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~OBINASI XAPAKTEPUCTUKA JIEKAPCTBEHHOT O IIPEITAPATA

1. HAHMMEHOBAHHME JIEKAPCTBEHHOI'O ITPEIIAPATA

COTJIACOBAHO

® MUHHCTEPCTBOM 3/IPABOOXPAHEHHS
I'epOuon® nom NacTuiaKy, 35 Mr PECILY BIIMKY BEJAPYCE

IIpukas MuHHCTEPCTBA 31PAaBOOXPAHEHUSA
Pecnybaukn Benapycs
Ne &29

Mescoynapoonoe nenamenmoeantoe Ha36anue. OTCYTCTBYET. or «

» -

2. KAYECTBEHHBII U KOJIUYECTBEHHBIN COCTAB

Kaxxnas macTHiIKa COAEPKUT 35 MI' CyXOro 3KCTpakTa JUCTheB IUTroIna (Hedera helix L., Araliaceae,
folium) (5§-7,5:1)

OxcrparedT: 3TaHon 30% (M/m)

BcnomozamenvHule sewjecmea ¢ uzeecmmuvim Oeticmauem

Kaxnmas mnactunka comepxutr 244750 wmr wusomanpruta (tun M) (E953) u 0,0006 wr
oytunrunpokcuanuzona (E320).

I[TonHBIM CIIHCOK BCIIOMOTAaTEIbHBIX BEIIECTB CM. B ITyHKTE 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TTacTuaxwu.

prTJ'ILIC IMaCTHJIKH CO CKOHICHHBIMH KpasdMH H IHepOXOBaTOﬁ IMOBEPXHOCTBIO OT CBETJIO-
KOPHYHEBOI'O 1O KOPHUIHEBOT'O LIBETA. IIOHYCKaIOTCSI HeOOJIbIIHE IIATHA, ITY3BIPBKH BO3JyXa U CJICTKA
CKOJIOTBIC Kpas, a TAKXKE NPUCYTCTBHE YACTHUIL OT XKEJITOT'O 1O KOPUIHEBOI'O IIBCTA.

4. KIMHHMYECKHE JAHHBIE

4.1 TIloka3aHus K NPUMEHEHHIO

lepbuon® IUIIOII NACTHIKM — JIEKApCTBEHHBIM IIpemapaT pacTUTENBHOrO IPOHCXOXKIECHHS,
IPUMEHSAETCS B KAYECTBE OTXAPKUBAIOLIET0 CPEZICTBA B KOMIIJIEKCHOH T€panuu OCTPBIX 3a00/IeBaHUH
JBIXATENNbHBIX MYyTel, COMPOBOKAAIOIIMXCS IIPOIYKTHBHEIM KalllJIEM.

4.2 PexuM I03UPOBAHHUSA H c0CO0 NPHMEHEHHUS

PexxuM 103UpOBaHUSA

B3pocnvle, nosicunbie nayuenmel U nOOpocmKu € 6ospacme om 12 rem u cmapuse: 1 TaCTUIKa TPH
pasa B JieHb (cooTBeTCTBYeT 105 MI CYXOro 3KCTPAKTa JIHCTHEB ILUIOLIA B [ICHD).

IIpumenenue y Oemeti
Jlemu 6 6o3pacme om 6 do 11 nem: | macTHIKa JBa pa3a B I€HB (COOTBETCTBYeT 70 MI CyXOro

3KCTpAaKTa JIMCTHEB IUTIOMIA B JIEHB).
Jlemu 6 6ospacme om 2 0o 5 jem.: T.XK. J€KapcTBeHHas (opMa MACTHIKH HE ITOJpa3yMeBacT
BO3MOXHOCTh CKOPPEKTHPOBATH 03y, JUL JaHHOW IPYIINBI IALMEHTOB MPEHIApaT HE PEKOMCHIYETCS.
IIpy HeOOXOOUMOCTH PEKOMEHYETCS HCIIOIB30BAHUE IIPENapaTa B BUAE CHPOIIa.
[IpumMerenue y demeli 6 603pacme 00 2 nem TPOTHBOIIOKA3AHO (cM. paspen 4.3.)
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TIPOKOHCY/IBTHPOBATECS € BPA4OM UM PaOOTHUKOM aITCKH. JITHTENBHOCTD JIEYEHHs! ONpPEJeNIeTCs
BpadoM C y4eToM OCODeHHOCTEH 3a60J€BaHus, HOCTUTHYTOro d>hQexTa U MEePEeHOCHMOCTH

JIEKapCTBEHHOT'O npenapara. lj g RE
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Croco6 anMeHéHH;{:' U paccachiBaHMs. [IaCTHIIKM paccachlBaioT B MOJNOCTH pTa JI0 MOIHOIO
..PACTROPEHHL. =2 . .

