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J\b uA/r 0,37 t0u02
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3ATBEPAXEHO
Hanas MinicrepcrBa oxopoHrl

rgopon'R Yrcpaiuu
16.08.2019}lb 1820

Peecrpauifine nocniArrenHfl
Il! uA/10137101102

3MIHPI BHECEHO
Harcas MiHicrepcrBa oxopoHlr

sgopon'R Yrcpaihn
2 J o_[ 3oz_lMs 9J 7

THCTPYKUIfl
A!.rfl MeAuqHoro 3acrocyBaHufl .rirapcsrcoro raco6y

TEJIbMIHTOKC
(HELMTNTOX)

Crutad:
d inua pevo 6uHa; pyrantel;
1 ra6nerxa rvricrurr nipanrerry eu6ouary ersisareurHo uiparrueny 125 ur;
donouitrcui pevoauuu: KpoxMurJrs rrpexeJraruHisosaHafi, uori4oH, natpiro KpocKapMerosa, uarniro
creapar, Ceni(finurM 002*, CeuicuepcrM AP3065 xonrufi**.
*Ceni(piuurM 002: riupoueno3a, rleJrroJrosa irairporpracrarivna, MaKporoJr 8 meapar ruuy I;
**CeuicnepcTM AP3065 Nosrufi: BoAa otrr.rlleHa, nponineurnironr, riupouero3a, TETaHy AioxcuA
(E 171), Nosrufi raxi4 FCF (E 110) aruouiniesuft rax.

Jlircap crrca S o pnra. Ta6nerxr.r, nxprri uisxosorc o6oronroro.
Ocuosui Qisurco-xiuiuni enacmueocmi: ra6lerru, nxprari urisxosorc o6orouroro, xoBTo-
opaHxeBoro Konbopy s po:4ilonorc pr,tcKoro.

PosAiuona prrcKa [prr3Harrena Jrrarrre Ars [orerureHru po3Jr€rMyBaHHr tadretru 4nx spyunoc:ri
KoBTaHH.rr, a He Ars no4irry na pirni Ao3r,r.

@apuarorepareBTr{qHa rpyla. llporranapa:urapiri zaco6u, incexruquAr.I Ta peneneHrll.
flporurelsuinrsi :aco6u. 3aco6u, uro 3acrocoBylorbcs y pa3i HeMaroAosis. floxiani
rerpari4ponipnrrai4uny. llipanren. Ko4 ATX P02C C01.

(D apmaxon o zirttt i on scmu s o cmi
@apuaxoduuanirca.
Ilipalrren e flporrrrenruiurnurra saco6ord. AKrfisHr,rfi uloAo Enterobius vermicularis, Ascaris
lumbricoides, Ancylostoma duodenale ra Necator americanus. flipanteJl rIpLI3BoAlIrb Ao uefipo-
Na'.sgoeoi 6rora4ra, uapanisyro.ru remNriHrin, nnacriAoK qoro BoHrt BI4BoEflTbcs. IrIJUtxoM xraruxoeoi
flep]rcranbr[Kr{ pa3oM ig Ka-[oerdrvrlr MacaMLr. Ilipauten e aKTITBHLIM rIIoAo tryrJrI,IB]Ix ctarenospiuax
ra crareBouespimax @opr"r rensuiuriB. He nnnnnae Ha rr4rrEHKIa remNriuris, qo rr,rirpyrorb qepe3

TKAHIIH}I.

@apuarcorciuemuxa.
Kraruxona pesop6qir nipanterry e Ayxe Hr.r3bKoro. flicns upufiolay flperrapary [ra3MarLItIHa
KoHrleHrparlir e 4yNe Hr{3bKoro (0,05-0,13 rrlxr/rvu) ra Aoc.rrra€ MaKcHMyMy rporsroM 1-3 ro,uutl.

[o 93 o/o npetapary Br,rBoAytrbcfl. y ne:uineHoMy nurrxAi 3 KiuroBr,rMu MacaMLI. Meume 7 o/o

BlrsB.Irfierbcx y cevi s uegl,riHeuonay crani Ta y Br,IrJlu,qi Nrera6odris.

K.niHi.rHi xapaKTeprcrrrrrr.
IIoxasaHHn.
Enrepo6io3, acKapprAo:, auxinocroMiAos.
Jlixapcrr<uil :aci6 rpu3Har{eH uit rns. 3 acrocy

6
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IfpomunoxasaHHfl.
Iinepuyrnraricrr Ao 6yAb-rxlrx KoMrroHesrin rperapary.

