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OBILLIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
FeabMuuTOKe 125 Mr, Ta0/1€TKH, IOKPbIThIE MJIEHOYHOH 000/104KOMH

KAYECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JleiicrBytolee BelecTBo: [IupanTen
Kasas TabieTka, OKpbITas MIeHOUHOH 060104K0i, conepxkuT 360,50 mr nupauTena smdoHara (8
nepecueTe Ha nupanTen ocHoBaHue 125,00 mr)

BerioMoraTe/ibHbIe BELIECTBA, HaJMYME KOTOPHIX HAJ0 YYMThIBaTb B COCTaBE JICKApCTBCHHOIO
npenapara: KpacuTesb «colHeuHbli 3akary xenteiii FCF (E110), natpuil.
[MonHbIii nepedeHb BCIOMOTaTe/IbHBIX BEILECTB NPUBEIEH B pasaene 6.1

3. JEKAPCTBEHHAS ®OPMA

TabneTKku, NOKPbIThIE MICHOYHOH 00010UYKOH.

[Ipoaonroparbie TaGJIeTKH, TOKPBITHIE IJIEHOUHON 000/I0UKOH HKEATO-0PaHKEBOrO LBETA, C pUCKO#
Ha ojiHO# cTopone. Ha nonepeynom paspese s1po IMMOHHO-KEITOrO 1BETA.

Pucka npejHa3zHaueHa Nuiib [Uis pa3iambliBaHus TadIeTKH € LE/bio obGJieryeHus npornaTbiBaHus, a
He JIJIs pa3jiesieHus Ha paBHbIe J103bl.

4. KIMHUYECKHE JAHHBIE

4.1 IToka3aHusi K NIpUMeHEHHIO

[enbMUHTOKC 125 Mr, TabneTKu, NOKpbIThie 000104KO#H, NpeHa3Ha4YeHbl TOJILKO s B3pOCILIX H
aeteii crapiue 6 AeT npu:

- DHTepobuose;
- Ackapu03e;
- AHKHJIOCTOMO3E.

4.2 PeskMM 103MPOBAHHS H CM10CO0 NPUMEHEeHHs!

TOJILKO JIJ151 B3POCJIBIX U JIETEM CTAPLLE 6 JIET.

DHTepoOr03 U acKapHI03
O6bluHas 1031poBKa coctasaser ot 10 mr/kr Beca 10 12 Mr /Kr Beca OJJHOKPATHO, TO €CTh!

- netam crapiue 6 get: | Tabnerka Ha 10 kr Beca 0JJHOKpATHO,
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- B3pOCJIBIM BECOM MeHee 75 Kr: 6 Tab/eTOK 0JIHOKPaTHO,
- B3pocJibIM BecoM Oostee 75 Kr: 8 TabJIeTOK OAHOKPATHO.

IMpu snTepobuose, 4ToObl HaBceraa M30aBUTHCA OT NapasuToB, HeoOX0AMMO c00110aTh CTPOrUe
Mephl TMIMEHbl, @ TaK)Ke MNPOBECTH JIeYEHHWE BCEX HJICHOB CEMbH. Bo usbexaHue MOBTOPHOIO
3apaKeHus C/ELYET MOBTOPUTH MPUEM npenapara (BTOpOi j103bl) uepes 3 Hejenu nocie npuema
NepBO 103bl1.

AHKHJIOCTOMO3

B 30Hax sHAeMuu, B cayuae sapaxenus Necator americanus WIK B CllyHae THIKEIOTO 3apamcHus
Ankylostoma duodenale, 103npoBka coctasnser 20 Mr/ Kkr/ B cyTku (B | WM 2 npuema) B TeueHue 2-
3 HEH, TO ecTh:

- netaM ctapiue 6 ner: 2 TabueTku Ha 10 Kr Beca B eHb,
- B3pOC/IbIM BecoM MeHee 75 Kr: 12 TabieToK B €Hb,
- B3pocIbIM BecoM Gonee 75 Kr: 16 TabneToK B ICHb.

