HHCTpYKIMS 110 MeJHIHHCKOMY NTPUMEHEHHI0
(urdopmanus I CIIEIHATHCTA) o .

1. HasBanue JIeKapCTBEHHOI'0 CPEACTBA | VO z“ C ,) BAHO
TEJIMCAJI PECIIVBITHK Fiji O?“ *\“EHHH:
HPHK a3 Murucreperna agpanoc 4
Zgﬁunwmr—u] 2 18 é
2. O0mas xapaKTepHCTHKA B O3 2y ? N 63251‘

MexayHapoaHoe HEMATEeHTOBAHHOE HA3BaHHeE
OTtcyTCTBYET.

Onucanue
['ycTast >KUIKOCTh KEJITO-KOPUYHEBOTO 1IBETA C TPABIHUCTO-aHUCOBBIM 3aIlaxoM.
Jlommyckaercs MOMYTHEHHUE U BBINA/IEHUE OCAJIKA.

3. CocraB JleKapCTBEHHOI0 cpeCcTBa

5 Mu1 cupomna cojepkaT

akmuenoe eeuyecmeo: CyxXoi SKCTPaKT JIMCThEB IUTIOMA 00bIKHOBEHHOTO (Hederae helicis folii
extractum siccum, DER 4-8:1) — 27,78 mr. DkctparenT stanon 30% m/M.

6cnomozamenvHble 6euyecmaa. TIPOIMICHTITMKOIb, Kanus copbat (E 202), copOuTon uaKui
Hekpuctayusyromuiics (E 420), TUMOHHOM KHCJIOTBI MOHOTHJIpAT, KameIb KCaHTaHOBasd,
AQHHCOBBIN apOMATU3ATOP, MAKPOroJa MNIUIEPUITHAPOKCHCTEapar, BOJa OYHILCHHAs.

4. dopma BbIMYCKA
Cupon

5. ®apmaxkorepaneBTHYecKas rpynmna
OTxapKuBaroImue CpeicTBa.
Kon ATX: ROSCA12

6. dapmaxoJioruueckHne cBoiicTBa

®apmakoIHHAMHKA

JIeHCTBYIOIIMM BEIIECTBOM JIEKAPCTBEHHOIO CPEACTBA SIBJISAETCH CYXOH OSKCTPAKT JIUCTHEB
TuToIa. MexaHu3M JIefCTBUS He YCTaHOBIICH.

PapMaKOKHHETHKA
JlaHHBIE OTCYTCTBYIOT.

7. Iloxazanus ast INPUMEHCHU A
B kauectBe OTXapKUBaKOLIECro CpeacTBa B KOMIIJICKCHOM TEpanuu OCTPBIX PECIIUPATOPHBIX
3a6OHeBaHHﬁ, COINMPOBOXAAKOIIUXCS KAIIJIEM.

8. Cnoco6 npuMeHeHHs ¥ J03HPOBKA

Jlis npremMa BHYTpb.

Pa3oByr0 103y cHpoma MOXXHO IMPUHSTH HEIMOCPEICTBEHHO M3 INIPHIA-103aTopa (CMOTpPH

HUHCTPYKIHUIO TI0 UCIIOJIb30BAHMIO J103aTOpa B popme mimpuia B HHGOPMALUH JUIs AlMEHTa)

WIK TIEPEJIUTh OTMEPEHHYIO pa3oBYIO 103y CHPOIIAa U3 103aTOPa B JIOKKY.

Ecnu Bpay He Ha3HAYMII HHAYE, CUPOI IPUHUMAIOT 110 CIEAYIOLIEN CXeMe:

- B3spocibiM (BKIIIOUAs MAIMEHTOB MOXHIIOrO BO3pAcTa) U ETSAM crapiie 12 jieT — mo 5 M
(1 mepublii mmnpui) 2-3 pa3a B CYTKH (4TO COOTBETCTBYET CYTOUHOH j03€ OT 55,5 1O
83,34 Mr cyXoro 3KCTpaxTa JIHCTHEB IUIIOINA);



- gersm 6-12 net — mo 2,5 mn (% MepHoro wmmpui@) 3 pasa B CyTKd (9TO COOTBETCTBYCT
cyTO4HO# 103€ 41,67 MI' CyXOro 9KCTPaKTa JIMCTHEB ILIIOIIA);

- gersm 2-5 netr — mo 1,6 ma (% MepHoro mmpuia) 3 pa3a B CyTKHM (4TO COOTBETCTBYET
CYTOYHOM J103€ 26,67 MI' CyXOr0 9KCTPAKTa JIMCTHEB ILIIOIIA ).