Bsaenodia s iHutuuu nixapcoxutvu tacodama ma inrui oudu osaemodiit,
He gacrocoByBarr{ 3 [ilepa3r.rHoM, sKrlfi e aHTarouicroM [porr.rreJrbMiHrnoi aii nipanrely.

Oco 6n ueo cmi s acmo cy 6 aH Hn.
Y pas i ue.{iHronoi ne.{ocrarnocri peKoMeuAyerbc, 3MeHrrrr{Tr{ Aosy.
Eumepo1ios.ltts sauo6irauHfl noBTopHoMy 3apaxeHHro neo6xiAno BxLIBaTI,I cyBopux ririeHi.ru[x
saxo4in: flpoBoAr,rrr{ uloAennnfi TyrrJrer uepianalruoi Ainsuxu , .rrvrcrt4Tvl nirT i rinrxa pasin Ha AeHb.

flirxrra ueo6xi,quo KoporKo o6pisaua nirri. Perynrpuo uiustn HrIxHro 6inraauy ra uiNauy.
3auo6iraru po3rryxyBaHnro. Per<oueHAyerbcfl oAHoaracuo rixynaru ncix .uleuiB poAI,IHI{, ocrinrru
3apaxeHHs qacro uporixae 6egcrauurolcro.
flauuia nixapcrxufi gaci6 uicrurr 6apnuux xonrufi:axi4 FCF (E 110), xxufi Moxe crpla.rllH.tr]r
arepriuny pearqiro.
I{efi rixapcrxufi saci6 uicrurr 1,53
peKoMeHAonanoi BOO3 rvrarcr.rrrrzutrnoi
NIOAI,IHPI.

rrar narpiro ua ra6nerxy, ruo exeieaneuruo 0,075 %

lo6osoi HopMH cIIo)KnBaHHs. 2 r uarpiro glr gopocloi

3acmocyoaHHtt y nepiod eazimHocmi a6o zodyearurun zpyddro.
BarirHicm
Hepes ni4cyrHicrb reparoreHHoro e$exry y rBapHH npo4xeni BaAIr po3BrrrKy y moAefi ue

ouixyro'rrcx. Ha csoro4ni xlisiqso He ri4rnepgNeHo BpoAxeHI,Ix BaA po3BHTKy a6o

$erororcuunux e$exrin. llpore nouiropuur 3acrocyBaHHs nipaurely n uepio.4 sarirHocri
HeAocrarHifi anq BuKrrorreuu.s ecix Mo)KJrrrBr,rx puaurin. Taxuu qI{HoM, lasuit. flpenapar Moxe

6yru sacroconanufi y nepio4 eariruocri Jrurrre n pari xpafiuroi seo6xiAsocri, uicnx perelruoi
oqiuxu cnissiAHoueHHs Kopr{crb An, Niuxra/pu:uK An, IIJIoAa, ,Ke BI43Haqae lixap.
foayeaHug rpy[qro
Y :n'x:ry : ni4cyruicrro ouy6niKoBaur4x AocriAxenb rrpo ne6aNany 4iro uipaureJry Ha Airefi, sxi
3HaxoA.f,Tbc, Ha rpyAHoMy nuro4oaynaHni, 3acrocyBaHH{ felrrrainroxcy MoxJII{Be y pa3i

ueo6xiAlrocri nicrs KoHcynbrallii s lircapeu.
@epru.nrnicrr
Y loc:rilxeHHrx Ha rBapr.rHax He crrocrepirarocs B[nHBy ua Qeprranruicrs caNllrie a6o cantor.

3damuicmu Bl?ltulomu Ha usudxicmb peaKqit npu rcepyoauui osmompqHcnopmou a6o inu,Luuu

uexaruisuauu.
llo6iqni peaxqii s 6oxy uepnoeoi cucreMrrr, rrlo Moxyru iuoli cnocrepirar:acfl ttptr nixynaHHi

felrniuroKcoM, Moxyrb BrrJrr,rBara ua urnu4ricrr peaxqii npu xepynanni aBTorpaHcnoproM 'ta Ha

:4arni crr [paqloBarlr s iHIxIaNdu rraexan ist\aaN{u.

Cnocif 3acmocysaHtn ma dosu,
nogyeaHHq
TrrrbKr4 An.fl AoPocJII,lX TA AITEI4 BIKOM BIA 6 POKIB.

[rl-x 4ireil sixoN{ go 6 poxin 6axauo 3acrocoByBaru cycueHsiro.
Eumepo 6ios ma acrcapud os.

flpu nixynauni eurepo6iosy ra acKaprrAo3y 3a3Bl{uafi 4o:ynaHHt craHoB}rrb eia 10 ur/xr Ao

12 ur/rr oAHopa3oBo.

