OBIIASA XAPAKTEPUCTHUKA JIJEKAPCTBEHHOT O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT O ITPEITAPATA

I'epOuoH mrom, 35 Mr, TabJaeTKH 11 paccachIBaHUS

2. KAYECTBEHHbIN M KOJTMYECTBEHHbBIIA COCTAB
AKTHBHBIA KOMIIOHEHT: IUTIOIIa OOBIKHOBEHHOTO JIUCTHEB KCTPAKT CYXOH.
Kaxnas Tabnerka comepxur 35 Mr muiomia OOBIKHOBEHHOI'O JIUCTHEB JKCTpakTa cyxoro (5-
7,5: DL
! Ihmoma oOBIKHOBEHHOTO JIMCTHEB SKCTPAKT CyXOH MpOU3BOAAT M3 ILmoma oOBIKHOBEHHOTO
muctheB (Hedera Helix L., cemelictBa Apanuesnix (Araliaceae)).
CoOTHOIIIEHHE KOJMYECTBA JEKAPCTBEHHOTO PACTHUTEIBHOTO CBIPbsI K KOJUYECTBY HMCXOJHOTO
sKcTpakTa: 5-7,5 : 1. DkcrpareHt: aTanou (cnupt 3TUI0BbIH) 30 % (M/M).
BcrnomorarenbHble BelecTBa, HAJIMYME KOTOPBIX HAZ0 YUYMTHIBATh B COCTABE JIEKAPCTBEHHOTO
npernapara: H30MajibT, OyTHITHAPOKCUAHU301 (CM. pa3zensl 4.3., 4.4.).

IlonHbIit NEpCUCHL BCIIOMOTAaTCIIbHBIX BCHICCTB IIPUBCACH B pa3JiCiIiC 6.1.

3. JJEKAPCTBEHHASA ®OPMA
TabneTku AJIs1 pacCaCbIBaHUA.
prr.]lble TaOJETKH CO CKOIICHHBIMU KpasgMu ¢C HICpOXOBaTOﬁ MOBCPXHOCTBIO OT CBCTJIO-
KOpPUYHCBOTO OO0 KOPUYHCBOI'O IIBCTA. Z[OHYCKaeTCH HaJIU4Hue BKpaHJIeHI/Iﬁ OT JXKCJIITOTO 10
KOpPUYHCBOTO M[BCTA, CBCTJBIX IMATCH, HAJIWYUC IIY3BIPbKOB BO3yXa W HC3HAUUTCIIbHAA

HCPOBHOCTH KPAcCB.

4. KNIMHUYECKUE JAHHBIE
4.1. IToxazaHusl K NPUMEHEHHUIO
[IpenapaT nmoka3aH K NPUMEHEHHMIO y B3pOCIBIX M J€T€l B Bo3pacte oT 6 et no 18 ner B
KAaueCTBE OTXApKHUBAIOLIETO CPEICTBA B KOMIUIEKCHOM TEpaluu OCTPBIX M XPOHUYECKHX
BOCMAJIMTEIbHBIX 3a00JI€BaHUN JbIXATENbHBIX IYyTeH, CONMPOBOXKIAIOMIMXCS KallJleM ¢
TPYAHOOTAEIAEMON MOKPOTOM.
4.2. Pesxum 103MpOBaHuUs U CNIOCO0 MPUMEHEHUSs!

PexxuMm go3upoBaHus

B3pOCJ'IBIe, MOXUJIBIC MAIIUCHTBI U IOAPOCTKH B BO3PACTEC OT 12 mer u crapue — 1 Tabnerka HJIs
paccacblBaHUA 3 pa3a B ACHb.

Kpr JIeYeHus — 7 JHEl. HpOBe)IeHI/IC MNOBTOPHOT'O KypCa BO3MOXHO I1I0 pCKOMCHAAINU Bpada.



eTH
Pexum no3upoBanus y geredt B Bo3pacte oT 6 set 1o 11 jer — 1 Tabnerka ans paccachblBaHHS
2 pa3a B JI€Hb.
[Ipenapar B 1aHHON JEKapCTBEHHOH (opMme He cielyeT HazHayaTh AETAM B Bo3pacte oT 0 110
5 7eT B CBA3M C HEBO3MOXHOCTBbIO OOECIEUUTh PEXHUM J03UpoBaHUs. Jlpyrue JiekapcTBEHHbIE
(dbopMbI (CHPOIT) MOTYT JIy4llle yI0BIETBOPATH MOTPEOHOCTH JAHHOM TPYIIIBI.
Kypc neuenns — 7 nueid. [IpoBenenne NoBTOPHOTO Kypca BO3MOKHO 110 PEKOMEHAlMK Bpaya.