I[IpoTHBONOKa3aH JUls JeyeHus aAeTeit muasme 2 et (cM. pasaen 10).

JIIMTENbHOCT  Kypca JIEYEHHs OIpeNeNsieTCss BpauoM HHIMBHIYaJIbHO C  yYETOM
ocobeHHOCTe 3a00i1eBaHus, JOCTUTHYTOro 3¢ ¢dexkrta U NMEPEHOCHMOCTH JIEKapCTBEHHOIO
CpeacTBa.

Ecnu cuMnToMsl COXPaHAKOTCA Oosee 4eM OJHY HEIEII B TEYCHUE IIPUMCHCHUA
JICKaAPCTBCHHOTI'O IIp€rnapara, CJICAyEeT O6paTI/ITI>C$I K Bpaydy.

9. IlobouHoe neiicTBHE

HexenarenbHble peaklUM KJIacCH(pUIMPOBAHBI corjacHo TepmuHonoruu MedDRA mo
yacToTe: 04eHb yacTele (> 1/10), wacteie (> 1/100 u <1/10), mewactsie (> 1/1000 u <1/100),
penxue (> 1/10000 u <1/1000), ouens penxue (<1/10000), ¢ Heu3BecTHOH YacTOTOH (HE
MOTYT OBITh OIICHEHBI Ha OCHOBE UMEIOINXCS JJAHHBIX ).

Hapywenus co cmopoHbl UMMYHHOU CUCTIEMbL

YacToTa HEM3BECTHA: AJIEPIHYECKHE peakuuu (KpaluBHHULA, KOXKHAS Chlllb, oTek KBuHKe,
JIUCITHOD).

Hapywenus co cmopoHbl Jiceny004HO-KUue4Ho20 mpakma

YacToTa HEM3BECTHA: XKETYA0YHO-KUIIEYHBIC PACCTPONUCTBA (TOIIHOTA, PBOTA, JUapes).

Coobuenue o nedxcenamenvHblX peaKyusix

BaxxHo co00IIaTh O MM0J03PEBAEMbIX HEXENATEJIbHbIX PpEaKIMAX [OCI€ pPErucTpanun
JIEKapCTBEHHOTO  CpPEACTBAa  C LeNbl0  OOecredeHHs  HENpPEPhIBHOIO  MOHUTOPHHIA
COOTHOLIECHHMS «II0Jb3a — PHUCK» JIEKAPCTBEHHOrO CpeJACTBA. METUIIMHCKUM pabOTHHKaM
PEKOMEHyeTCs  coo0mark O JIOOBIX — [MOJ03PEBAEMBIX  HEXEJIAaTENbHBIX  peaKIusaX
JIEKAPCTBEHHOTO CPEACTBA Yepe3 HAIMOHAIBHBIE CHCTEMBI COOOILIEHHS O HEXelaTelIbHBIX
peaKnusx.

10. IIpornBonmoKa3aHus

[ToBbIIEHHAs YyBCTBHUTENLHOCTh K JEHCTBYIONIEMY BEIIECTBY, K PACTCHHSIM CEMEHCTBA
ApanueBsle U K pacTeHusM ceMelicTa Cenbiepeiinbie (3J0HTHUYHbIE) (aHUC, QEHXENb, TMHH,
cenbaepeit, KOpHaHIp, YKPOIl) WM K aHETOJTy, HIIM K JIOOOMY BCIIOMOTaTEIbHOMY BEIIECTBY,
BXOJISIIIIEMY B COCTaB JIEKAPCTBEHHOI'O CPECTBA.

[TpreM JIeKapCTBEHHOTO CPEJCTBa MPOTHBOIIOKA3aH JAETAM /10 2 JIET U3-3a PUCKA yTsKEJICHUS
CHMIITOMOB PECITUPATOPHOTO 3a00JIeBaHUsI.