,\imna aixou eid 6 porcio: 1 ra6lerxa ua 10 Kr MacI{'rila o4nopa3oBo'

7\opocnuu 3 r4acoK) mina l.aeHute 75 rcz:6 'ra6lerox oAHopaBoBo.

fopocnuu 3 Macon mina 1iruu.te 75 rcz:8 ra6neror oAHopa3oBo'
flpn eurepo6iosi An.f, ocrarorrHoro 3HIrxIeHHs napa:n'rin Aoqilruo Bxr{Tr{ cyBopux ririesiqnux

yHHKHyrr{ ayroiunarii!lvrlrD yvArurI.

3roAxeHo 3 MareplanaMu

peecrpaqit4Horo Aocbe

:axo4in, oAHor{acHo rixynaru oror{eHug,
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(cauosapax<euux), Apyry lo3y rperapary per(oMeHAyerr,cq npufrnnru qepe3 3 ruxsi nic.nn

IrorIarKoBoi Aosll.
Anrcinocmouidos
B euAerrai.ruux pafiouax y pasi 3apaxeHHfl Necator americanus qlr Macllsuoi iHsa3ii Ancylostoma
duodenale Ao3yBaHHr crarroBr{Tb 20 mrlxr ua go6y (sa 1 un 2 rtpuitorvm) nporxron 2-3 anir.
fiimau sixou eid 6 porcie: 2 ra6rerrr4 Ha 10 Kr MacI,I rira sa Ao6y.
fopocnuu 3 .l4acoro mina ueurue 75 rcz'. 72 la1rcr.or< na go6y.

fopocttuu 3 Macon mina 1inurue 75 rcz: 16 ra6neron Ha 4o6y.y pa3i rouipHoro 3apalKeHH, Ancylostoma duodenale (.r{o sa3all.rafi cuocrepira€Tbcs y
neeir4euiuunx pafionax) noNe 6yru 4ocraruro npufiouy 10 ur/rr oAHopa3oBo.

Cnoci6 :acrocyeaHH-q

[ru uepopaJrbHoro 3acrocyBaHH-fl .

llpeuapar MoxHa npuftrvraru n 6yAs-xrufr uac, HeMae ueo6xiAnocri n uprafiornri upenapary Hartue

Ta B rronepeAHboMy 3acrocyBaHni npouocHux :aco6ie.

fimu.
llpr.rsnauaru Airgnt nixou sia 6 porin. fliralr go 6 poxie 6axaHo 3acrocoByBaru rpenapar y
nuua4i cycueu:ii.

IIepedosyeaHHn.
Bnacli.4or< Hesua.{uoi a6cop6uii Konuenrparlis rperapary y urasN{i r<poni e HIl3bKo}o.

llepe1osynaHH-f, cnpuqr.{Hrre Aeqxi po3naArz s 6oxy rtrJIyHKoBo-KI/tIrrKoBoto rpaKTy (uanpuxlag,
HyAora, 6nroeaHnq, 4iaper) Ta He3Har{Hi rurr.r.raconi posra4u : 6oxy rleHTpanbHoi uepnonoi
cr4creMr.{ (nanpuxnag, acreHi.8, 3a[aMoporieHHr, rorosHufi 6inr). Isoai nepeAo3yBaHHq npH3BoAI{rb

Ao g6immeHHs pinHr ne.{inxogr.rx rpaucauiuas (AcAT). Cneqn(piuHi auru4oru HesiAorai.

PexouesAoBaHo Hetafiue upolruBaHH.tr rrrJryHKa, a raKox uoniropunr (fyHxqifi 4uxaltuoi ra
ceprleBo - cyAussoi cl{creM. Ilixynauux cI4MrIToMarI{rIHe.

Ilodivrui peaxqii.
Pi4xo: m.[yHKoBo-xfiruxosi po3naArr (auopexcir, HyAora, 6ffoeaHHs, 6inr y xunori, 4iapel),
3HuxelrHl{ a6o ruuqacone nignulqeHHfl piaux rpancaltinas.
B orpelrux BHnaAKax: roroeHufi 6ilr, sauauopoqeHH.,r, courueicrr,, 6e:couux, acreHifl, c,'Ia6xicrs,
nignurqeua BToMJIIoBauictr, mxipHi BuculaHHq, KpoIII{B'sHKa.
MoN:rprsi pear<qii riuepryrnneocri.
fiosiaoN,rreHH.s upo uiao:ploeaHi no6i.iHi peaxuii
floei.qoNareHHs rrpo no6iqni peaxqii nic:rq peecrpaqii rixapcsxoro saco6y Mae BaxJILrBe 3HaqeHHr.