B cayuae nerkoro sapaxenus Ankylostoma duodenale (4To 00bIYHO HMEET MECTO B HEIHAEMHUHbBIX
pailoHax) MOKET ObITh 10CTATOYHO OJIHOKpaTHOH 103kl 10 MI/KT Beca.

Jletu .
TOJIBKO JULS1 B3POCJIbIX U IETEW CTAPLLE 6 JIET.

Jlnst neteit 1o 6 et cyuiecTByeT 6osiee ajanTHpoBaHHas JeKapeTBeHHas dopma B BHJE CYCIEH3HH
JJ1sl TpUemMa BHYTPb.

Cnocol npyuMeHeHus

Jlna npuemMa BHYTPb.

[e/bMUHTOKC NPUHHMAIOT HE3aBUCMMO OT MpHeMa MUK U BPEMEHH CYTOK, HET HEO0X0AMMOCTH
NPUHUMATH CIa0UTE/IbHBIE CPE/CTBA MM BO3EPIKMBATECA OT NpHEMA MHLIH.

4.3 IlporuBonoKa3aHus

- [ToBbILLEHHAS 4YBCTBHTEILHOCTb K JACHCTBYIOLLEMY BELIECTBY HJIH K 11000MY M3 BCIOMOraTe/ibHbIX
BELIECTR, NEpeyrclIeHHbIX B pasjene 6.1;

- Muactenus (Mepro/L IeUeHHs ):

- [opakeHus re4eHm;

- JleTckuii Bo3pact 10 6 Jer.

4.4 OcoOble YKAa3aHHUSl H MePbl NMPe10CTOPOKHOCTH

HPH rMneyeHOYHOM HeJoCTaTOYHOCTH 103y CHHIKAKOT.

DHTepo61o3: BO M30€KaHWE MOBTOPHOTO 3apaKCHMA HEo6X0AMMO CTporo coboaTe MpaBHia
FMIHEHBI: €XKeIHEBHO MbITh aHAIBHYIO 06/1acTh, YMCTHTb HOTTH HECKOJIBKO pa3 B JCHb, JACTAM
KOPOTKO CTpHub HOFTH. HeoGX0MMO peryisipHO MEHATE MOCTETHHOC H HIIKHES BeJibe, He JIONyCKaTh
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pacyechbiBaHUs obnacrtu MMPOMENKHOCTH. PCKOMQHD,}/ETCH OJHOBPEMEHHOEC JICYEHHE BCEX YJICHOB
CEMbH, MOCKOJbLKY 3apaxKeHue 4acTo MpoTeKacT 0ecCUMMTOMHO.

ITOT NeKapCTBEHHBIH Npenapar CoAepiKUT a30KpacuTe/lb «conHeunblit 3akam» kentelt FCF (E110)
1 MOJKET BbI3bIBaTh AJJIEPrUUECKUE PEaKLIUK.

ITOT NeKapeTBeHHbIH npenapar coAepKuT 1,53 Mr Hatpus B | TabneTke, 4TO IKBUBAICHTHO 0,075%
ot 2 T - pekomeHyemoii BO3 makcuManbHoii cyTouHOM 103bl NOTpeONeHUs HATPHS IS B3POC/IOTO
Ye/IOBEKa.

4.5 BzaumojaeiicTBHe ¢ JAPYIHMH JIEKAPCTBEHHbLIMH TIpenapatamMH H Apyrue
BH/1bI B3aUMO/1€HCTBHS

[TunepasiH W NUPAHTEN WMEIOT AHTArOHMCTHYECKHE MEXaHM3Mbl JICHCTBHA M HE JOJIKHDI
NPUHUMATBCSA BMECTE.

OJHOBpEMEHHOE NpUMEHEHHe MUpaHTena ¢ TEOGHUITMHOM MOKET NPHBECTH K MOBBILICHHIO
KOHLEHTPALMK Teo(HILIMHA B T171a3Me KPOBH.

4.6 @epTHABLHOCTb, 0€PEMEHHOCTD H JIAKTALNS

bepemMeHHOCTh:

WUccreoBanns penpoayKTHBHOW TOKCHYHOCTH Ha SKMBOTHBIX HE CBMICTCJBCTBYIOT O HATM4MH
NPSMBIX WM HEMPAMbIX BPeHBIX 3((peKToB (CM. pasjen 5.3).

