYBAHH C HBEPMEKTHH.




Hapywenusa na ouume

HapyweHus Ha oynTe, KaTo HeoOUUaHO ycell[aHe B OKOTO, XHNEpeMys Ha KOHIOHKTUBATR, OTOK Ha
KIIEMavHTe, KOHIOHKTHBAIEH KPbBOW3/IUB, KOHIOHKTHBHT, TIPECH YBEUT, IUMOUT, KepaTuT U
XOPHOPETHHHT €a CHOOILaBAHH NPEAUMHO NPH MAUMEHTH ¢ OHXOLIEPKO3a. Te31 NpogBU, KOUTO MOXE
Aa ce ABJDKAT Ha caMoTo 3abonaBaHe, ca HabmoaaBaHH MHOTO PAAKO Cle] ieYeHHE C JIEKAPCTRa C
Obp30 MUKpODHARPHLMIHO ackcTBHE (BXK. To4KA 4.4). OQuHHTE peakLUH PAIKO Ca TEKKH H
OOMKHOBEHO OT3By4aBaT 0e3 JieueHHe ¢ KopTHKocTeponan. He ce ouakea O4YHH peakuuH Ja ce
HaOJTI0AaBaT Mpy NALMEHTH C UPEBHA CTPOHIUAOKA034, JIEKYBAHH C HBEPMEKTHH.

Ilocmmapkemunzoga ynompeba

CneaHUTe HEXeJTaHW peakilMy ca HabmoaaBaHHy MpU OCTMApKETUHIoBaTa yrnorpeda Ha MUBEpMEKTUH:
KOHIOHKTHBANEH KPBLBOHM3/IHE (NTPH OHXOUEPKO3a), OPTOCTATHYHA XHIIOTOHHA, TOKCHYHA eNUAepMaTHa
HEeKpONH3a, CHHAPOM Ha Stevens-Johnson, xenaTurt, NOBULIABAHE HA YEPHOAPOOHUTE €HIUMH,

XHNepOHIUpyOHHEMHS.

Crobulapade Ha NOAO3UPAHH HEXKENAHHU PEAKLIHH

Cr0011aBaHeTO Ha NMOJO3HPAHH HEXEMAHW peakLMH clie/l pa3peluaBaHe 3a ynortpeda Ha ieKapCcTBeHuUA
NMPOOYKT € BaxkHO. ToBa mo3BonsABa Aa NPOAB/IKHA HAONOASHHETO Ha CHOTHOLUEHHETO MOJI3a/PUCK 34
JIEKapCTBEHHA NMPOAYKT. OT MEAHLIHHCKHTE CNELMAITUCTH C€ H3UCKBa Aa ChoOImaBar BcAka
[IOAO3HUPaHa HEXKETaHa peakuMs ypes:

H3nbaHWTENHA areH U 110 JieKapcTBaTa
yn. Jamsau I'pyes Ne8
1303 Codus

Ten.: +3592 890 34 17
YeGcaliT: www.bda.bg

4.9 Ipeno3npane

HMma cbo01ueHHs 3a ciyyaiHo Npeio3UpaHe ¢ UBEPMEKTHH, KOETO HE € IOBESO A0 JSTAJIeH U3XOA.
[Ipu cayvaiiHo npeao3dpase ¢ HEU3BECTHH 03K MPOAYKTH, NPEeAHA3HA4YEHH 32 BETEPHHAPHA
ynotpeba (nepopanua ynorpeda, HHKEKLHOHHO NMPUWIOKEHHE WIH BEPXY KOXATa), ONTHCAHHTE
CHUMITTOMH ¢a: OOpHB, KOHTAKTEH ACPMATHT, OTOK, MIaBOOONHE, CBETOBBPTEXK, ACTEHHI, rajieHe,
MOBpBLIAHE, HapUa ¥ KopemHa bonka. HabmoaasaHy ca M Ipyry peakUHH, BKITIOUHTEIHO: MbpHOBE,
aTaKCHs, AHCTIHEA, MAPECTE3HH H YPTHKapHS.

