IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BEPMOKC"®

(VERMOX"®)

Cknao:

ditoua peuosuHa: mebendazole;

1 tabmeTtka MictTuth 100 Mr MmeGeHIa307y;

00ONOMIdCHI peYOBUHU: LIeJTI0NI03a MiKPOKPUCTaIiYHa, HaTPilo KPOXMAalbrIIiKOIAT (TUI A), TaJbK,
KpOXMaJlb KyKypyA3sSHUM, caXxapyH HATpilo, MarHiio creapart, ojIis 0aBOBHSHa TigporeHizoBaHa,

apoMaTH3aTOop anebCUHOBUYM, KPEMHIIO Ti0KCUL KONOITHUY Oe3BOOHUM, HATPil0 aypuicybdar,
opaHxkeBo-xko0BTHH S (E 110).

JlikapcbKa ¢opma. TabneTku.
OcHogHi ¢i3uko-ximiyHi 81acmusocmi: Kpyria IjaocKa TableTKa 3i CKoleHuMu KpasiMu 011ifo-

OpaHKeBOT0 KOIbOPY, 3 rpaBitoBaHHIMHU «Me» i «100», 1110 po3ainieHi iHie0 po31oMy 3 OGHOTO GOKY
Ta 3 rpaBitoBaHHAM «JANSSEN» - 3 iHImmoro.

dapMakoTepaneBTHYHA Ipyna. AHTUTeIbMIHTHI 3acobu. [IpoTHHEMATOHI areHTH. [lepuBaTh
6ensumigazony. Kog ATX P02C A01.

®apmako102iuHi 8 1acmueocmi.

®apmakoOduHamika.

Me06eHna3071 i€ TOKAIbHO Y MPOCBITI KUIIEYHUKY, TePEIIKOIKal0Yy YTBOPEHHIO KIITHHHOT'0
TyOy/IiHY y TelbMIHTIB, 110 CIIPUYKHSE TOPYIIEHHS IPOIEeCiB yTUIi3allil III0K03HU i TpaBIeHHS Ta

aBTOJII3y ITapa3uTa.

Hemae nokasis epextuBHOCTI BepMokcy® y JTiKyBaHHI UCTHIIEPKO3Y.

dapmakoKiHemuka.

Abcopbuis. ITicns nepopanbHOro 3actocyBaHHus < 10 % 003U HOCATaE CUCTEMHOTO KPOBOTOKY Yepe3
p y 4ep



HEeTOBHY aOcop011iio Ta eKCTEHCUBHUY NIPECUCTeMHUN MeTab01i3M (e(eKT epioro NPoXoaKeHHS).
MaxkcumyM KOHIIEHTpalil y 1a3Mi KpPOBi CIIOCTEpIraeThCs Yepes 2-4 TOOWHMU MiC/IS 3aCTOCYBaHHS.
OpHOYacHe 3aCTOCYBaHHS IIpelapaTy i3 BUCOKOKAJIOPIMHOIO 13Kel0 He3HaYHO IIiABUIIYE
6iomocTynHicTh MeGEHIA30MY.

Po3nodin. 90-95 % mo3u mpemapary 3B’s3yeThes 3 OimkaMu maa3Mu KpoBi. O6’eM po3mominy
CTQHOBUTH Bifl 1 mo 2 JI/KT, 110 CBIAYUTH MPO 3TAaTHICTh MeOEHIa30J1y MPOHUKATHU KPi3b CTIHKM CYIOUH.
Lle migTBEPAKYETHCS MAHUMHU LIOA0 XBOPHUX, SIKi mpuiiMany MeOeHma30]1 MPOTSATOM TPUBAJIOTO Yacy
(40 mr/kr/mo0y BrpomoBxk 3-21 micsaus).

