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OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHHOT'O ITPEIIAPATA

COTITACCBAHO
MUHUCTEPCTBOM 34pA BOOXPAHEHUHA

PECTIVEIUKH BEVAPYCH ,
Hpuxas MiHUCTePeTER MiH10OXPAHEINT ¢

Zdidlglac)

1. HAMMEHOBAHHE JEKAPCTBEHHOI'O ITPEIIAPAT

Fep6uon® cupon nuroma

Hederae helicis folium S

2. KAYECTBEHHLIN Y KOJIMMECTBEHHBII COCTAB

1 MJI CHpOTIa COIEPYKUT 7 MI CyXOr0 9KCTPaKTa JTHCThEB [UIkoma (5 — 7,5:1).

PacTBOpHTEND [UIst IKCTPaKIUK: 3TaHoa 30% (M/M)

BeoMoraTebHble BEIeCTBA ¢ M3BECTHBIM JeHCTBIEM: XUAKHI (He KPUCTA/LTMYECKHH) copOUTON
(E420), sTanoun.

B 5 M cupona (1 MepHas noxka) cogepxurcs 0,5 Mr ataHona (KOMIOHEHT apOMaTH3aTopa ¢
3anaxoM Menuccesl) 1 1750 mr copburona (E420).

[TOJHBIHA CIIMCOK BCIIOMOTATEIBHBIX BEIIECTB CM. B ITYHKTE 6.1.

3. JIEKAPCTBEHHASA ®OPMA

Cupor.

CHpON XeNTOBaTO-KOPMYHEBOTO LIBETA CO CHENUPHIECKUM 3aT1aXxOM H BKYCOM.
JlonyckaeTcs HATMYUE 0CaIKa IPUPOJHBIX BELIECTB.

4. KJINMHUYECKHE JAHHBIE

4.1 Iloxa3zaHusl K IPHMEHEHHIO

Tep6uor® cupon mmoma — JIEKapCTBEHHOE CPEACTBO PACTHTENHHOTO MPOHUCXOXACHHA, KOTOPOE
NPHMEHSETCS B KAUeCTBE OTXapKHBAIOMIEr0 CPEACTBA B KOMIUICKCHOH Tepami OCTpBIX
pecnupaTopHbIX 3a00IeBaHUH, CONPOBOXKAAIOIIMXCS NPOTYKTHBHBIM Kalll/ICM.

4.2 PexuM N03HPOBAHHUS M CII0CO0 NPUMEHEHUSI

. PexxuMm no3upoBaHus
BspocisM ¥ fetam cTapire 12 ner: 5 - 7,5 ma (1 — 1,5 MepHO# JIOXKH) cHpomna /1Ba pasa B JICHb
(cootBetcTBYeT 70 — 105 MI CYXOr0 9KCTpPaKTa JTHCTHEB ILTIOIIA B ACHD).
Ileouampuyeckasn nonyiayus
Tletsim ot 2 10 5 net: 2,5 ma cupona (0,5 MepHOIt JIOKKH) [IBa pasa B I€Hb (COOTBETCTBYET 35 mr
CYXOTO 3KCTPaKTa JIMCTHEB ILTIOIIA B IEHB).
Jletsim ot 6 10 12 ntet: 5 mut cupona (1 MepHasi J1oxKa) 1Ba pasa B IeHb (COOTBETCTBYET 70 MI CyXoro
3KCTpaKTa JUCTHEB IUIIOIA B JICHB).
[Tpenapar NpOTHBOMOKA3aH AETAM MJajle 2 JieT.

EciM CHMITOMBI COXPaHSIOTCA B TEYCHHE HENECNH IOCIe Hayaja IpHeMa CHpOma, TO CICHyeT
IPOKOHCYJIbTHPOBATBCS ¢ BpavyoM. JIIMTENBHOCTH JICYEHHS ONpPENCNAeTCs BpadoM ¢ yHeTOM
ocobeHHOCTEH 3a00JIeBanu, JOCTHTHYTOro 3¢ deKTa i MEPEHOCHMOCTH JICKAPCTBEHHOTO CPEACTRA.