JleueHue B cnyyal Ha CIydyadHO Npea0O3UpAHE:
- CUMIITOMATHYHO JIeYeHUE H HabmoaeHHe B OOJIHMLA, 3aMECTUTE/THA Teparius ¢ TEMHOCTH M
AHTUXHUNEPTEH3UBHO JEYEHHUE (aKO € HeOOXOonAHUMO).

- Bobrpekn ye HAMa HATHYHH KOHKPETHH MpOYYBaHUA, MPENOPBYHTEIHO € Aa ce U3dArea
komOuHaums Ha GABA-aHTaroHUCTH NPH JIEYECHHE Ha CTY4aiHHO Npe0o3HpaHe C HBEPMEKTHH.

5. ®APMAKOJIOI'MYHH CBOUCTBA

5.1 <apMakoIHHAMHYHH CBOHicTBA

MapmakoTepaneBTHYHA rpyna: AHTUNAPA3UTHHA CPEACTBA, AHTHXCIIMHHTHH CPECTBA, aBePMEKTHHH;
ATC koa: PO2CFOL.

MexaHu3zpm Ha aeicTrHe/Mukpobuonorus

HBepMEKTUH € MaKPOLMKITUYEH JIAKTOH, ICPHBAT Ha aBEPMEKTHHHTE — KJ1ac gf
CpeAcTBa ¢ HIMPOK CNCKbP HA ACHCTBUE, U3QIUPAHH OT PepMeHTalATa Ha 0)
avermitilis. CbeAMHEHHUATA OT TO3H KJIaC C€ CBBP3BAT CEJIEKTHBHO H C roJiaM 3wk
3aBHCHMHTE XJIOPHHM KaHAAH, CTUMYJTHPAT OCBOOOKAAaBaHETO HA HERPOTPAHCMUTEL
raMaaMHHOMacneHa kucenuHa (GABA) Ha npecMHANTHYHHUTE HEPBHU OI{OH'-IaH
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YBEJTMYABAHE HA MPOITYCKIMBOCTTA HA KeThb4HaTa MeMOpaHa Ha MapasuTHTE 3a XJI0pHUTe HOHH. C
NPOHUKBAHETO Ha XJIOPHUTE HOHM B MOpHUTE HA MeMOpaHaTa ce 0DsICHABA XHMEPRONAPH3ALIHATA Ha
HEPBHHUTE WIH MYCKYJIHH KNETKH, KOETO BOAY A0 Napaivza U CMBPT Ha Napa3uTa.

CenekTMBHATA aKTUBHOCT HAa TO3M KJ1ac CheMHEHMA CE ABJDKM Ha (axTa, ye Ho3aiHHLUTe HAMAT
[TyTAMAT-3aBUCUMH XJIOPHH KaHaJTH, ABEpPMEKTUHHTE UMAT HUCHK apHHUTET KbM JPYTH JIMTAHA-
3aBHCHMM XJIOPHH KaHaau npH 6o3ailHiud. OCBEH TOBA, UBEPMEKTHH HE NPEeMHHaBa JIECHO Mpe3
KpbBHOMO3BUHATA Oapuepa B LITHC Ha 603aliHULMTE M Cl1€A0BATENHO HE B3aUMOAEHCTBA NPH TAX C
GABA-3aBUCHMATA HEPBHA TPAHCMHUCHUS.

HBepMEKTHH € aKTHBEH Cpellly pa3IiyHH €TaNy OT KM3HEHHA LIUKDBA HA MHOTO, HO HEe Ha BCHYKH
HeMatoau. Tofl e akTiBeH cpellly TbKaHHUTe MUKpodunapuu Ha Onchocerca volvulus, HO He W
cpelly Bb3pacTHaTa popMa. AKTHBHOCTTa My cpellty Strongyloides stercoralis e orpaHnveHa caMmo

A0 CTOMALIHO-HYpPpCBHHUTE CTaANHH.