Memaboaism. Ilicnst mepopanbHOI0 3aCTOCYBaHHS MebeHma30J1 MeTa00Ti3yeThCs IEPEBAKHO Y
nevinni. [Ima3mMoBa KOHIIEHTPAITisT HOTro TOJIOBHUX MeTa0O0JIiTiB 3HAYHO ITEePEBUILYE KOHIIEHTPAIIii0
MeOeHpa3ony. [TopyimenHs GyHKIIIN MeYiHKY, TOPYIIeHHS MeTa0oi3aMy abo efiMiHalii 3 K0BYI0
MO2Ke MTPU3BECTH OO MigBUINEHHS IJTa3MOBOT0 PiBHI MeOeHIa30my.

BusedeHHs. MebeHma3071, KOH'oroBaHi opmMu MeOeHa30/1y Ta Horo MeTaboliTh 4aCTKOBO
IiAa0ThCSA KUITKOBO-TIEUiHKOBIN PELUPKYJIAIll Ta BUBOASATHCS i3 cedelo Ta XKOBUI0. YSIBHUU Iepiof
HalliBBUBEEHHS ITiCIISI TEPOPAIbHOT'0 3aCTOCYBAHHS Y OiIbINIOCTI NAIiEHTIB CTAHOBUTDL 3-6 TOOUH.

dapmakoKiHemuka y piHO8AHXCHOMY CMAHI.
[Tpu TpuBani Teparmii (40 Mr/kr/moby npotsarom 3-21 Micslis) KOHIIEHTpallisi MebeHIa301y Ta HOTO

OCHOBHUX MeTa0OJIiTiB y I1a3Mi KPOBi 30iMbIIy€eThCS, Y PE3yIbTaTi 40ro NpubIu3Ho y 3 pasu
30iMIBIIYETHCS MOTO €KCIIO3UIiSl Y PIBHOBAKHOMY CTaHi ITOPiBHSHO 3 OMHOPA30BUM 3aCTOCYBAHHSIM.

Kniniuni xapakrepuctuku. ITokazaHHsi.

JlikyBaHHS iHBa3il, TaKUX SK: eHTepo0io3, ackapumo3, aHKiTI0CTOMO3, Tpuxoledanbo3, HEKaToPo3.

IIpomunoka3aHHs.
linepuyTnuBicTh no MebeHma3omy abo mo 6ymb-sIKOI JOTIOMiXKHOI PEYOBHHH.

BariTHicTs, Ilepion rogyBaHHS T'PYALIO.

B3aemodia 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

OpHOYaCHe 3aCTOCYBaHHA 3 IUMETHIUHOM MOXKe IPU3BECTH 10 IOCUIIeHHs eheKTy BepMokcy® 3a
PaxyHOK NpUTHiYeHHS #oro MeTaboi3aMy y MediHlli Ta MigBUILIEHHS KOHIeHTpalil MeGeHIa301y y
IIJIa3Mi KPOB.

Crnip yHUKaATH OBHOYAaCHOT'0 3aCTOCYBaHHS Me0OeHIa30Jly Ta METPOHIAAa30I1y (OUB. PO3MiNI
«Oc06IUBOCTI 3aCTOCYBaHHS»).

Oco6 1ueocmi 3acmocyeaHHsi.



He pekKOMeHOYy€eThCSA AN JIIKyBaHHSA AiTeX [0 2 POKIB.

[MoBigoMnsinocs mpo pifkicHi BunagKy 000pPOTHUX NOPYIIeHb QPYHKIIII IeYiHKY, TenaTUTIB Ta
HEUTPOIeHil y HallieHTiB, sIKi oTpuMyBanu MebeHma30J y CTaHOAPTHUX [103aX 3a BKa3aHUMU
noKa3aHHSIMHU (OUB. po3min «I[TobiyHi peakiii»). Bymu moBimoMIeHHS PO PO3BUTOK
r70MepyIoHe(PUTY Ta arpaHyIoLKUTO3Y, 0 OB A3aHi 3 ;03aMH, SIKi 3HAaYHO ITePEeBUIIYBaIN
PEKOMEH[I0BaHi, Ta 3 JIIKyBaHHSIM IIPOTATOM TPUBAJIOr0 IIepPioAy dacy.