Iayuenmol ¢ HapyuieHuem QYHKYUY NeYerU W uny novex
ITanuenTaM ¢ HapyuieHneM QYHKIMH NTEYEHH M/MIM [IOYCK MPEXE YeM MPUHUMATD I'epbuoH cupor
TUTIOIIA, CIEAYET IPOKOHCYIbTHPOBATHCS C BPA4OM, YTOObBI ONPENEIMTD 103y Ipenapara

Cnoco® npuMeHeHHUs
Jlns mpueMa BHYTpb.
1 MepHas JI0XKKa COAEPXKHUT 5 MII cHpona.
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Fep6H0H® cUpOIN IUIIOIA NMPUHHUMACTCA BHC 3aBUCUMOCTH OT IIpH€Ma IIHIIH, ClenyeT n3berarb
npueMa Inpenapara B BEYEPHEC BpPEMA U HEMOCPEACTBCHHO NEPEA CHOM. PexoMeHI0BaHO 3allMBAaTh
JOCTATOYHBIM KOJIHYECTBOM TEIION BOJEL.

4.3 TIlporuBonoxkasaHus

- IloBblmeHHas YyBCTBHTEJIBHOCTh K KOMIIOHEHTaM Ipenapara, a TaKKe pacTeHUAM cemeiicTBa
apanueBbIX (Araliaceae).

- TlpueM JeKapCTBEHHOrO CPEICTBA IPOTHBOINOKA3aH NETAM [0 2 ner u3-3a OOHIEro pHCKa
YTSDKEJIEHHs CHMIITOMOB PECITHPATOPHOTo 3a00/IeBaHus H3-3a NPUEMA MYKOJIHUTHIECKUX JIEKApCTB.

4.4 OcoOble ykazaHusl ¥ MepbI IIPEA0CTOPOKHOCTH NIPH NPUMEHEHHH

Eciu Bo BpeMs MOpHEMa JIEKapCTBEHHOTO CPEACTBA CHMIITOMBI COXPAaHAIOTCS HJIH B CilyHac
YXY/IIEHHS COCTOSHUS (BO3HHKHOBEHHE OJIBIIKH, MOBBILICHAE TEMIEPATYPBl, HOABICHHE MOKPOTDI
C IIPUMECHIO THOS HJIM KPOBH), CJIEAYET HE3aMeUTUTENbHO IIPOKOHCYIbTUPOBATECS C BPAIOM.
CoBMECTHOE IIPUMEHEHHE C IPOTHBOKAIIEBBIMH CpPCACTBAMH, TAKHMH Kak KOJCHH HIH
nekcTpoMeTopdaH, He pEKOMEHAOBAaHO 6e3 MpeIBAPUTENBHOM KOHCYIBTAllMH C BPAtOM.

TTanueHTaM ¢ racTPUTOM HIIH S3BEHHOMN 6OJE3HBIO XKely Ka CleayeT COOIOaTh OCTOPOKHOCTD.

IIpumenenue y Oemeii
B ciyuae IIATETHHOTO MM BO3HUKAIOLIETO MOBTOPHO KalLid y peOeHKa B BO3pacTe 2-4 ner nepen
HavyajIoM JieueHUs HeoOXoAuMa KOHCYJIbTallMs Bpaya JJIs YTOYHEHHUS JUarHosa.

Baxxaag vHGOpPMAIHI 0 HEKOTOPBIX HHIPEAMEHTAX Npenapara

Tep6uor® cupon mmoma cogepxut copburon (E420). IanueHTam ¢ HEIEPEHOCHMOCTBIO (bpyKTO3BI
He clelyeT IPUHUMATh JaHHOE JICKAPCTBEHHOE CPEACTBO.

['ep6rOH CHpON ILIOIIA CONCPXHMT IJIMLEPUH, MOXCT BBI3BATh TOJOBHYIO 60Jib, PaccTPOHCTBO
XKeIyIKa U Juapero (TIOHOC).