Mo MUMEIOLIMMCS JaHHBIM, BELLECTBA, BbI3bIBAIOLIME MOPOKH PA3BUTHA Y JIHOJIEH, BCET/1a NpoABIAIN
TeparoreHHbie 3pMeKThl M Y KUBOTHLIX B [IPOBEACHHBIX HCTBITAHUAX. [To pe3yibTaram NpoBeieHHbIX
70 HACTOALLErO BPEMEHM KIMHWYCCKMX WCCIEN0BaHMi He OOHapyKEHO 1epOPMUPYIOLLETO HITH
derorokcuyeckoro aeiicteus. OaHaKko, MOHHTOpHHTA GepeMEHHOCTEH, PH KOTOPLIX MPUHHAMAICA
MUpaHTesl, HEJ0CTATOYHO, YTODbI HCKIIOYMTH BCE PHCKH. [ToaToMy JAHHBIA J1€KapCTBEHHbIH
npenapat npUMeHAeTcs B Nepro/l 6epeMEeHHOCTH TOJIBKO B Caydae KpaiiHei HeoOX0UMOCTH.

KopmJjieHue rpyabro:
CpejileHUss 0 TMPOHMKHOBEHWH TMpaHTEna WM Cro mMeTaboMTOB B TPYAHOE MOJIOKO 4e/l0BEKa

otcyTeTBytoT. M3Geraiite nprema npenapara BO BpeMs rpy/AHOTO BCKApMIIMBAHHS, €C/TH B 9TOM HET
KpaiiHeil HeoOX0AMMOCTH.

DepTUIBHOCTD:
MccnenoBaHrMsi Ha JKMBOTHBIX [10Ka3ajd OTCYTCTBME BJMAHMA [pernapara Ha (epTUALHOCTD

JKMBOTHBIX 000MX 10JI0B (cM. paszaen 5.3).

4.7 BiausiHMe Ha CHOCOOHOCTH YNPABJIAATH TPAHCNOPTHLIMH CPEACTBAMH M
patoTaThk ¢ MEXaHU3MAMH

He npuMeHumo
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4.8 HexenaTelbHble peaKLHH

WMudopmalus 0 4acToTe HexkenaTe/bHbIX peaKkuuii NpHBOANTCA B COOTBETCTBMM CO CICAYIOUIMMH
KpuTepuamK: odeHb vacto (= 1/10), uacto (= 1/100, Ho < 1/10), neuacro (> 1/1000, no < 1/100).
peako (> 1/10000, o < 1/1000), ouensb peako (< 1/10000), yactora HenssecTHa (HEBO3ZMOIKHO
OLEHMTb HA OCHOBAHMM HMEIOLIMXCA AAHHBIX).

- Pedko: o CTOPOHBI eIy 104HO-KMILIEUHOr0 TPaKTa (aHOPEKCHs, TOLIHOTa, PBOTa, 00Jb B XKHBOTE,
auapest), HeGO0IbIIOE W NEPHOANYECKOE NOBBILIEHHE AKTUBHOCTH NEYEHOUHBIX TPaHCaMHHA3,

-Yacmoma ne uzgecmua: ToIOBHAA 6on b, TOJTOBOKPYHEHHE, aCTCHHA, KOJKHas ChllNb, HAPYLWEHHA CHA.

Coo0IIeHHUs 0 MOA03PEBAEMbIX HEXKEATEIbHbIX PeaKIIUAX

BaskHO cO0BIIATH O M10/103PEBAEMbIX HEYKeIaTeIbHbIX PEAKLIMAX M0C/]1€ PErHCTPALIMH JICKapCTBEHHOTO
rpenapata ¢ Ue/ibio obecrnedeHns HEeNnpepbIBHOrO MOHMTOPHUHIA COOTHOLUCHHA «NOMb3a — PHCKY
NeKapcTBEHHOro npenaparta. MenuuMHCKUM pabOTHMKAM PEKOMEHyeTcs coobwars 0 n0bIX
M0/103peBAEMbIX HEXKENATEebHBIX PEeaKUMAX JIEKapCTBEHHOrO Mpenapara 4epes HalHOHATLHbIC
cHeTeMbl  cooBlleHuil O HeKenaTeNbHbIX  PeakUMsX — rocyaapcTB-uieHoB  EBpasuickoro
IKOHOMHYECKOI0 CO3a.