Bo BpeMs JeYeHHs DEKOMEH[YeTCs OOHIbHOE IHATHE. [ep6uon® IUTIONI MACTHIKK HE AOJDKHDI

HpI/IHI/IMaTBCSI HeHOCpe)ICTBCHHO nepezl HUJIA BO BpeMX aneMa TN,

[anuesTs! ¢ HapyIeHueM QYHKIUY NEYECHH 1/WIY ToYeK 9 4 5
" JlagHple 10 KOPPEKTUPOBKE O3Bl OTCYTCTBYIOT. 2

4.3 IIporuBONOKa3aHHA

e THIEPUYBCTBUTENBHOCTS K NEHCTBYIOIIEMY BEIIECTBY HIM JPYTHM PaCTCHUAM ceMencTBa
apaneBslx (Araliaceae) wmi K mMoOOOMYy u3 BCIOMOTaTEIbHBIX  BEIICCTB npernapara,
epeurcIeHHBIX B paszene 6.1.

o Jlerckuif BO3pacT 4O 2 JIET M3-3a PHCKA YTKCNCHHA CHMITOMOB pECIIPaTOPHOro
3a60JI€BaHUS, CBI3AHHOTO C TIPHEMOM CEKPETOIUTHIECKHUX IIPENapaToB.

4.4 OcoOble yKazaHHs U MePbI NPEI0CTOPOKHOCTH NPH MPHMEHEHUH

Ecnu BO BpeMs IpueMa JICKapCTBEHHOrO —Mpemapara IOSBIACTCA  OMbILIKA, [OBBIIIEHHE
TeMIIepaTypsl, . MOKpPOTa C TPHMECHIO THOA WM  KPOBH,  CICAYeT He3aMeIIUTEIbHO
TIPOKOHCY/TbTHPOBATHCS C BPAYOM WX PAOOTHHKOM aIlTeKH.

COBMeCTHOE IPHMEHEHHE C NPOTHBOKANIIEBBIMU IIPErapaTaMy, TAaKHMH KaK KOICHH WK
fekcTpomeTopdaH, He PeKOMEHI0BAHO 6e3 TIpeIBApUTENIbHOM KOHCYIBTAlIUH C BPAIOM.

TlanueHTaM C TacTPHTOM WJIH s3BEHHOH OOJIE3HBIO JKeTynka B CTA[HH oBocTpeHus CleayeT
co0II01aTh OCTOPOXKHOCTD.

HpenapaT HE COAEPKUT caxap ¥ MOXKET IIPUHHUMATBCA ITallCHTaMu C I[I/Ia6eTOM.

Hzomanemum (mun M) (E953)

TTanueHTaM C PEIKO BCTpeYAoIeics HACTEICTBCHHON HENEPEHOCHMOCTEIO (pyKTO3EI HE CIEAYyeT
IpUHAMATH 3TOT IIpemnapar.

Bymunauopoxcuanuszon (E320)

MokeT BEI3bIBATH MECTHBIE KOXKHbIE PeaKIliy (Hanpumep, KOHTAKTHBIH JepMaTHT) WK Pa3ApaKeHue

IJIa3 U CJIIM3UCTHIX 000JI0YEK.

4.5 B3aumoneiicTBHe ¢ APYTHMH JIeKapCTBEHHbIMH IpemaparaMu H Jpyrue BH/BI
B3auMOJEeHCTBHA

He 6Gbuto COOOMEHHH O BIHSHHE CYXOTO OSKCTpakTa JHCThEB IUTIOIA Ha [CHCTBHE IPYrAX
npenapaTos. MccrenoBanus 0 B3aMMOAEHCTBAIO C JAPYTMME JICKAPCTBEHHBIMA IpCTIapaTaMu HE

IIPOBOIWIIHCE. COTTTACOBAHD i

PADOCXPAHEHISA i
;
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4.6 @epTHILHOCTD, 0€PEMEHHOCTDH H JAKTALHSA
Iipuxas My
Peer &

BepeMeHHOCTh U TPYJIHOE BCKAPMIIMBAHKE s el
Be30macHOCTh IPUMEHEHHS IIperapaTa Ipyu 6epeEMEHHOCTH U KOPMIICHHH TPY/IbIO HE YCTAaHOBJICHA.