KnuHuuyHa €DHKACHOCT

Cmponzunouoosa

KnMHWYHUTE H3NUTBAHHUA C HBEPMEKTHUH JOKA3BaT, Y€ JICYEHHE ¢ eAMHHYHA no3a 200 muxporpama Ha
kg TenecHo Terno e epeKTUBHO U ¢ 100pa MOHOCHMOCT NP NALKMEHTH ¢ HOPMAIEH UMYHHUTET, NpH
KOUTO MH(ekuHUaATa ¢ Strongyloides stercoralis e orpaHnyeHa a0 CTOMAIHO-YPEBHHUA TPAKT.

B enHo npoyuBaHe, NpoBeeHO BbB PpaHLMa, HEEHASMHUYHA 001aCT, KbAETO HAMA BE3MOMKHOCT 32
peuH(eKLUA, MPH HAKONKO NMalUHEHTH € HabNrogapaHa NOBTOPHA MOABA Ha JIapBH Ha Strongyloides B
n3npaxHeHusTa 106 aHU cnen Tepanusa ¢ MBEpMEKTHH. ToOBa 03Ha4aBa, ue TpaOBa 1a ce H3BbPLLAT
HaH-MaJIKO TPU H3C/IeABaHKA Ha U3IMPaXKHEHUATA NPE3 TPUTE MECELIA CliE] JICUEHHUETO, 34 Ja ce
OCHI'YpH epagdKauHua. Ako ce HabnxaaBa NOBTOPHA NOABA HA JIapBH € MOKA3aHO MOBTOPHO IEYEHHE C
HBEPMEKTHH.

Onxoyepxosa
KnunvunaTa edMKacHOCT HA UBEPMEKTHH 3a JICYUEHHE HA OHXOLIEPKOo3a ce Da3zupa Ha pe3yNTaTUTE OT

PaHOOMH3MPaHH, M1aUeO0 KOHTPOJHPAHH H CPABHUTENHH KITMHHYHU H3MUTBAHUA, BIUTFOUBALIY

1427 naupieHTH B €HIEMHYHHK 32 OHXOLEpK03a 0bnacTv Ha 3anaaHa Adpuka. CpaBHUTEIHUTE
MpOy4YBaHUA ca MpoBeaeHH ¢ AHueTHNKapOamasuH uurpart (DEC).

B enHo JRO#HHOCAANO, MNaLEO0 KOHTPOAUPAHO NPOYYBAHE NMPH BL3PACTHHA MALMEHTH C YMEPEHA 10
TEXKKAa OHXOLIEPKO3a, NallHeHTUTe, NpHeMaiu equHuuHa n1o3a 150 pg'kg usepmexTud ca umanu 83,2%
n 99,5% Hamanssade Ha 6pos Ha MUKpOQUTAPUHTE B KOXKATa (FrEOMETPHYHA cpeAHa CTOHHOCT),
CbOTBETHO 3 JHH U 3 Meceua ciaea aosara. Habnonasa ce HauuTeIHO HaMagaBaHe ¢ >90%, kKoeTo ce
3amasBa 40 12 Meceua cnen eaMHH4HA 103a. KakTo npu apyru nekapcerea ¢ MUKpOQWIaApULMAHO
OelcTBHe, ce HabmroaaBa NOBUIIABaHE Ha ODpos HA MMKpOQUIapUKTE B NPEAHATA OYHA KaMepa Ha 3-HA
AeH clel NeYeHHETo NpH HaKou nauneHTtd. Ha 3-ua u 6-usa Mecew cnea nozara, ripH 3HAYHTENHO [10-
FOJIAM TIPOUEHT NMalHeHTH, IEKYBAHHU C HBEPMEKTHH ce Habaronasa HaMansaBane Ha Opos Ha
MHUKpOQWIapHHTE B IPEAHATA O4HA KAMEPa, B CpaBHEHHE ¢ muauedo.

Cxabuec (kpacma)

JIBe npoyyBaHHA OKA3BAT, 4€ €AMHHYHA 1033 HBEPMEKTHH € CBILIO TONKOBA €ECKTHBHA KaTO ABE
no3u. Toea ca npoyusaHeTo RISE, Lake at al., 2020 1 k1scTepHO paHAOMH3HPAHO KIIMHUYHO
wanuteaHe, Hardy et al., 2020, kbaeTo 164 ydyacTHULIM ¢ KpacTa He ca MOJIy4YaBall! JI€YEHUE C
MepMETPHH A0 JeH 8 cnea npyKovBaHe HA nepHoa 3a HabmoaeHue Ha be3onacHocTTa.

5.2 @apMaKOKHHETHYHH CBORCTBA

Abcopbitns U SHOHATHYHOCT
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Cnel nepopaiHO NPWIOKEHHWE Ha HBEPMEKTHH, TUTA3MEHUTE KOHUEHTPALUH Ca
NMPONOPLUHOHANHH Ha A03ata. B nee npoy4uBaHus cnea ¢AMHUYHA Jo3a 12 mg HBN’TQ {H TIpu 3a0aE
e\

J0OpoBONLM HA rIaaHo (NpeacTaBnsBalla cpeaHa go3a 165 ng/kg), cpeaHnTe Maks .




KOHLIEHTpaliuK Ha OCHOBHHA kKoMnoHeHT {H:B1,) ca croTBeTHO 46,6 (+ 21,9) (ananason: 16,4-101,1) n
30,6 (= 15,6) (anana3on: 13,9-68,4) ng / ml , npubnuzurenHo 4 yaca ciel npuwiaraHe Ha 403ara.

[MpoeeneHo e hapMaKOKHHETHYHO MPOYYBaHe C MHOIOKPATHO MPHJIOKEHKE NPy 30paBH A0OPOBOILIH,
KOHMTO ca noiy4asanu nepopaniu n1o3u 30 no 120 mg (333 no 2000 pg/kg) uBepMeKTHH Ha riaaHo
uin 30 mg (333 mo 600 pg/kg) UBEpMEKTHH clied CTAHAAPTHO XPAHEHE ¢ BUCOKO ChABPKAHHE HA
mMasHHUHH (48,6 r maszHudH). [Ipunoxenrero Ha 30 mg HBEPMEKTHH CNEN XpaHa C BHCOKO ChAbPKAHUE
Ha Ma3HHUHH BOAW A0 NPUOIUIUTENHO 2,5-KPATHO YBEIHYEHHUE HA OUOHATTMUHOCTTA CIIPAMO

NMPUIOKEHHETO Ha 30 mg MBEPMEKTHH Ha MMaaHO.

PasnpeneneHue

MBepMeKkTHH UMa OBbP30 pa3npee/ICHHE B OPraHu3Ma U NPOIBbIKHTETHO OTACIIHE, KOETO OCHIypaBa
MOCTOAHHO TIPOTHBONAPA3HTHO ACHCTBUE B NPOALILKEHHME Ha 10-14 nHu.

buoTpanchopmanus

HUdepMekTuH ce MeTabonu3upa B YepHUA Apol. [Ipoyusanus in vitro ¢ H3MNON3BaHe Ha YOBELUKH
yepHOoAPOOHU MHKpO30oMH U pexoMOHHaHTHH CY P450 eH3uMu NOKa3BaT, 4e€ HBEPMEKTHH ce
Metabonusupa rnaeHo ot CYP3A4. okasaHo ¢, ue CYP2D6 u CYP2E] crio yuactsar B
MeTab0oIM3Ma HA HBEPMEKTHH, HO B 3HAYMTENHO NO-MajKa creneH, otkonkoro CYP3A4. Pesynrature
OT in Vitro NpOy4YBaHUIATA C H3MNOJI3BAHE HA YOBCLIKH YEPHOAPOOHHU MUKPO3OMH MOKA3BAT, Y€
KITHHHYHO 3HAYUMHTE KOHLIEHTPALMH HA UBEPMEKTHH He HHXHOUpAT 3HaYMTENHO MeTaboNH3HpallarTa

akTHBHOCT HA CYP3 A4, CYP2D6, CYP2C9, CYPIA2, n CYP2EL.

EaumuHupane

HBepmekTHH W/nnu MeTaboOUTHTE MY CE€ EKCTPETHPAT MOYTH M3UANO BB (eKanuuTe 3a OKONO
12 nuM, kaTo no-Manko 0T 1% or npwioxeHaTa n03a ¢e eKCKpeTHpa B ypuHara. [LnasMeHusT
NOJY)XHBOT Ha HBEPMEKTHH [IPH Y0BEKa € NpHOausHUTenHo 18 yaca cnea nepopaiHO NPHICKEHHE.