Pecnybnuka benapych

220037, Munck, ToBapuiueckuii nep., 2-a

VIT «LleHTp 9KCNEpTH3 M UCNBITAHHH B 3/PABOOXPAHEHHHY

Tenedon otaena dpapmakonazopa: +375 (17) 242-00-29; daxe: +375 (17) 242-00-29

https://www.rceth.by

4.9 Ilepeno3upoBKa

M3-3a HW3KOIM CKOPOCTH BCACHLIBAHWA KOHLEHTpALlMs npenapara B 1171asMe KpOBH HU3Kad. Haxe
3HAYUTEbHAA MEPEeI03HPOBKA, KaK NMpaBujo, HE BbI3bIBACT MPU3HAKOB cepbe3HOil MHTOKCHKAIMH,
BO3MOIKHBI HE3HAUUTEIbHbIE PACCTPONCTBA NULIEBAPEHUS W JIETKHE, MPOXOAALLNE paccTpoicTBa ¢o
CTOPOHbI LIEHTPAIbHOM HEPBHOH CHCTEMBI (ACTCHWA, rOOBOKPYXKEHHE, FON0BHA oone). MHorna
Mepe/l03MPOBKa NPUBOAMT YBEJIMUCHHIO [EUCHOUHBIX TpaHCaMHMHA3 (AcAT). Cneunduueckoro
AHTHI0TA HET. PeKoMeHyeTcs Kak MOKHO paHblIC NMPOMbITh KETYA0K, a TAKKE Habo/IeHHe 3a
GYHKLMAMM JABIXAHHS W CEPAEUHO-COCYAUCTOH CHCTEMDI.

5. DPAPMAKOJIOT'MYECKUE CBOUCTBA

5.1 apmMaKoJHHAMHYECKHE CBOICTBA

MdapmakoTepaneBTHUeCKasi Tpynna: AHTUTE/NILMUHTHBIE Mpenaparbl. [lpenapaTbl As JICHCHHA
HemaTo/10B. [Ipon3BOHbIE TeTparuaponupumuainta. [upante.
Kox ATC: P02CCOI.

MexaHu3M JeldcTBHS
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[IupanTen sBAACTCS AHTUIEILMUHTHBIM CPE/ICTBOM. AKTHBEH B OTHOLIEHUH Enterobius vermicularis,
Ascaris lumbricoides, Ankylostoma duodenale w Necator americanus. [lupanten nedcTBYeT Kak
HEpPBHO-MbILIEUHBIH 610KATOp, N1apaNu3ys rellbMUHTOB M 00ECTIEUMBAET MX BbIBECHHE C (peKaNnAMH
BC/JEACTBHE MEpUCTANbTHKMA. [lMpaHTen aKTHMBEH B OTHOLIEHMH KakK [0J0BO3pEbIX, TaK M
HENOJ0BO3PEbIX (POPM UYBCTBHUTE/bHbIX IebMMHTOB. He jeHCcTBYET Ha JIMUMHKH Fe/IbMUHTOB B
CTaIMM MUIPaLIUK.

5.2 ®apMaKOKHHETHYECKHE CBOHCTBA

Abcopbuus
[TpakTHueckn He abcopOUpyeTes W3 Key104HO-KHILEYHOrO TPaKTa.

Pacnpeaenenne
[Mocne npuema BHYTPb YpOBeHb NupaHTena B niaasme MuHumaibhblid (0,05-0,13 mr/ima) u

JOCTUTraeTcsa B TCHCHUEC OT [-ro 10 3-x 4acos.