B CBA3M ¢ OTCYTCTBHEM JAHHBEIX TIPHEM JIEKAPCTBEHHOTO Ipenapara BO BpeMs OEpeMEHHOCTH U
JIaKTaI[K He PEKOMEHI0BaH. L)

DepTUIbHOCTD
JlaHHBIE O BIMSHUU Ha GEPTUIBHOCTD OTCYTCTBYIOT.
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4.7 BunsiHMe Ha CHOCOOHOCTH YNPAaBJIATL TPAHCHOPTHBLIMH CPEICTBAMH H padoraTth ¢
MeXaHHu3MaMH

HccnepoBanus BIUsHUSA HA CIIOCOOHOCT YHPAaBIATH aBTOMOGHJIEM M pabOTaTh ¢ MEXAHU3MAMH He
HPOBOJUIIHCH.

4.8  HexeaaTenbHble peaKuu

[Tomo6HO BCEM JeKapCTBEHHBIM IpenapataM ['epOHOH® mIIOIM NACTHIKH MOXET BBI3BIBATE
HEXEJATENbHBIE PEAKIMH, ONHAKO OHHM BO3HHMKAIOT HE y BceX. WHpopmanusa o HexenarenpHBIX
PEaKNUAX H3I0XKCHA B COOTBETCTBUM C CHCTEMHO-OPraHHOH KiaccHHKamuel u 4acTOTOI
BCTpeyaeMocTd. Kareropud 9acToTsl: o4eHb 4acto (>1/10), wacto (>1/100, mo <1/ 10); Heuacto
(=1/1000, HO <1/100); penxo (=1/10000, Ho <1/1000); ouens peaxo (<1/10000); yacToTa HeH3BeCTHA
(Mcxolsl U3 HMEIOIIUXCS JAHHbIX, YACTOTY BO3HMKHOBEHHS ONPE/IENIUTE HEBO3MOXKHO).

B kaxnoi# rpymme 1mo 4acTOTe HeXKENaTeNbHBIE PEaKIHH MPEICTABIEHEI B HOPSIKE yMEHBIICHHS
CTEIEHH TSHKECTH.

HexenarenpHble peakuWd MEPEYHCIIEHB HIKE C YYETOM CHCTEMHO-OPTaHHOTO KJacca (uactoTta
HEHU3BECTHA).

CucTeMHO-OpraHHbIH KJlace YacToTa HeU3BECTHA

HapyieHns co CTOPOHBI MMMYHHOH | AJUleprHueckde peakUWH (KpanmuBHHLA, CBIMb, OJbILIKA,
CHCTEMBI aHaQUIAKTHYECKHE PEAKLHK)

Hapyiienus co cTopoHsl xemynouno- | ToumrHoTa, pBoTa, AMapes

KHILIEYHOrO TpaKTa
B ciryqae BO3HMKHOBEHHS HEXEATENBHBIX PEAKIMI, B TOM YHCIIE HE YKA3aHHBIX BBILIE, clenyer
IPEKPaTUTh MPUMEHEHHE JICKApCTBEHHOTO IIpenapara i 00paTUTHCA K Bpady.

Coo01IeHue 0 MoI03peBaEMBIX HEKENATENbHEIX PEAKITUSIX

Baxno coobmars O IOXO3pEBAaEMBIX HEXETATENBHBIX pEAKUUSIX [OCTE  PerHCTPaluu
JIEKapCTBEHHOTO IMpernapara ¢ LENbI0 00eCHeYeHHs HENPEPHIBHOIO MOHHUTOPHUHTA COOTHOIIEHHUS
«I10JIB3a-PUCK) JIEKAPCTBEHHOrO Ipenapara. IIpociuM MeaquuuHCcKuX pabOTHUKOB cO00IIATE O TFOOBIX
MOJ03PEBACMbIX HEXEIATEeNbHbIX PEaKIHUAX JIEKADCTBEHHOTO IIpEmapara dYepe3 HalHOHATBHYIO
CHCTEMY COOOIIEHH O HeXENaTeTbHBIX PEaKIMIX U HENOCTATKE 3G (EeKTHBHOCTH.

4.9 Ilepepo3upoBka

He cnenyer npyuHMMaTh 4036, IPEBBIIAOIIUE PEKOMEHIOBAHHEBIE.

[Ipu npueme 103, MPEBBINAIOMMX CyTOYHYIO 103y Oonee 4eM B [Ba pa3a, BO3MOXHEI TOLIHOTA,
pBOTa, IUapesi, BO30YXIeHHOe CocTosIHUE. JIedeHne CHMIITOMaTHYecKOe.

M3BecteH cryyait nepeo3upoBKY y pebeHka B Bospacte 4 jet. Ilocie ciyvaiinoro mpornaTsBaHUs
OOJBIIOrO KOJMYECTBA OKCTpaKTa ILIOMma (COOTBETCTBYHOIEro 1,8 I JHCTBEB ILTIOIA, YTO
npUGIHM3UTENBHO paBHO 7—10 mactunkam ['epGruon® o) nosiBUIach arpecCHBHOCTS U apest.