Cnoco0 nnpuMeHeHus

Tabnerky cnemyeT paccacbiBaTh BO PTY A0 MOJHOTO pacTBOpeHus. TalneTku i paccachlBaHUs
HE clielyeT IPUHUMATh HETOCPEACTBEHHO J0 MJIM BO BpeMs ITpUeMa IMUIITH.
B nepuon neuenus mpemapatom ['epOMOH IUTION] PEKOMEHIYETCS YMOTPEOSATh IOCTATOYHOE
KOJINYECTBO KUAKOCTH B TEIUIOM BHJE (BOJA, yail W Ap.), HO HE Cpa3y IOCJIe PaccachIBaHHS
TaOJIETKH.
4.3. [IpoTuBONOKA3aHUA

e [Umep4yBCTBUTENBHOCTh K IUIIOIA OOBIKHOBEHHOTO JIUCTHEB IKCTPAKTY CYXOMY HIIM K

JM000MyY M3 BCIOMOTaTeNbHBIX BELIECTB, IEPEUNCIIEHHBIX B pa3zaene 6.1.

e [Unep4yBCTBUTEIBHOCTh K PACTCHUSM CEMEWCTBA apalieBhIX.
4.4. OcoOble yka3aHus 1 MepbI PeJ0CTOPOKHOCTH NPH IPUMEHEeHUH
C 0CTOPOKHOCTBIO CIIEAYET IPUMEHSTH MIpenapar Npu TracTpUTe, S3BEHHOM O0JIE3HH KelTy/IKa.
He cnenyer npunumars npemnapat ['epOHoOH IUTION] B 103aX, MPEBBIIIAIONINX PEKOMEHI0OBAHHBIE.
IIpu 3a0oneBaHMSX OPraHOB JbIXaHUS, COMPOBOXIAIOUIMXCS 3aTPYIHEHHBIM JbIXaHUEM,
JMXOPAJAKOH, JUIMTENbHBIM KalllZIeM WM MOKPOTOH C TPUMECHIO KPOBH, HEOOXOAMMO
HEMEJJICHHO 00paTUThCS K Bpady.
ITpu orcyrctBuM >ddexra Ha (oHE JIeUeHUs MpernaparoM B TeUeHHE 7 JAHEH WM yXYIIIEeHUH
COCTOSIHUSL HEOOXOTUMO 0OPaTUTHCS K Bpauy.

BcnomoratenbHbI€ BEIIECTBA

Hzomanem

[Ipenapat ['epOuoH oI, TabIETKH Il paccachlBaHus, ColepKUT nzomansT (tTun M) (E953).
1 Tabnerka I paccacblBaHMA COAEPXKUT 2447,5 Mr mzomanbTa. OTO CleAyeT YYHUTHIBATh
NalMeHTaM € PEJKO BCTPEYAroIEeiCsl HaClIeICTBEHHOW HEMEPEeHOCUMOCThIO (PPYKTO3BI.
Bymunzuopoxcuanuszon

B cocraB mpemnapara Bxomaut Oyruiaruapoxkcuanuzon (E320): BO3MOXKHBI MECTHBIE KOXKHBIE
peakiuu (HarpuMep, KOHTaKTHBIM JepMaTHUT) WU pa3fpakeHue I71a3 U CIIM3UCTBIX 000JI0UeK.
4.5. BzammopeiicTBHe C JAPYIMMH JICKADCTBEHHBIMH IIpenapaTaMM H Jpyrue BHABI

B3aNMOIeHCTBUA



Het cooOmiennii o JiekapCTBEHHOM B3aWMOJCWCTBUM Tpemnapara [epOHoH IUTIONI ¢ APYrUMU
JIEKapCTBEHHBIMH cpelcTBaMu. llpemapaT He chneayeT MNPUMEHATb OJHOBPEMEHHO C
MPOTUBOKAIUIEBBIMHU JIEKAPCTBEHHBIMH CPEJICTBAMHU, MMOAABISIIOUIMMHU KallleJb, TaK KaK 3TO
3aTPYAHSIET OTXOXKECHUE Pa3KUKEHHON MOKPOTHI.
4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JJAKTALMS

bepeMEeHHOCTh U JIaKTallus

be3onacHoCTh npu 6epeM€HHOCTI/I U B IICPUOJ I'pPyAHOI'O BCKapMJIMBaHHA HC YCTAHOBJICHA. B
CBA3H C HEAOCTATOYHOCTHIO JaHHBIX I10 0e30IMacHOCTH MNPUMCHCHUA CYXOT'O 3KCTPAKTa JINCTHCB
IJIroma 'y 6CpeMeHHBIX JKCHINWH W B IMNCPpHUOA TI'PyAHOTO BCKapMJIMBaHHA, Hpcrapar Fep61/10H
IUTIOHL HE PEKOMCHAYCTCA I IPUMCHCHUA B YKA3aHHBIX I'PYyIIIax MalluUCHTOB.

DepTUabHOCTE

JlaHHBIE O BIMSHUU Ha (PEPTUIBLHOCTH OTCYTCTBYIOT.

4.7. Biausinue HA CHOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMHU CPEACTBAMH M padoTaTh ¢
MeXaHU3MaMH

Her pnanHbIXx o0 BausgHUM npenapata ['epOMOH IUIION] HAa CIIOCOOHOCTH  YNPaBIATH
TPAHCHIOPTHBIMHM CPEJICTBAMM U MEXaHU3MaMM, TPEOYIOIIMMHU MOBBIIIEHHONH KOHLIEHTPAIH
BHUMaHHMS U OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUH.

4.8. HexxennaTesibHbIE peakuu

Pe3roMe HexenaTeabHbIX PeaKIIui

Hapywenus co cmoponst ummynHot cucmemvl: BOBMOXKHBI aJUIEPTUYECKUE PEAKLIUN U PEAKIIU
WHANBUAYATbHON HETIEPEHOCUMOCTHU (KOXKHAS ChITb, KOXKHBIN 3y, OJbIIIKA, aHA(PUIAKTUYECKas
peakius).

Kenyoouno-kuuieunvie Hapyuiernus: TOITHOTA, PBOTA, TUapest (4acToTa HEU3BECTHA).

COO6IJ_ICHI/IC 0 TOA03PECBACMBIX HCKCIATCIbHBIX PCAKIINAX

BaxHo coo0mare O MOA03peBaCMbIX HEXKEJIATENbHBIX PEAKIUAX IOCIe PErucTpaIiu
JIEKapCTBEHHOI'O Tpenapara ¢ LeNblo 00ecreyeHns HeMPepbIBHOIO MOHUTOPUHIa COOTHOILICHHS
«I0JIb3a — PHUCK» JIEKaPCTBEHHOTO Mpenapara. MeIuIUHCKUM pPaOOTHUKAM PEKOMEHAYeTCs
coo0maTe O JIIOOBIX MOJO3PEBACMbBIX HEXKENATENbHBIX PEaKIMAX JICKapCTBEHHOI'O Ipernapara
yepe3 HallMOHAJIbHBIE CHCTEMBI COOOIICHUS O HEXKEIATENbHBIX PEAKLHUSIX IOCyJapCTB — YICHOB
EBpa3uiickoro 5KOHOMUYECKOIO COI03a.

Poccuiickas ®edepayus

109012, r. Mocksa, CnaBsiHckas 1L, 4. 4, cTp. 1

denepanbHas ciyx06a 1o Haa30py B cepe 3ApaBOOXpaHEeHUs

Ten.: +7 (800) 550 99 03

Anpec 371. moutsl: pharm@roszdravnadzor.gov.ru



Be6-caiit: https://roszdravnadzor.gov.ru

Pecnybauxa bBenapyco

220037, r. Munck, ToBapuieckuii nep., a. 2a

VII «LleHTp dKCnepTu3 U UCHBITAHUHI B 31PaBOOXPAHCHUN
Ten.: +375 (17) 242 00 29

daxc: +375 (17) 242 00 29

Anpec 311. mouthl: repl@rceth.by

Be6-caiit: www.rceth.by

Pecnybnuxa Kasaxcman

010000, r. Acrana, paiion baiikoHnslp, yin. A. Imanosa, a. 13, BIl «Hypcayner 2»

PI'TI na IIXB «HaumoHanpHbBIA LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX

HU3JICTUIY Komurera MCIUIMHCKOIO H (bapMaueBTqucxor O KOHTPOJA MI/IHI/ICTepCTBa

3npaBooxpanenus Pecriyonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 31. noutsl: farm@dari.kz

Be6-caiit: www.ndda.kz

Pecnybonuxa Apmenus

0051, r. Epesan, nip. Komuraca, 1. 49/5

I'HKO «LleHTp 3KCIIepTU3bI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIOTUM»
Ten.: (+374 10) 20 05 05, (+374 96) 22 05 05

Anpec 371. mouThl: vigilance@pharm.am

Be6-caiit: http://www.pharm.am

Kuipevizckas Pecnybnuka

720044, Yyiickast obnacts, r. bumikek, ya. 3-s Jluausg, 1. 25
JlemapTaMeHT JeKapCTBEHHbBIX CPEACTB U METULIMHCKUX U3J1EIUN
Ten.: +996 (312) 21 92 86

Anpec 311. noutsl: pharm@dlsmi.kg

Be6-caiit: https://www.dlsmi.kg

4.9. Ilepeno3upoBka

CHUMIITOMBI

ITpu mpueme OonpmMX 103 (B TpU pas3a MPEBBIIIAIONNX PEKOMEHIOBAaHHbIE CYTOYHBIE J03bI)

MOJKET Pa3BUTHCS TOLIHOTA, PBOTA U AUAPESL.
Jleuenue

OrmeHa Inpenapara, CUMIITOMATHYCCKAA TCPAIIU.



5. ®APMAKOJIOTHYECKHUE CBOHMCTBA
5.1. ®apmakoaMHAMHYeCKHe CBOMiCTBA
dapmakoTepaneBTU4YeCKas TIpyIa: IIpenaparsl, NPUMEHsAEMbIe I[PH Kalule U IMPOCTYAHBIX
3a00JIeBaHUAX; OTXapKUBAIOIIME CPEJCTBA, KpPOME KOMOMHAIUil C NPOTUBOKAILIEBBIMU
CpEICTBaMU; OTXapKUBAIOLIUE CPEICTBA
Kog ATX: ROSCA

MexaHu3M AeUCTBUS U d)aDMaKOHI/IHaMI/I‘leCKI/Ie B(bd)eKTLI

Pacturenbubiii mpenapaT oT Kauwis. OkKa3blBaeT OTXAapKUBAIOIIEE, MYKOJIUTUYECKOE U
Oponxocnazmontuueckoe neicTBue. CHMKAET BSA3KOCTH MOKPOTHI W CIIOCOOCTBYET €€
OTXOXKJICHHUIO.

5.2. apmakoKkMHeTHYECKHE CBOHCTBA

[Ipemapat mpencraBisieT cOO0OM CyXOW SKCTPakT JHUCThEB IUTIONMIA U COACPKHUT KOMILIEKC
OMOJIOTMYECKH aKTUBHBIX BEIIECTB (TPUTEPIICHOBHIC CATIOHWHBI), B CBSI3U C Ye€M IPOBEICHUE
(hapMaKOKUHETHUECKUX HCCIEAOBAHUN HE MPEACTABISETCS BO3MOKHBIM.

5.3. JlaHHbIE JOKIHHHYECKOH 0€30I1aCHOCTH

B nokivMHHYeCKMX JaHHBIX, MOJYYEHHBIX [0 pe3ylbTaTaM CTaHAAPTHBIX MCCIEIOBaHUM
dapmakomorndeckoi  06€30MacHOCTH, TOKCUYHOCTH TPU  MHOTOKPAaTHOM  BBEJICHUH,
F€HOTOKCUYHOCTH, KAHIIEPOT€HHOrO0 MOTEHLMAaNa, PENpPOAYKTUBHOM M OHTOT€HETUYECKOU

TOKCHUYHOCTH, 0COOBIH BpCa AJId 4CJIOBCKA HC BLIABIICH.

6. ®PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcmoMoOraTe/ibHbIX BelIECTB
Wzomanst (Tum M) (E953)
Jlumonnas kucnora (E330)
Cykpano3za (E955)
ApoMaTH3aTop KapaMelbHBINA: HaTypajdbHOE BKycoapomarhdeckoe BemiecTBo (natural flavoring
substance), Bkycoapomaruueckuii npenapar (flavoring preparation), nponunenriukons (E1520),
BOJIA
ApoMaTH3aTop LUTPYCOBBIN: HaTypajbHOE BKycoapomaTuuyeckoe BemiecTBo (natural flavoring
substance), Bkycoapomartuueckuii mpemnapat (flavoring preparation), OyTHJITHIPOKCHAHU30JI
(E320)
MsTBI IEPEYHON JIUCTHEB MACIIO
6.2. HecoBmecTumMocCTH
Henpumenumo.