Pe3ynpraty KIiHIYHUX OOCHIOXKEHDb BKA3yI0Th HA MOXKJIUBUAY 3B’sI30K MiX 3aCTOCYBaHHIM
MeOeHIa30jTy Ta METPOHIAA30/y i BAHUKHEHHSIM cuHApoMy CTiBeHCa — [I?KOHCOHA / TOKCHUYHOTO
eligepManbHOro HeKpoJidy. Ciifg yHUKaTH OOQHOYACHOTO 3aCTOCYBaHHS MeOeHIa30iTy Ta
METPOHIa3017y.

Yepes HegoCTaTHIN OOCBif 3aCTOCYBaHH IIpenapaTty AiTAM BIKOM [0 2 POKiB, @ TAaKOXK 4Yepes3 Te, 1110 €
OKpeMi ITOBigOMJIEHHS IIOA0 BUHUKHEHHS CyIOM IIifl 4YaC 3aCTOCyBaHHSA IIpernapaTy [AiTsSM Ii€l BiKOBOl
rpymny, Ipu3HayaTu BepMOKC® CJIif JIMILE y BUIMAJKY, AKIO HasiBHA IJIMCTHA iHBa3is CEepru03HO
II03HAYA€ETHCSA Ha iIXHbOMY Xap40BOMY CTaTyCi Ta (Gi3UYHOMY PO3BUTKY.

[Tpu niKyBaHHI MpernapaToM HeMae HeOOXigHOCTI y Ipu3HaueHHi fieTu abo 3aCTOCYBaHHI ITPOHOCHUX
3aco0iB.

BapBHUK opaHxkeBo-KO0BTUM S (E 110) MOXKe CIPUUYMHUTY alepriyHi peakiiil.

Lle#t mikapcbku# 3aci6 Mictuth 48 Mr/mo3y HaTpito. Criig 6yTy 00epeXKHUM IIPU 3aCTOCYBaHHI
malieHTaM, IKi JOTPUMYIOThCS 0e3COTbOBOI TiETH.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

BepMOKC® IIPOTHUIIOKA3aHU Y Iepiofl BariTHOCTI, TOMY BariTHUM NallieHTKaM a0o TUM, SKi
Ii03PIOIOTE BariTHICTh, HE CJIifl 3aCTOCOBYBATH JIiKapChKUM 3acio.

I'odyeaHHA 2pydoio.

Iesiki maHi BKa3yioTh, 1110 HEBEJIMKA KiNTbKiCTh MeOeHOa30J1y IPUCYTHS B MOJIOL JTIIOMUHY IiC/Is

IIepopabHOr0 npuioMy. ToMy rogyBaHHS I'DYALI0 He PEKOMEHI0OBAHO IIPU 3aCTOCYBaHHI JTIKapChKOT0
®

3acob6y BepmoOKC .

depmuabHiCMb.

Bimomo, 1m0 MeGeHIa3071 He BIJIMBAE Ha 3[ATHICTh N0 HAPOOXKyBaHHS IIPH IIPHUUAOMI B 03ax
oo 10 mr/kr Ha mo0Oy. Pe3ynbTaTy peNpOAYKTUBHUX JOCIiIKEeHb IT0Ka3aslH, 10
MeOeHIa30JI He BIIJIMBa€ Ha (PePTUIIbHICTL YONIOBIKIB IpU MpuiioMi B mo3ax no 40 MI/KT B IeHb
BKJIIOYHO.

30amuicmb enausamu Ha weudKicmb peakuyii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3mamu.

BepMokc® He BINIMBAE Ha 3[aTHICTh KEPyBaTH aBTOTPAHCIIOPTOM a00 iHIMMMK MexaHi3MaMH, aje CIIif
BPAxOByBaTHU MOXKJIUBICTh PO3BUTKY HeOaXKaHUX peaklliit 3 60Ky HEPBOBOI CHCTeMU (IUB. PO3MiN



«ITo6iuHi peakiii»)

Cnoci6 3acmocyeaHHss ma do3u.
[l151 mepopasibHOTO 3aCTOCYBaHHS.