. COI'’TACOBA
5. ®APMAKOJIOI'MYECKHUE CBOUCTBA MUHUCTEPCTEOM r:upgié\;w,ggmﬂm

PECIIYBIUKK BEJAAPYCEL
Ipukaz Mumicre

: CRCTBA 3ADpasooxpanena
Pecnyémgy Bena JANETN

5.1 ®dapmakoguHAMH4YeCKHeE CBOICTBa

Dapmaxomepanesmuyeckas epynna: Otxapkuaromue cpeacta. Kog ATX: ROSCA12.

MexaHu3M JeHCTBUS HEU3BECTEH.
Fep6H0H® TIJIFONIT IMMACTHIIKH COACPIXKAT CYXOP'I 9KCTPAKT JIUCTHEB IIJIIOIIA, OCHOBHBIMH KOMIIOHEHTaAMH

KOTOPOTO SABJIAIOTCA TPUTEPIICHOBBIC CAllOHHHBI, B OCHOBHOM I'€I€PAKO3U Cu anbcpzi-regep_uH
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5.2 ®apmMakOKHHETHYECKHE CBOICTBA g IA 5 2 - 20 20
JlaHHbBIE OTCYTCTBYIOT.
6. ®APMAIEBTHYECKHE CBOMCTBA
6.1 IlepeyeHb BCIIOMOraTe/IbHbIX BeleCTB
Benomozamenviuie sewecmea: nzomanstat (Tum M) (E953), numonnas kucnota (E330), cykpanosa
(E955), BKycoapomaruyeckas nobaBka Kapamensb (COCTOMT W3 BKYCOApPOMAaTHYECKUX MPOIYKTOB U
HaTypaIbHBIX  BKYCOADOMATHYECKHX  BELIECTB,  IPONHJICHITIHKOJA - (E1520) wu  Bogsl),
BKycoapomaThyeckas Jgo6aBka IluTpyc (COCTOMT U3 BKYCOapPOMAaTHYECKHX IIPOJYKTOB K

HATYpPAIBHBIX BKYCOADOMATHYECKHX BEIIECTB, JUMOHHBIX TEPIICHOB, Macia JIMMOHA XOJIOJHOrO
npeccoBanus, OyTanruapokcuanusona (E320)), Macio MATHI IEPeIHOH.

6.2 HecoBMeCcTHMOCTD

He npumenumo.

6.3 Cpox rogHocTH

3 rona

6.4 Oco0ble MepbI MPEAOCTOPOKHOCTH PH XPAHEHHH
XpaHuTh npu TemIepaType He Boime 25 °C.

XpaHHTbh B OPUTHHAIBHOM YIIAKOBKE C LEJBIO 3aIUTHI OT BIATH.
XpaHuTh B HEIOCTYIIHOM IS IE€TEH MecTe.

6.5 XapakTep U cofiep:KaHHE NEPBHYHONH YHAKOBKH

8 mactiox B 6muctepe (MIBX/IID/MIBAX)/amomunuesas Gonbra). 2 uiad 4 Oiaucrepa ¢ JIHCTKOM-
BKJIZBILIEM B KAPTOHHOH KOpOOKe.

6.6 Ocobple  Mepbl  NPENOCTOPOKHOCTH  NPH  YHHYTOXXEHHH  HCIO0Jb30BAHHOIO
JEeKAPCTBEHHOr0 IpenapaTta HJIH OTXOA0B, MOJIyYeHHBIX TOC/Ie NPUMEHEHHS
JIeKapCTBEHHOT0 MpPenapara M padoThl ¢ HUM.

Her 0co6BIX TpeOOBaHUH K YTHIIM3AIUH.
Bechb OCTaBIIMICS JIEKAPCTBEHHBIM IpermapaT U OTXOAbl CIEAyeT YHHUYTOXKUTh B YCTAHOBJICHHOM
TIOPSIKE.
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6.7 Yci0BHUA OTIIYCKA MUHUCTERC o é
y PI PAREHUS
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7.  JEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

A e

KPKA n.1., HoBo mecto, IlImapbemka necra 6, 8501 HoBo mecto, CrioBeHus
IIpeacraBuTeNb AeprKaTe/Isl PErHCTPALHOHHOrO yaocToBepeHus B Pecniy6inke benapych

ITpencraButenscTBOo AknuoHepHoro O6mectBa «KRKA, TOVARNA ZDRAVIL, D. D., NOVO
MESTO» (Pecny6nHKa CnoBeHust) B PecnyGHHKe BenapyCL yIL (DHHHMOHOBa 25
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