B npemnapare coxepXXuTcs HEOONIBIIOE KOJIHIECTBO 3TAHOIA (cnmpra) - menee yeM 100 Mr Ha 103y 5
MJT CHpoTa.

4.5 B3auMmopgeiicTBHe ¢ JpPYrHMH JIeKapCTBEHHbLIMH HpenaparaMd H [ApyYrHe¢ BH/bI
B3auMoOAeHCcTBHSA
HeT maHHBIX O B3aMMOJAEHCTBHH C IPYTHMH JEKapCTBEHHBIMH CPEACTBaMH M IIPOTYKTaMH ITHTaHHA.

4.6 DepTHIABLHOCTH, 0EPEMEHHOCTh H JAKTALHA

FBepemennocme u nakmayus

Be3onacHOCTs NPHMEHEHH TpenapaTa npu 6€peMEHHOCTH U KOPMIICHMH IPY/IbIO HE yCTaHOBJICHA.

B cBS3M C OTCYTCTBHEM [AaHHBIX IIPHEM JICKAPCTBEHHOrO CPEACTBA BO BpEM OEpeMEHHOCTH H
JTaKTaIi¥ HEe PEKOMEHIOBaH.

DepmunbHOCMb

JlaHHBIE O BIMAHUU Ha QEPTUIBHOCTH OTCYTCTBYIOT.

4.7 BiusiHHe Ha CIIOCOGHOCTH YNIPABJSATH TPAHCIIOPTHBIMH CPEICTBAMH U paboTaTh ¢
MeXaHH3MAMH

VccnenoBanust o OLEHKE BIIHSHUS IPHEMa JIEKapCTBEHHOTO CPE/ICTBA Ha CIIOCOOHOCTD YNPAaBJIATH
aBTOMOOMJIEM U paboTaTh ¢ MEXaHH % HHH Ha CIIOCOOHOCTD YIPABJIATh

aBTOMOOHJIEM U pabOTaTh ¢ MEXaHMBMAVH-HE GOGRERIIONEx: o1 1t
PECIYBJIHKH BEJADYCH

IMpukas MURICTEDETBA JAPABOOXPALEILl | + o o i
4.8 HexeaaTeJbHbIe PEAKIHH | bocnysmirn Beanpron e
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HexenaTenpbHble  peakldH, BO3HHKAIOIKE MpPH  JICYCHHU Tep6uon® cuponm  IUIOWIA,

raccHGUUAPYIOTCS. B COOTBETCTBYIOIIME TPYNNBI IO CHCTEMaM OpraHoB ¥ B 3aBUCAMOCTH oT

4acTOTHl BOSHUKHOBEHHS:

- o4eHs yacto (>1/10),

- yacto (>1/100 no <1/10),

- HewacTo (>1/1000 mo <1/100),

- penxo (> 1/10000 mo < 1/1000),

- oueHs peako (< 1/10000),

- 4acTOTAa HEM3BECTHA (4ACTOTY OMpPEECTUTh HEBO3MOXXHO Ha OCHOBAHHH HMCIOLIMXCA

JIAHHBIX ).

YacToTa HeXENATeNBHBIX PeaKiuii IepeyrcIieHa 10 OTACIbHBIM CHCTEMAM OpPraHOB, B IIOPAIKE
MEHBIICHHS TSKECTH B KOKI0H KaTErOpUH I10 YacTOTe.

YacToTa HEM3BECTHA

Hapy1ieHus co CTOPOHBI HFMMYHHOH | a/iepruueckue peakuuu (KpamuBHHIA, KOXHAst ChIIlb,
CUCTEMBI OZBINIKA, aHaQHIAKTHYECKAs PeaKLHis)

Hapymenus GyHKIUH KETyI0YHO- | TOIIHOTA, PBOTA, JHApes

KUIIEYHOrO TPaKTa
B cityuae BO3HMKHOBEHHS OOGOYHBIX PeaKLiyif, B TOM YHCIIE HE yKa3aHHbIX B JAHHOH HHCTPYKIIHH,
CIEe/lyeT PEeKpaTUTh MPUMEHEHHE JIEKapCTBEHHOTO CPECTBA K 0OPAaTHTBCS K Bpady.