[Tpu eHmepobiosi mopocnuM i mitTaM BikoM Bif 2 pokiB mpusHavatu 1 Tabmetky (100 mr)
nikapchKoro 3acoby Bepmokc® ogHOpa3oBo. [I714 3anobiralHs HOBTOPHIM iHBa3ii CIIif HOBTOPUTH
npuiioMm 1 Tabnetku (100 Mr) mpemnapaTty uepes 2 TUXKHI.

[Tpu ackapudosi, mpuxouepanvosi, aHKiA0CMOMO3i, HeKaAmMopo3ax MOPOCIIUM i TiTIM
BikOM Biff 2 pokiB mpu3HaydaTu mo 1 tabnetii (100 mMr) 2 pa3u Ha mo0y (BpaHIi i BBeuyepi) mpoTsarom 3
IOHiB.

TabmeTKy MOXKHa pP03K0ByBaTH a00 KOBTATH wino. Ciix mogpibHUTHU TabeTKy nepen TUM, K
maBaTH 11 guTHHI. [IpritoM niKapchKoro 3aco0y OUTHHOIO Ma€ MPOXOAUTH IIif HarisgaoM OaThKiB.

Himu.

3aCTOCOBYBATH [AJIS IIKyBaHHSA AiTE€H BiKOM Bifl 2 POKiB.

Ilepedo3yeanns.

Y natiieHTiB, SIKi 3aCTOCOBYBaM 03H, BUIIli 3a peKOMeH/I0BaHi, abo IiKyBamucs MPOTSATOM TPUBAJIOTO
Yacy, PiiKo criocTepiranucs anomnelis, 000pOTHI mopyineHHs QyHKIIi TeYiHKY, TelaTuT,
arpaHyJoLUKTO3, HEUTPOIIEeHisd Ta rimoMepynoHedput. OKpiM arpaHyIoUTO3y Ta TIOMepPYyI0HEPPUTY,
11i moOivHi peakilii crmocTepiranucs i y maIieHTiB, sKi 3aCcToCOByBau Me6eHIa3071 Y CTAaHAAPTHOMY
mo3yBaHHi (IuB. po3nin «ITo6iuHi peakirii»).

Cumnmomu. [Ipy BUNIafiKOBOMY N1epefo3yBaHHI MOXKYTh CIIOCTEPIraTUCS ClIa3MU V YePEBHIiN OUIAHI,
HyznoTa, O/1i0BaHHS Ta Hiapes.

JlikysaHHs. CrierudiuHoro antunoty Hemae. Onpasy micnist npuiioMmy MeGeHIa30I1y BCEPeNUHY
MOKHa IIPOBECTU NIPOMUBAHHS LIUTYHKA. SIKIIO Ile BUIIPpABOaHO, MOXKHA [IPU3HAYUTH aKTUBOBaHE
By,

ITo6iuni peakuii.

V peKoMeHIoBaHUX f03ax BepMokc® 3a3Budaii foOpe IepeHOCUThLCS. Y Hali€HTiB 3i 3HAYHUM
napa3uTapHUM HaBaHTaXKEHHSIM CIIOCTepiranucs mgiapes Ta 6isb y XKUBOTI IIifl Yac 3aCTOCYyBaHHS
Bepmokcy®.

Besneka BepMOKcy® BHM3HayYasacs y 6276 maimieHnTis, ki Opanu y4acTs ¥ 39 KITiHIYHUX JOCTIIXKEHHIX
3aCTOCYBaHHS IIperapary AJid JiKyBaHHS ONUHUYHUX ab0 3MilllaHMX Iapa3uTapHUX iHBa3in
IIJTYHKOBO-KUIITKOBOTO TPAKTY. Y XOfi IIUX KJIiHiYHNX BUIPOOyBaHb I00I4HI peakliil criocTepiranucs



MEHII HiX y 1 % TallieHTiB, SKi OTpEMyBay JIiKyBaHHS mpenapaToM Bepmokc®.