I-\e lae 3Mory rrpoBoAuru uoui'ropuur ouinsiluorrreHH.,r xopucrr/pu3xK npl4 3acrocyBaHui usoro
lixapcrxoro :aco6y. Meguuuurra ra SaprraaqeBTnrrHuM npaqinuuxaM, a raKox naqieirrau a6o ixuiu
3aKoHHr.lM rpeAcraBHrarcau cnig nosiAoNarsru rrpo yci nuua4xu uigosproBaHlrx no6iqnax peaxqifr

ra ni4cyrHocri e$exrusHocri :rixapcmoro saco6y qepe3 aBroMarpl3oBaHy iHQopN,tallifiuy cucrelty
: if apvraxoHarnflAy 3a nocuJraHuru : https ://ai sf. dec. gov.ua.

Tep.uin npudumnocmi. 3 poKH.

YMoeu:6epiraunx
36epirarn npu TeMneparypi He Br4ule 25 "C.36epirarra B HeAocrytlHoMy Ans Airefi uicut.

Yuarconxa.
llo 6 ra6neroK y 6ricrepi, no 1 6nicrepy B xaprounifi xopo6ui.

Karenopin niguycrcy. Be: peqenra.

Bnpo6ulrx.
Iunorepa lUysi, @panqix/Innothera Chouzy, F 3 MarepianaMil

peecrpaqit4Horo Aocbe E



MicqesHaxoAlltcHHfl nupo6rurr<a ra iioro aApeca uicqq [poBaAxeuun gin,rr,nocri.
Pro Pese Lllanrepo, lllysi-uop-Cic, Banroap-oop-Cic, 41150, @pauqia/Rue Rene Chantereau,
Chouzy-sur-Cisse, Valloire-sur-Cisse, 41 1 50, France.

3aqruuK.
Jla6oparopis Iunorex IHrepuacrfioHurrrb, OpaHrlig/Laboratoire Innotech International, France.

Micue:rHaxoAxeHHs 3afl BHrrKa.
22 aseurc Apicri4 Epifian, 94110 Apxefi, @pauryxl22 avenue Aristide Briand, 94110 Arcueil,
France.

flara ocraHHboro [epenrsAy.

.%-eq* F/zFda-/",
D7 Ut .A/-J

YsroAxeHo 3 MarepianaMn

peecrpaqifiHoro Aocbe



Terccr MapKyBaHHfl Ao pe€crpalrifiuoro nocsiA'reHHq
Nb UA/10137101102 nia 16.08.2019
f EJTbMTHTOKC (HELMINTOX)

maflnemxu, eKpumi nniexoeoru o6onoHKou), no 125 nz Jlb6 (6xl) y dnicmepi
3ruinu rllecelo2 (. C){. zoz3 yg 9-? *

BIAOMOCTI, IqO BKA3yIOTbCfl HA 3OBHIIIIHII4 yfIAKOBUI JIIKAPCbKOIO
IEJIbMIHTOKC, Ta6,rerxu, nrcplrri urisrconorc o6o,rosroro, uo 125 ur Nb6 (6xl) y
6ricrepi
KAPTOHHA KOPOEKA - BTOPI4HHA YTIAKOBKA

1. HA3BA JIIKAPCbKO|O 3ACOEY
fersuiuroxc
lelr,rruurorc
2. KL'IbKICTb AIIOqOI PETIOBI{HI4
uipanrer 125 ur (mg)
Crnal: 1 ra6lema uicrrarr nipaurery en6onary ersieaneH:rno nipan'rery 125 nar (mg).

rrrrpaHrerl 125 ur (mg)
Cocras: 1 ra6rerra rrr rll{paHTera au6ouara 3KBUBIIJIeHTHo rIH HTeJra 125 ur
3. IEPBJIIK AOIOMIXHI4X PETIOBI{H

,{ononaiNni peuonuuu, B ToMy qracli narpifi, Nosrufi saxiA FCF (E 110) anrorrrinierufi lax.

.{lr 4eranproi in$oprraaqii Aus. incrpyrqiro Anf, MeAVqHoIo 3acTocyBaHHfl.

BcuouorareJrrHbre BerqecrBa, B ToM rrucJre uarpui1 Nelrtrfi 3aKar FCF (E 110) anrorrausuenrtfi

:rax. .IIrq Aera,rsuofi prnSopuaUulr cM. rrHcrpyKrlulo rro MeAI4II]4HcKoMy [pI4MeHeHI4[o.