5.3 IlpeakinHHYHRE JAHHH 33 0e30NaCHOCT

[IpoyuBaHUsTA 332 TOKCHYHOCT CJI€A €AHOKPATHO NpUIAraHe, NnposeaeHH MpH XKUBOTHH, MOKA3BaT
TOKCHYHOCT 3a LICHTpaJHaTa HEPBHA CUCTEMA, MPOoABABaLIA C€ C MUAPHA3a, TPEMOP U aTaKCHA BBB
BHCOKH A03U MPH HAKOAKO BHIA (MHLUIKH, ITUTEXOBE M Ky4€Ta), KaKTO W MOBPHIIAHE H MHApHA3a NpH
mMaiiMmyHH. Cliel MHOFOKpaTHO NMpH/araHe Ha MBEPMEKTHH B 1034, O/IM3KHU WM paBHH Ha TOKCHYHHTE
3a Maifkara A034, ca Ha0moaaraHH PEeTATHH AHOMANTHHM (LISMHATHHA Ha HEOLIeTO) NPH HAKOJIKO
KUBOTUHCKHU BHIA (MHULIKH, IUTbXOBE, 3aHLH). OT TE34 NpOYy4YBaHHUS € TPYAHO Aa ce HanpaBH OLIEHKA
Ha PHUCKa MU XOpa, CBbP3aH ¢ MPUWIMKEHUETO HA €IHOKPATHA HHUCKA A03a. CTraHaapTHUTE
NMpoy4BaHua, NposeaeHH in vitro (TecT Ha Ames, TK TecT B MUIIH THM(POMHH KIIETKH) HE [10KA3BAT
reHOTOKCHUYHOCT. He ca nposexxaaHd NpOy4BaHuA in vivo 3a FeHOTOKCHYHOCT WIIH KaHLIEPOT€HEH
MMOTEHLIHAa.

6. OAPMAIIEBTHYHHA JAHHH

6.1 CnHcHbK BHA TOMOIMHBHATE BEHIECTRBA

byTunxuapokcrnanuson (E 320)
JluMoHeHa KHCesIHHa
[IpexenaTuHM3MpPaHO HULLECTE
MukpokpHcTanHa ueyJsosa
MarHesueB cTeapar
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6.2 HecbBMECTAMOCTH

Henpunoxnmo.

6.3 Cpok Ha rogHocCT

1 ronMHa

6.4 CreuualdHH yci0BHS HA CbXPaHEHHE

He ce W3MCKBAT CNELKAIHH YCIIOBHA HAa ChbXPaHCHHUE.

6.5 Bua ¥ cLABPXAHHE HA ONAKOBKATA

Kytus ¢ | nnu 3 6ancrepa (10 unn 30 Tabnerku)

He BCHYKM BUAOBRE OMAaKOBKH MOraTt Aa 0baaT nycHaTH Ha nasapa.
6.6 CrenuajaHH NpeANA3ZHH MEPKH NPH H3XBbPJAHE
Heu3non3BaHHUAT JIEKAPCTBEH MPOAYKT WM OTNAAbYHHTE MAaTEPHAIIH OT HETO TpsOBa 1a ce U3XBBPJIAT

B CHOTBETCTBHE C MECTHHUTC M3UCKBAHHWA.

7. MMPUTEXATEJ HA PA3PEHIEHUETO 3A YIIOTPEBA

Xiosegapma EOOJ]

yi. Hukonaii Xafitos Ne3A
1113 Codusn

benrapHs

8. HOMEP(A) HA PASPEIIIEHHETO 3A YIIOTPEDBA

Per. Ne 20210005

9, JATA HAITBPBO PA3PEILHABAHE/MIOJHOBSABAHE HA PASPENIEHUETO 3A
YIIOTPEBA

Jlata Ha mbpBO paspeasane: 15 suyapu 2021 r.
JlaTa Ha nocneaHo NMOAHOBABAHE!

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

05/2026
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