11. Ilepeno3upoBka

CHUMIITOMBI

[Tepeso3rpoBKa MOXKET BBI3BATH TOLIHOTY, PBOTY, JHAPEIO H BO30YKIECHHUE.

Coobmiaercss 06 OJHOM Cllydae arpecCHBHOTO IOBEICHHS M Judaped y 4-JeTHero pebeHka
Mocie CIIy4alHOro MpHeMa JKCTpaKTa ILUIIONA, COOTBETCTBOBABLIEro 1,8 I pacTHTENHHOTO
CBIPBSI.

JleyeHnue

OTMeHa JIEKapCTBEHHOTO CPEACTBA, CHMIITOMATHYECCKOE JICYCHHUE.

12. MepslI npexocTOPOKHOCTH
Eciu Bo BpeMsi IpreMa JIeKapCTBEHHOTO CPEICTBA CHMIITOMBI COXPAHSAIOTCA WM B Ciydac
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YXy/IIEHHs COCTOSHHS (BOSHHKHOBEHHE OJIBIIIKH, IOBBINICHHE TEMIICDATYPBI, TIOABICHNC
MOKPOTBI C IPUMECHIO THOS HIIM KPOBH), CJIE/IYET HE3aMEUTUTEIIBHO IPOKOHCYIbTHPOBATBCA
C BpauoM.

Heo6Xx0auMo ¢ OCTOPOXKHOCTHIO HPHHMMATh JIEKAPCTBEHHOE CPEACTBO MalMeHTaM C
racTPUTOM HJIH SI3BEHHON 0O0JIE3HBIO XKEITY/IKA.

He peKOMEH/I0BAHO OJHOBPEMEHHOE NPHMEHEHUE C MPOTUBOKANIEBHIMH JICKAPCTBEHHLIMU
CpeNCTBAaMH, TAKHMHM Kak, KOJICHH HIIH JeKCTpoMeTopdaH.

IIpumenenue y oemeii

JlexapCTBEHHOE CpEICTBO MPOTHUBOIMOKA3aHO JETAM 10 2 JIET W3-3a PUCKa YTSKCICHHA
CHMIITOMOB PECITHPaTOpHOro 3a6oseanus. [IpiuMeHeH e TIeKapCTBEHHOTO CPEJICTBA Y JETeH
B BoO3pacTe 2-4 JI€T BO3MOXHO TONBKO IOC/E KOHCYIbTAalluM Bpada. JlTHTenbHBIA
WJIM BO3HHUKAIOIMi OBTOPHO KAIlE/b y JETeH 3TOro Bo3pacta TpeOyeT KOHCYIbTal[hi Bpaya
repel Ha4ajioM JICYEHUS JIEKapCTBEHHBIM CPEJICTBOM.

Vkazanus 0na nayuenmos, y Komopuix OUAZHOCMUPOSAH CaxapHulii ouabem

JlekapcTBEHHOE CpEJICTBO HE COJCPKHMT caxapa ¥ MOXET NPUMEHAThCA Yy MalUCHTOB
C caxapHbIM JHa0ETOM.

JlexapcTBenHOe cpeicTBo comepxut copOuron (E 420). Mepnblit mmpuit (5 MII) COACPKHUT
4,2 T copburona xumkoro Hekpuctammsupytomerocs (E 420), uro coorserctByer 2,94 T
copbutona u mnpubmmsurensHo pasHo 0,245 XE. M3-3a  coxepikanus —copburona
IEKapCTBEHHOE ~ CPEACTBO  HE  DPEKOMEHIOBAHO  MNAlMEHTaM ¢  HACJICACTBCHHOH
HETIEPEHOCUMOCTEIO (pykTo3bl. COPOHMTON MOXET BBI3BIBATH AUCKOM(OPT B XKEITyHOUHO-
KMIIEYHOM TPAKTE U JIETKHi cl1abuTenbHbIH 3 PEKT.

JlaHHOE JIEKAPCTBEHHOE CPEICTBO COJAEPKUT MAaKpOroJa IMIEepUITrHAPOKCUCTEAPAT, B CBA3H
C COZIEp)KaHHEM YKA3aHHOTO BEWIECTBA MOXET BBI3BIBATh JKENyJOYHBIC PACCTPOHCTBA
U THapEro.