Coo6uieHse 0 noa03peBacMbIX HEXKEIATENbHbIX PEaKIUAX

BaxHo coofmarh O IIOJO3PEBAEMBIX HEXENATENBHBIX  pEaKIMAX II0CA€  PErHCTpalluH
JNIEKApCTBEHHOIO Ipemnapara ¢ IebI0 O0ECIeYeHUs HEeNMPEPhIBHOIO MOHUTOPHHIA COOTHOIICHHSA
«II0JIb3a-PHCKY» JIEKAPCTBEHHOrO Ipenapara. [IpocHM MeMIMHCKEX PabOTHHKOB coo0LIAaTh 0 TOObIX
TOJIO3PEBAEMBIX HEXeJaTeNbHbIX PEAaKIUAX JIEKapCTBEHHOIO IIpenapara 4epe3 HalHOHATbHBIC
CHCTEMEBI COOOIIEHHS O HEXKETIATENIbHBIX peakIusIX.

4.9 IlepexozupoBka

He cienyer npuHAMATH 0361, IPEBBINAIOIHE PEKOMEHIOBAHHBIC.

IIpu npueme 103, NPEBBIIAOIIAX CYTOUHYIO 103y Oosiee 4eM B 1Ba pa3a, BO3MOXHBI TOLIHOTA,
PBOTAa, IUapesi, BO30YXA€HHOE COCTOsHHUE. JleueHHe CHMITOMATHIECKOE.

Vi3BecTeH cilyuaii pa3BUTHS arpecCHBHOTO TIOBEICHHS H MAapEH Y YETBIPEXJIETHEro pebeHKa mocie
CITy4aifHOro TIpHeMa 3KCTPaKTa ILToIa B KoaudecTse 1,8 T pacTHTeNbHOM CyOCTaHIMH (uto
NpUMEPHO cOOTBETCTBYET 7 — 10 MEPHBIM JIOXKKAM I'ep6uona® cupona muomma).

5. ®APMAKOJIOrMYECKHE CBOMCTBA

5.1 ®dapmakoAHHAMHYECKHE CBOHCTBA
dapmakoTepaneBTUdeckas rpymma: Orxapkupatomue cpeactsa. Kog ATX [ROSCA12].

MexaHu3M JeHCTBUS HEM3BECTEH.
Fep6n0H® CHpOIN ILIOIa COACPIKHUT cyxof/i 3KCTPAKT JIMCTBEB MJIIOIIA, OCHOBHBIMH KOMITOHCHTaMH
KOTOPOTO SABJISIOTCA TPUTEPICHOBBIC CAlIOHUHBI, B OCHOBHOM I'€ICPaKO3U Cu anb(ba-re,uepHH.

COTJACOBAHO
5.2 ®dapmakoKHHeTHYeCKHE CBOHCTBRMUHNCTEPCTBOM BAPABOOXPAHEHN

PECHOYBIANKU BEITAPYCH
HaHHHe OTCYTCTBYIOT. MMpukas MUHMCTEPCTRA 31paBOOX palieHns

Pecnybaury Benapycsk
5.3 JlaHHble JOKJIMHHYECKOH (e30MacHOCTH R
o-XelepuH, P-XelepHH U 3-XeIEePHH, BBIICNEHHBIE M3 JIMCTA IULIOH] , HE npg_s_@mm MYTareHHOro
[OTEHIMaa B TecTe OHMca C HCIONB30BAHUEM IITaMMa, Sawonella typhimurium TA 98 ¢
axtuBanueii S9 umm 6e3 Hee.
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geze U7
Cyxo#f 3KCTpaKT JIMCTHEB IUIIOIIA HE MPOSBIAT MyTarcHHOCTH B TECTE DitMca co ImTaMMamu S.
typhimurium TA 97a, TA 98, TA 100, TA 1535 u TA102 ¢ mMerabosuueckoii akTuBaiueil wim Oe3
Hee.
Jlpyrue TeCTHl HA TEHOTOKCHYHOCTB, DEMPOAYKTHBHYIO TOKCHYHOCTh M KAHIEPOreHHOCTH HE
TIPOBOJIYITUCE.