BeiBenenue
Bonee 50% neKapcTBEHHOrO Mpenapara BhIBOAWTCS C KAlOM B HEM3MEHEHHOM Buje. Meuee 7%

BBIBOJMTCA C MOYO# B HEM3MEHEHHOM BUJE U B BH/e MeTabOJIMTOB.
JlekapcTBeHHBII NpenapaT He BbI3bIBAET OKpallliBaHHe Kaja.

5.3 JlaHHble JOKJAHHHYECKOH 0e3011aCHOCTH

[upantena smGoHaT 001aaeT HU3KOH TOKCHYHOCTBIO, YTO ObINO MPO/IEMOHCTPHPOBAHO B
HCC/IIOBAHMAX TOKCHUHOCTH [IPH BBEAEHHH OJIHOKPATHO# /103bl y %UBOTHBIX (LDS0 > 2000 mr/kr y
KpblC, MblLLIEH U CODAK).

WceeioBaHusi TOKCHYHOCTH NMOBTOPHBIX J103 NWpaHTena smOoHaTa rnpu nepopaibHOM NpUMEHCHHH
B TeucHue 13 HeaeNb NMPOBOMMIKCH HA Kpbicax M cobakax. Y KpbiC HaO/II0AAN0CH 3HAYMTCILHOC
CHIKEHHE KOHLIEHTPALIMK XJTOPH/IOB B 11a3M€ W KOHLEHTPALIMK IVHOKO3bl B KPOBH NP CAMBIX HH3KHX
TecTHpyeMbIX 7103aX (35 Mr 1 105 Mr UpaHTela OCHOBAHHS /KI/ICHb). VY cobak, nojy4aBlInux Te ke
10361 35 mr, 105 mr u 210 Mr nupanTesia OCHOBaHMsA /Kr/aeHb (5 aHeH B Heae0), HabJ1o1anoch
yBEJMUEHHE AKTHBHOCTH MEYEHOYHBIX (DEPMEHTOB TOJLKO MPH CaMbIX BBICOKMX J03aX (NOEL
onpe/ieNieH NpH 35 Mr NUPaHTe/1a OCHOBAHHS /KI/1eHB).

Umetolmecs AaHHbIe UCTIBITAHUI € APYTOil COUbIO, NUpaHTe1a TApTPATOM, MOKa3bIBAIOT OTCYTCTBHC
MYTareHHOCTH B OTHOLIEHMH HEKOTOPBIX LWITAMMOB Salmonella Typhimurium B Tecre Diimca.
JlaHHbIE O MyTareHHOM M reHOTOKCHYECKOM NOTEHLMae n1panTena sMO0HaTa OTCYTCTBYIOT.

Her COOTBETCTBYHOIIMX JIAHHBIX U1 OLEHKH KaHLEpOreHHOro noTeHuHalia MupaHTesa ymboHaTa.

B uccnej0BaHMM penpoayKTHBHOCTH W TAKTaLMK KPbICaM 1aBajii NEPOPAILHO 103bl COJIH ITHPAHTEIA
smBoHaTa, JKkBUBajeHTHbIe A03am 0 mr, 9 mr u 90 mMr nupanTena oCcHOBaHMUS/Kr/neHsb, 3a 14 nHei 1o
crnapuBaHus, BO Bpems 6EpeMEHHOCTH M 10 OTIYHEHHA 10 NPUIIIOAA. Pasnuumii MexK 1y KOHTPOJLHOH
M WCCleyeMOoi rpynnamu ¢ TOYKH 3peHHA nokasareseil (EpTUIBLHOCTH, JKM3HECNOCOOHOCTH M
JIAKTALME OTMEUEHO He ObLI0, B TOM YMCIE NMPH MPUMEHEHUH MAKCHMalbHOH TECTUPYEMOH J103bl,

paBHO#i 90 MI MUpaHTeNa OCHOBAHMS/KI/ I€Hb.
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B MccefoBaHMM HA KPOJIMKAX YBEJMYEHME YAacTOThI CaMOMPOM3BOJIbHBIX abopToB HadMOAANOCH
nocjie npuMeHeHus 9 mr u 90 Mr nupatTena 0OCHOBaHUA/KI/I€Hb MEK Y 7 1 17 nHAMM OEPEMEHHOCTH.
O BAMSAHUM HA NJ07 He coo01anock A0 103bl 90 Mr/Kr/1eHb.