JlexapcTBEHHOE CPEICTBO COAEPKUT 150 MI IPOMUIEHITIMKOJISA HA 5 MJI CHPOTIa.
JlexapcTBEHHOE CpPEICTBO COMAEPKUT HEGONBIIOE KOJIHYECTBO ITaHONA (AIKOrojs), MEeHee
100 Mr Ha 5 mu1 cuporna.

IIpumeHeHue Bo BpeMsi 0epeMEHHOCTH H B NIEPHO/ KOPMJIEHHS I'PYAbIO

UccnenoBanus Mo 0€30IaCHOCTH INPUMEHEHHsSI Mpernapata y OEpeMEHHBIX J>KCHIIMH H Y
KEHIIUH, KOPMSIIMX IPyJbio, HE NMpoBoAMIHCh. [Ipenapar He pekOMEHIyeTCs NPUHUMATh
OepeMEeHHBIM XXEHIIUHAM H XCHIIUHAM, KOPMSIIUM IPYyAbIO.

Binsinue Ha c0co6HOCTH YNPABJATH TPAHCIIOPTHBIMH CPEACTBAMH HJIH 00C/IyKHBATD
MeXaHU3MbI

WccnenoBaHus 10 OLEHKE BIMSHMS NPHEMa JIEKapCTBEHHOTO CPEICTBAa Ha CNOCOOHOCTH
YIIPaBJISATh aBTOMOOMIIEM U paboTaTh C MEXaHH3MaMH HE IPOBOIMIIHCE.

13. BzanMmopeiicTBHE ¢ APYrHMH J1eKAPCTBEHHLIMH CPEACTBAMH
He pekOMEHIOBaHO OJHOBPEMEHHOE NPHUMEHEHHE C MPOTHBOKANUICBBIMU JIEKAPCTBEHHBIMU
CpeICTBaMH, TAKUMH KaK, KOJICHH HIIH IEKCTPOMETOp(aH.

14. Yc/j10BHSI M CPOK XpaHEHHA
XpaHHTh B OPUTMHANBHON ymakoBke, mpu Temieparype He Bbime 25°C. Xpanutb (i1akoH
IUIOTHO 3aKPBITBIM.

XpaHI/ITb B HEAOCTYITHOM JUJIA JIETE MECTE.

Cpok rogHocTa
2 roxa.



[Tocne mepBOro BCKpHITUS (akoHa Ipenapar HEeOOXOMUMO HCIOJL30BATh . B TEUCHHE
6 MecCsIEB.
He npyMeHSTH [TOCIIe HCTEUEH s CPOKa TOAHOCTH.

15. YcaoBus oTnycka
Otnyck 6e3 penenra.

16. YnakoBka

[Io 100 mn cupoma B kopuuHeBble I[IOT-uakonsl ¢ amanTepoM, YKYIOPECHHBIC
3ABMHYMBAIOIICHCS MOIMATHICHOBOH KpPBINIKOM C rapaHTHHHBIM KOJBIIOM U YCTPOHCTBOM
Ge30MacHOCTH, MPENATCTBYIOIMM OTKPHITHIO (pakoHa neTbMH. Ha ¢iakoH HaxIemBaroT
stukeTKy. Kaaplii (akoH BMeCTe € JMCTKOM-BKIIQJbIIIEM M IIIPUIEM-A03aTOPOM I
IIEPOPAILHOTO BBE/ICHHS IIOMEIIAIOT B KAPTOHHYIO MayKy.

17. Uudopmauus o npon3BoANTE e H AepiKaTe/Ie PErHCTPAHOHHOI0 YA0CTOBEPEHHUS

IIponsBoauTenn

®apmanestudeckuii 3aBo1 «[IOJIbOAPMA» AO
Otnen Menana B Cepanse

yi1. Bnagucnasa Jloketka 10, 98-200 Cepangs, [Tonbiua

JlepaTe/ib perucTpaliOHHOr0 y10CTOBEPEHHS
®apmanestuyeckuit 3asog «[I0JIbLOAPMA» AO
yi. enbrumnbeka 19, 83-200 Craporapa I'nanscku, Ilonbia