6. ®APMALEBTHYECKHE CBOVICTBA

6.1 IlepeveHb BCIOMOraTeJbHbBIX BENIECTB

Bcnomozamenvible 6eujecmea: COpOUTON SKUIAKUI (HEKPHCTAITH30BAHHBIH) (E420), riuuepHH
(E422), varpus Gemsoar (E211), mumonHas kucnoTa MoHoruapar (E330), apomarusarop ¢ 3araxoMm
menucenl (coctouT U3 npommiennmkoins (E1520), stanona (E1510), Macna NWTPOHENIBI, LUTPAA
ex. Litsea cubeba, Macyia 1MMOHA M Macjia KOpHaH/pa), BOJa OYHIIEHHAs.

6.2 HecoBMecTHMOCTD
He npumenumo.

6.3 Cpok rogsoctu
2 rona
CupoI ClIeNyeT KCII0JIb30BaTh B TEYEHHE 3 MECAILIEB MOCIE BCKPBITHA ¢akoHa.

6.4 Ocobbie MepbI NPEAOCTOPOXKHOCTH NIPH XPAHEHHUH
He TpebGyeT 0coOBIX yCIOBHI XpaHEHHS.
XpaHHUTh B HEIOCTYIIHOM JUIA IETEH MeECTE.

6.5 Xapaxrep u coaepKaHHe MEPBHYHON YIIAKOBKH
150 M1 cHpoma B CTEKIAHHOM (JaKoHEe ¢ IUIACTHKOBOM KPBIIKOH, MEPHOH JIOXKOH M JIMCTKOM-
BKJIAJIbIIIIEM B KAPTOHHOM KOpPOOKe.

6.6 OcoGble Mepbl  NPEJOCTOPOKHOCTH  NPH  YHHYTOXKCHMM  HCIOJIB30BAHHOIO
JeKAPCTBEHHOTO IpENapaTa HJIH OTXO0A0B, MOJYYeHHBIX [0CJe MNPHMCHEHHS
JIEKapPCTBEHHOr 0 MPeNnapaTa Wil padoThbl ¢ HUM.

Het oco6bix TpeOGOBaHUM K yTHIM3AIMH.

Bech ocraBmmiics JIEKapCTBEHHBIM IpenapaT M OTXO[BI CIECAYeT YHHYTOXHMTb B YCTAaHOBJICHHOM

NopsAKe.

COTITACOBAHO
MHHUCTEPCTBOM 3/IPABOOXPAHE ;
6.7 YcaoBust 0OTOyCKa PECIIYBIHKY BEJLAPYCl ‘HHHZ
B penieTa Bpasa. Iprkaa Munerepersa 3ADPABOOX PAHCHUS |
PeenyBauun Benapyes i

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHHUS
KPKA n.1., HoBo Mecto, [TIMapbemka mecra 6, 8501 HoBo mecto, CroBeHus

IpeacTaBuTeIb A€PHKATEIs PErHCTPALMOHHOrO yaocToBepenus B Pecny6auke benapyce
IpencraBurenscTBo AxumoHepHoro Obmecta «KRKA, TOVARNA ZDRAVIL, D. D., NOVO
MESTO» (Pecniy6muxa Crnosenust) B Pecry6nuxe Bemapyck: yn. CypraHosa, 29 - 28, 220012, r.
Munck, Pecny6mixa Benapycs, + 375 17 290 05 11. E-mail: info.by@krka.biz.
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