[ToGiyHi peaxiiii, BUSIBJIEHI Mif Yac KIIiHIYHAX JOCIiKeHb Ta Y IOCTMapPKETHHTOBOMY IIEPiofii,
3a3HaueHi y Tabmumi 1.

Tab6muiga 1.
[To6iuHi peaxiril
CucteMu oprasis [{acToTa peaxnii
qacto (= 1/100 — Jueyacrto (= 1/1000 [pigko (= 1/10000 —
< 1/10) — < 1/100) <1/1000)
HeliTponeHisa’
3 60Ky KpoBi Ta arpaHyIonUTO3
miMbaTUYHOI CUCTEMU
3 60Ky iMyHHOI Ciep4yT/IUBICTD,
CUCTEMU BKJTIOYAlOUX aHa(iTakKTUYHI
Ta aHadiTaKTOINHI peakmii’
3 00Ky LIeHTpaJIbHOI cymomu’, 3alaMOpPOYeHHS"
HEPBOBOI CUCTEMHU
3 60Ky LITYHKOBO- Oinb y KUBOTI" nUCKOMGOPT Y
KHUIIIKOBOTO TPAKTY PKMBOTI®, miapes’,
METEOPHU3M’,
HynoTa® , 6;0BoTa”
3 OOKy IeyiHKu Ta [ToonuHOKi: TenaTut’,
PKOBYOBHUBIOHUX MiTBUINTEHHS aKTUBHOCTI
[I1JIAX1B MediHKoBHX (GepMeHTiB”
3 00Ky LIKipu Ta BUCHUIIQHHS , TOKCUYHUN
MiIIKipHOI emimepMasbHUA HEKPOIi3’,
KJTiTKOBUHU QHTiIOHEBPOTUYHUY HaOPSIK,
cuapgpoM CriBeHCa —
Ix0HCOHA', eK3aHTeMa”,
HaOpak Keinke’,
KPOIIUB'STHKA, aJIoIelis’
3 60Ky HEPOK Ta ['moMepynoHedpuT
CEYOBHUBITHOI CHCTEMHU

* axi momo 9acToTy MOOIYHKX peakiliii OTPUMaHi y XOfi KITiHIYHUX Ta emigeMionoTiyHux
OOCIIiIXEHb.

> TTo6iuni peaxiiii, 1110 He CIOCTepiranucs mif Yac KIiHIYHUX HOCTiAXKEeHb, YaCTOTa PO3BUTKY SKUX
BU3HaYeHa 3a [I0MOMOro0 «mpaBuia 3» (dactota = 1/2092).

* . o . . . .
CHOCTepll"aJ'II/ICH IIpU IIPUXUOM] BUCOKHUX O3 1 TDUBAJIOMY JIIKYBAHHI.

Tepmin npudamHocmi. 3 POKHU.



YMoBu 30epiranssi.

30epiraTu B OpUTiHaNbHIN yIIaKoBIi mpu TeMepaTypi Ha Buie 30 °C. 36epiratu B HEJOCTYITHOMY
LU giTe# Micli.

YnakoBka. Ilo 6 TabneTtoxk y 6micTepi 3 mniBku I1BX Ta dombru antominieBol; mo 1 6mictepy y
KapTOHHIN Maylii.

Kareropis Bignmycky. 3a penentom.

BupoOHHUK.
JTrocomenukaMeHnTa Cocrenane TekHika ®apmareyTtrka, C.A. /

Lusomedicamenta Sociedade Tecnica Farmaceutica, S.A.

Micue3HaxoKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.
Ectpama Koncineepi Ilegpo3so, 66, 69 - B, Kseni3 me baukco, 2730-055 bapkapeHna, [Toptyranmis/

Estrada Consiglieri Pedroso, 66, 69 - B, Queluz de Baixo, 2730-055 Barcarena, Portugal.