V meieit NMRI npumeHeHue nupanTesia naMmoara BbI3biBajio YAJIMHEHHC NEproa OepeMEHHOCTH U
yMeHbIIEHHe pa3Mepa MoMeTa Npu NPUMEHEHHMH B Havale OepeMEHHOCTH, W YBEIHUEHME Hucia
MEpTBOPOKICHHBIX MPU MPUMEHEHHH B KOHLE OEPEMEHHOCTH.

6. DPAPMALIEBTUYECKHUE CBONCTBA

6.1 IlepeveHsb BenoMoraTe/ibHbIX BellleCTB

[IpeskenaTHHU3UPOBAHHbIH Kpaxmai
[ToBuaoH

Kpockapmennosa Hatpus

Maruus creapar

CEIMU®UIIM™ 002*
CEIUCIIEPC ™ AP3065 sentbiit**

*Cocras CEITUOUIIM ™ 002:
['unpomennosa

Llennono3a MUKpOKpHCTaJIMUECKas
Makporona 8 creapat v |

**Cocras CEITUCITEPC™ AP3065 skenThlid:
[Iponuaenriukob

["'unpomerniosa

Turana anokeun (E171)

Kpacurens «conHeutblii 3akam wentsiid (E110)
Boaa ounuieHHas.

6.2 HecoBMeCTHMOCTH

He npumeHumo

6.3 Cpok roanoctu

3 roja.

6.4 Ocobbie Mepbl Pe10CTOPOKHOCTH MPH XPaHEHHUH
XpauuTh npu Temneparype He Bbiie 25°C.

6.5 Xapakrtep H cofepAKaHHe NePBHUHOI YTAKOBKH
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[lo 6 Tabnerok B [IBX/antoMmuHueBom Giucrepe.
OnuH GaKUCTEp € MHCTPYKLMEH MO MPUMEHEHHIO B NaYKe KapTOHHOHM.

6.6 Ocobbie Mepbl NPeIOCTOPOKHOCTH NMPH YHHUTOKEHHH HCMO/IB30BAHHOIO JIEKAPCTBEHHOI0
penapaTta WJH OTXOJA0B, MOJYYEHHBIX M0C]Ae MPHMEHEHHS JeKapCTBEHHOro mpenapara, u
APYrHe MAaHHMYJISUHH € IPenapaTom

HeT ocoObix TpeboBaHUIl K yTHIU3ALMH.

Beck ocTaBuumiics NeKapcTBEHHBIA npenapar U OTXO0/ibl CIEAYET YHUYTOXKHUTH B yCTAHOBJICHHOM
nopsiKe.

6.7 YcaoBus oTnycka

[lo peuenty Bpaua.

7. IEPXKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHHA

JIABOPATOPUSI MHHOTEK MHTEPHACHOHAJIb
22, aento Apuctua bpuan, 94110 Apkeil, @paHums

7.1 lpeacraBuTe/b AepRATE/Ns PErHCTPALIHOHHOIO Y10CTOBEPEHHS
[TpeTen3uun noTpebuTeneii HaNpapaTh N0 aapecy:

IMpencrasurensetBo AOVYT «Laboratoire Innotech International» (®@panuysckas Pecnybnuka) 8
Pecnybauke benapychb

yi. JleBkoBa, 1.43, oduc 313

220007, r. MMHCK,

ten./ daxc: +375 17 336 05 99

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUAI

Ne 558/94/2000/04/05/10/12/15/18/21

9. JATA INEPBUYHOMU PETUCTPALIUH (MOATBEPXKIAEHHUA
PETUCTPALIMU, IEPEPET'MCTPALIUN)

Jlata nepeuyuHoii peructpaunu: 27 anpens 2000r.
JlaTa nocieaHero MoATBEPIKACHUS PEruCTpaLlu (nepepeructpaunn): 13 aupaps 2021r.

10. IATA IEPECMOTPA TEKCTA

24.08.2023