6.3. Cpok romHocTH (CPOK XpaHeHMs)



3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHHH

XpaHuTh IpU TeMIepatype He Boiiie 25 °C, B OpUruHaabHON yrakoBKe (OucTep).

6.5. Xapakrep u coaep:kaHue NEPBUYHOH YIIAKOBKH

ITo 8 Tabnerok B Onmcrepe uM3 KoMOMHUpoBaHHOro Mmarepuana IIBX/mommstunena/IIBJAX -
(boabru aNTOMUHUEBOMH.

ITo 1, 2, 3,4 unu 5 G1UCTEpOB BMECTE € JIMCTKOM-BKJIA/IBIILIEM ITOMELIAIOT B TAUYKY KAPTOHHYIO.
He Bce pa3mepsl yriakoBOK MOT'YT OBITh IOCTYIIHBI JUIS PEeaIH3aliH.

6.6. OcoOble Mepbl MPEAOCTOPOKHOCTH MNPH  YHUYTOXKEHHH  HCIOJb30BAHHOIO
JIeKAPCTBEHHOr0  Mpenapata WM OTX0A0B, TNOJYYEHHBIX TIOcjde TNPHMEHEeHMs
JIEKAPCTBEHHOI0 NMpenapara, ¥ Ipyrue MaHUMyJISIHH C IPenapaTomM

Het oco0bIx TpeOOBaHUM K YTUIU3ALUH.

7. AEPKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA
CnoBenus
AO «KPKA, n.1., HoBo mectoy, [lImapbemnika necra 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
®axkc: +386 7 332 15 37
Anpec 31. noutsl: info@krka.biz
7.1. IIpeacTaBuTeNb AEPKATESA PETrHCTPANMOHHOIO YI0CTOBEPEHHA

IIpereH3un HOTDCGHTCHeﬁ HalmpaBJIATH 110 agpeCy:

Poccuiickas ®@edepayus

000 «KPKA-PYC», 143500, MockoBckas 061., r. Mctpa, yn. MockoBckas, 1. 50
Ten.: +7 (495) 994 70 70

daxc: +7 (495) 994 70 78

Anpec 311. noutsl: krka-rus@krka.biz

Pecnybauxa Benapyco

[IpencraButenpctBo AkmuoHepHoro obmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnyonuka Cnosenusi) B Pecniy6niuke benapyce

220114, r. MuHnck, yn. @unumoHnoBa, 1. 2507, oduc 315

Ten.: 8 740 740 9230

®axc: 8 740 740 9230

Anpec 31. moutsl: info.by@krka.biz

Pecnybauxa Kazaxcman

TOO «KPKA Kazaxcran»



050040, r. Anmatsl, Mukpopaiion KOKTEM-1, nom 15A, oduc 601

Ten.: +7 (727) 311 08 09

Anpec 311. noutsl: info.kz@krka.biz

Pecnybnuxa Apmenus

IIpencraBurensctBo «Kpka, 1.1., HoBo mecto» B PecnyOnuke ApmeHus

0001, r. EpeBan, yn. Hanbaunsu, n. 106/1 («CAAT-HOBA» BUBHEC-HEHTP), oduc 103
Ten.: +374 11 560011

Anpec 311. noutsl: info.am@krka.biz

Kuvipevizckas Pecnybnuka

IIpencraBurensctBo AO «KPKA, ToBapHa 3apasui, 1.4., HoBo mecto» B Keipreiscrane
720040, Yyiickast o6nacts, r. burikek, OynbBap DpKUHIUK, A. 71, 610K A

Ten.: +996 (312) 66 22 50

Anpec 31. noutsl: info.kg@krka.biz

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. JTATA IEPBUYHOM PETUCTPALIMH (IIOJATBEPKJIEHUA PETUCTPALIUU,
IHEPEPETUCTPAIIN)

JlaTa niepBOM perucTpanuu:

10. TATA IEPECMOTPA TEKCTA

0611_18.5[ XapaKTCpUCTUKA JICKAPCTBCHHOI'O  Ipfrapara Fep61/10H IOy J0CTyIlHa  Ha

I/IH(l)OpMaI_II/IOHHOM nopraje EBpEBPIfICKOFO O9KOHOMHUYECCKOro c¢Corw3a B I/IH(I)OpMaI_[I/IOHHO-

KOMMYHHUKAIMOHHOM ceTu «HTepHeT» https://www.eaeunion.org.