4. JIIKAPCbKA @OPMA TA KIJIbKICTI, OAI4HIIIIb B YIAKQEqI
6 ra6nerox, BKpIrrIrx nrtisxoeorc o6olosxoro
6 ra6retor, nor nreno.{uofi o6o:ro.Ixofi

ffiPEXEHH.g IUOAO 3EEPITAHH.fl JIIKAPCLKOIO 3ACOEy
v HEnocTvIIHoMv nJrf, AITETT MICUI

5. CIOCIE TA TUJI-flX BB Hfl

36epirarn B HeAocryrHoMy rnq airefi uicui.
Xpauurr, B HeAocry[HoM Anq Aerefr Mecre.

llpa4atrufi 4o
foaes lo

ICUE3HAXOAXEHHfl BrrP OEHI'IKA TA/AEO
3A.gBHI4KA
Jla6oparopis Innorex IntepnacrftoHrulb, @pauuir
Bzpo6uur:IuHorepaLLIyai,ProPeuellIagre@-crop-Cic,41150,

36epiraru rpLI reMrleparypi He BuIrIe 25 "C.
Xoasurr roLI TeMIIe He Bbrrrre 25 oC.

1 O. OCOEJII4BI BKA3IBKI4
3ACOEIB AEO BINXONIB

ITIOAO HEBI4KOPTTCTAHT{X JIIKAPCbKITX
.fl KI 3AJILIIII AIO Tb C fl, IIIC JIfl, iX TT,TX OPI{ C TAHHfl

12. HOMEP PE€CTPAUII;IHO|O TIOC

Ba-rroap-ctop-Cuc,

7. IHTIII OCOEJII4BI 3ACTEPE}KEHH.fl

Jla6oparop us. Vlu:aorerc 14nrepuaclroHartb.

Ilpousno4urelr: I,Inuorepa [lyeu, Pro Peue

9. YMOBI4 3EEPIIAHHfl

4tl



Peecrp. Ilb UA/l 0 I 37 l0l 102

Per. J\b UNl0l37l0ll02
13. HOMEP CEPII JIIKAPCbKOIO 3ACOEY

Cepix

14. KATETOPI.fl CKY

15. AJIfl JIIKAPCbKI,IX 3ACOEIB, .fKI IIPI,I3HA[IEHI AJIfl CAMOCTII,IHOTO
JIIKYBAHHfl, _ IH(DOPMAUI.f, IUONO 3ACTO CYBAHH.fl

flporuremrvriHflrnfi saci6
floxa:anus: eurepo6io3, acKapr.rAos, anxiloctotvtiAos.
llpotanoreJlbMr.IHTHoe cpeAcrBo

16. IHOOPMAUI.fl, flKA HAHOCI4TbC,fl IIIPIIOTOM EP
re.nruinroxc
125 rnrr

17. IHIIIE
lllrpux-rco.4 rirapcrxoro saco6y (uaneuuil ua ynaxoeqi)
Jlororzn (LABORATOIRE INNOTECH INTERNATIONAL >> (u aaeuuit ua ynarcoa4i)

MIHIMyM BIAOMOCTEtrr, UO BKA3vIOTbC.fl HA yfrAKoBuI
HEBEJII4KOTO PO3MIPY
|EJIbMIHTOKC, ra6.nerrcn, nxpnri nniexosoto o6o.nourcoro, uo
6,ricrepi
BJIICTEP _ fIEPBI4HHA YTIAKOBKA

125 ur j\b6 (6x1; y

1. HA3BA JIIKAPCbKOIO 3ACOEY
fEIIbMIHTOKC
fEJIbMI4HTOKC
2. KIJIbKICTb KXIOI PEIIOBUHI4

nipanrer 125 ur (mg)
6 ra6nerox, BKpr,ITIax nninxosorc o6olouroro
rupaHren 125 ur (mg)
6 ra6leror. floKDbrrbrx rrJreHoqHofi o6oroqrcofi

I

| 3. HOMEP CEPII JITKAPCbKOIO 3ACOEy ,

3asuaqaerrcs
4. TA 3AKIHIIEHHfl TEPMIHY THOCTI

3a:naqaemcs
5. HAfiMEHyBAHTTfl BI,TPOEHT{KA I, 3A HEOEXIAHOCTI - 3A-flBHI'IKA

Brapo6Hrzx: Iuuorepa [LIy:ri, @pauqir
llpouseoArarenr: I4u

Texcr MaPKYBaHHfl

aignosi,qae iuSoPnraqi f

B iHorpyKtli't 6nn
Mefi ll,q H0rf) ilBOTocyBa H Hfl

6. IHIIIE
Jlororun xounasii (LABORATOIRE INNOTECH INTERNATIONAL>> (HanGHuu rnynaxors4i)

&r2

flora:aHus:


