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OBILIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

JleBsiciiia KOpHEBHILA U KOPHU, KOPHEBHUIIA U KOPHU U3MENIbYCHHBIE.

2. KAUECTBEHHBIN X1 KOJIMYECTBEHHbBIN COCTAB

AXTHBHBIII KOMIIOHCHT: ACBsCHIIa BBICOKOI'O KOPHEBUIIA U KOPHH.

Kaxnas mauka congepxkur 351,401, 50 T, 60 1, 75 1 uim 100 T neBsicuiia BHICOKOTO KOPHEBUIL U
kopHeit m3mensuenusix (Inulae helenii rhizomata et radices).

3. JEKAPCTBEHHAS ®OPMA

KopneBuina u KopHU U3MeIbUYEHHBIE.

Kycouku kopHei 1 KOpHEBHIL pa3nu4HOi (popmbl. L[BET KyCOUKOB ¢ HapyKHOI MOBEPXHOCTH CEPO-
BaTO-KOPUYHEBBIM, KOPUIHEBBIM, U3JIOMA — KEJITOBATO-OEIbIH, KEITOBATO-CEPHIN, KEITOBATO-KO-
pUUHEBBIN. 3anax cBoeoOpa3HbIil, apoMaTHbIH. BKyc BOAHOTO U3BJI€UECHHUS PSHBINA, TOPHKOBATHIH.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHusi K MPUMEHEHHU IO

[Ipenapar JleBsicuna KOpHEBHUILA U KOPHU IOKa3aH K IPUMEHEHHUIO Y B3POCIIBIX U JETEH B BO3PACTE
ot 12 no 18 ner B kauecTBE OTXapKUBAIOLIETO CPEICTBA NIPU 3a00J€BaHUSIX BEPXHHUX JbIXATEIbHbIX
IIyTen.

4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

Pexum no3upoBanus
OTBap B3pOCbIC MPUHUMAIOT BHYTPh B TEIUIOM BHje 1o 1/2-1/3 crakana 2-3 pasa B nenb. Kypc ne-
YeHUsl 2 HEJICIIH.

eTH
Pexxum no3upoBanus A 1eTei B Bo3pacTe oT 12 1o 18 et He oTiinyaercs oT peskuMa 103UpPOBAHUS
U151 B3POCIIBIX.

bezomacHocTh 1 3 PexTUBHOCTD y AeTel B Bo3pacTe oT 0 1o 12 et Ha JaHHBIN MOMEHT HE YCTaHOB-
neHsbl. J[aHHbIE OTCYTCTBYIOT.

Crioco0 npuMeHeHus

OTBap NpUHUMAIOT BHYTPb B TEIJIOM BUJIE 3a | 4ac 110 efbl.
[lepen mpuMeHeHNEM OTBAp PEKOMEHIYEeTCs B30aIThIBATD.
HNHCTpyKIIHIO O TPUTOTOBJICHUIO OTBapa CM. B pazzene 6.0.

4.3. IlpoTuBoONOKa3aHUS

['Mnep4yBCTBUTENBHOCTD K AEBSICHIIa BEICOKOTO KOPHEBUIIIAM U KOPHSIM, 3a00JIeBaHuUs MTOYEK; Oepe-
MEHHOCTb, IEPUOJ TPYAHOI0 BCKApMIIMBaHUs, JETCKUN Bo3pacT 10 12 ner.
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4.4. OcoOble yka3aHHs M MepPbI PeI0CTOPOKHOCTH NPH NMPUMEHeHUH

Oco0ble yKazaHus
Ecnu npu npuMeHeHHH Impernapara CUMOTOMBI 3a00JIeBaHUS COXPaHSIOTCA 0e3 ymydiieHus: 6osee
7 MHEW WM yXyAIAKTCs, CIIeyeT 0OpaTUThCS K Bpady.

Heo6xoanmo nporHpopMupoBaTh NaeHTa 0 HE0OXO0IMMOCTH KOHCYJIBTAI[MH C BPAUYOM IPH OTCYT-
CTBMH YITYYIIEHHS COCTOSHUSA MTOCIIE JIEYEHUS MU yCYTyOJI€HUH CHMIITOMOB, HJIU MTOSIBJIEHUM HOBBIX
CUMIITOMOB.

HeoOxonumo nmpouHpopMupoBaTh MaueHTa 0 TOM, YTO Ipenapar cieayeT IPUMEHSITh TOJIbKO CO-
IJIACHO TeM MOKa3aHUsAM, TOMY CIIOCOOy MPUMEHEHHS U B T€X /103aX, KOTOPhIE YKa3aHbl B MHCTPYK-
LAH.

4.5. B3aumogeiicTBHe ¢ IPYIrMMH JIEKAPCTBEHHBIMH MpenapaTaMu M ApPyrue BUAbI B3auMO/1eii-
CTBHUSA

IIpenapaT He cienyeT IPUMEHSTh OJHOBPEMEHHO C IIPOTUMBOKAIIEBBIMH NpENapaTaMu, a TaKkKe ¢
JIEKapCTBEHHBIMM CPEJICTBAMH, YMEHBIIAIOMUMHI 00pa30BaHUE MOKPOTHI, TaK KaK 3TO 3aTPyJHSET
OTKAaIllJIMBAaHUE PA3KUKEHHON MOKPOTBHI.

4.6. ®epTUIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD
[IpumeneHnue npernapara mpu OEPEMEHHOCTH MPOTHUBOTIOKA3aHO B CBSI3M C BO3MOXXHBIM TOHH3UPYIO-

LIMM JIECTBUEM Ha MATKYy.

JlakTamus
CBG,Z[GHI/I}I O BBIACIICHUN 6I/IOJIOFI/I‘-I€CKI/I AKTHUBHBIX BCIICCTB ACBsCHUIIA C MaTepI/IHCKI/IM MOJIOKOM OT-

cyTcTBYIOT. [Ipy HEOOXOAUMOCTH IPUMEHEHUS MpernapaTa B epHo/I JaKTallMi TPYTHOE BCKapMIIU-
BaHUE CIIEYET IPEKPATUTD.

4.7. BiusiHde Ha COCOOHOCTH YNPAaBJISITh TPAHCIIOPTHLIMHU CpeIcTBAMM U padoTaTh ¢ Mexa-
HU3MAMU

[IpumeneHne mpernapara HE OKa3bIBAeT BIUSHHUS HA CIIOCOOHOCTH K BBHITIOJHEHHIO MOTCHIIMATLHO
OTIACHBIX BUJOB JEATEIbHOCTH, TPEOYIOUINX MOBBIIIEHHOW KOHIEHTPALUU BHUMAHUS U OBICTPOTHI
MICUXOMOTOPHBIX PEaKIUil (B TOM YHCIIE YIPaBIEHUE TPAHCIOPTHBIMU CPEJCTBaMH, paboTa C JIBH-
KYUTIMUCSI MEXaHU3MaMHU ).

4.8. HesxenaTeJIbHbIE peaKIUu

Pe3roMe HexemaTenbHbIX PEAKIIUNI
Bo3MOoxHBI alieprudeckie peakiiny, u3xora, 00Ju B )KUBOTE.

Heo6xoaumo nponHOpMUpOBATH MAIMEHTa O TOM, YTO MPHU MOSBIECHUN MOOOYHBIX 3G (PEKTOB, yKa-
3aHHBIX B MHCTPYKLIUH, WIH UX YCYT'YOJICHUH, WU MOSBICHUH JIOOBIX IPYTUX MOOOYHBIX 3((HEKTOB,
HE YKa3aHHBIX B MHCTPYKIIUU, HEOOXOAMMO COOOITUTH 00 TOM Bpauy.

Coo0r111eHre 0 Moa03peBaeMbIX HEKEIATSIbHBIX PEAKITUIX

BaxxHo cooOmaTh 0 Mojo3peBaeMbIX HEXENIaTeIbHBIX PEaKIMIX MOCIe PErUCTPaluU JIEKapCTBEH-
HOTO TIperapara ¢ meiibio 00ecIeueHus: HEMPEPHIBHOTIO MOHUTOPUHTA COOTHOIICHHUS «TI0Th3a — PHCK)
JIEKapCTBEHHOTO Mpenapara. MeauIMHCKUM paboTHUKAM PEKOMEHIYETCS COOOIATh O JFOOBIX MO0~
3peBaeMbIX HEXKeNATEIbHbIX PeaKlUsX JIEKapCTBEHHOTO MperapaTa yepe3 HallMOHAIbHBIE CUCTEMBI




COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 27.03.2026 N 6337

(MOCNEOOBATENEHOCTE 0002)

COOOIICHHUS O HEXKETAaTeIbHBIX PEAKIUAX rOCy1apCcTB — WieHOB EBpa3uiickoro 3KOHOMHYECKOTO CO-
1034.

Poccuiickas ®eoepayus

®denepanpHas cayx0a o Haa30py B chepe 3paBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl Iiioniaip, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

DnektponHas moura: pharm@roszdravnadzor.gov.ru uau npr@roszdravnadzor.gov.ru
Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHHKAITMOHHOM ceTn «HTepHeT»:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

Cnyuyaun nepeao3upoBKHU A0 HACTOALIETO BPEMEHHU HE 3apETUCTPUPOBAHBI.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoaMHaAMHYeCKHe CBOIiCTBa

dapMmakoTeparieBTU4YecKas Tpymna: 0TXapKUBaIOIEee CPEACTBO PACTUTEIHHOTO MTPOUCXOKACHHUS.

MexaHu3M JIeWCTBUS U hapMakoguHaMUYecKue 3O EKThI
OTBap KOPHEBHUIIl U KOPHEHN AEBICHIIA OKA3bIBAET OTXAaPKUBAIOIIIECE ICHCTBHE.

5.2. ®apmakoKHHeTHYECKHE CBOiicTBa

He npumenumo.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. Ilepeuenb BcnoMoraTeibHbIX BelIECTB
OTCyTCTBYIOT.

6.2. HecoBMecTUMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CpoOK XpaHeHus1)

3 rona.

[TpuroroBrneHHBIN OTBap — B MPOXJIaJHOM MecTe He 0osee 2-X CYyTOK.
6.4. OcoOble Mepbl MPETOCTOPOKHOCTH NMPH XPAHEHU U

XpaHUTh B OPUTHHAIBHOM YIIAKOBKE IpU TemIiepaType He Bbiie 25 °C.

VYcnoBus XpaHeHus MPUTOTOBIEHHOTO OTBapa cM. B pazzeine 6.3.
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6.5. XapakTep u conep:KaHHe YITAKOBKH

[To35r,40r,50r, 601, 75T, 100 r KOpHEBUI] U KOPHEN M3MEIBYEHHBIX B MMa4YKax U3 KapTOHA C
KOHTPOJIEM TIEPBOT'0 BCKPBITUS C BHYTPEHHHM [aKETOM U3 OyMaru ¢ TepMOCBapUBAEMBIM MOJIUIIPO-
MMUAJICHOBBIM CJIOEM MJIM OyMaru ¢ TEPMOCBAPHBAEMBIM IMOJUATHICHOBBIM CJIOEM, HJIM MaTepuaia
KOMGI/IHI/IpOBaHHOI‘O MHOFOCHOﬁHOFO, HJIN MMOJIMIIPOITHJIICHA.

HNHCTpyKIHs MO MPUMEHEHUIO BKIIAIBIBACTCS B MAYKY WIIA TEKCT MHCTPYKITAHU 110 PUMEHEHHUIO HAHO-
CHUTCH HaA IMAYKY.

He Bce pa3mepsl ynakoBOK MOTYT OBITh JOCTYIIHBI IJIS1 pealn3aliu.

6.6. Oco0ble MepbI MPETOCTOPOKHOCTH NMPH YTHIM3ALUH MCIO0JIb30BAHHOIO J1eKAPCTBEHHOI 0
npenapara i 0TX010B, I0JY4eHHbIX I10c/Ie IPMMEHEHH JIeKapPCTBEHHOTI 0 IIpenapara, u Apy-
rue MaHUMYJISIIHM C MPenapaTomM

Het oco0bIx TpeboBaHUH K YTHIIM3AIUH.

WNHCTpyKIKA 110 TPUTOTOBICHUIO OTBapa

Oxkom0 16 T (2 cTOIOBBIE JTOKKH) KOPHEBUII] M KOPHEH JCBsACHIIA TTOMENIAIOT B SMAJIMPOBAHHYIO T10-
cyny, 3anuBatoT 200 vt (1 crakaH) ropsiuel KUIIIYEHOW BOJIbI, HAKPBIBAIOT KPBIILIKON, HArPEBAIOT Ha
KUIISIIEH BOASTHOM OaHe MPU 4acToM roMenmuBanuu 30 MUHYT, OXJIXKIAIOT TP KOMHATHOM TeMIe-
parype 10 MUHYT, IPOLIEKUBAIOT, OCTAaBIIEECS ChIpbe OT)KUMAIOT. OObEM MOJTyYeHHOTO 0TBapa J10-
BOJAT KHUIIsTYeHOU Bomoi qo 200 miI.

7. AEPXKATEJIb PETUCTPAIITMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus

AxunonepHoe obmectBo «KpacHoropckue nekapctBeHHble cpeactBa» (AO «KpacHoropckiekcpen-
CTBa»)

143444, MockoBckas o0u1., T. KpacHoropck, yi. Mupa (Onanuxa Mkp.), 1. 25

Ten.: +7 (495) 705-93-80

daxc: +7 (495) 705-93-82

Anpec snekTponHou moutsl: Krls@krls.ru

7.1. llpeacraBuTeNb AEprKATE/ISI PETHCTPALMOHHOIO Y10CTOBEPEHUS

[Iperen3uu notpedbuTeneil HaNPaBIATH 1O aJIPECy:

Poccuiickas @enepanust

AxkunonepHoe o6mectBo «KpacHoropckue nekapcTBeHHble cpenctBa» (AO «KpacHoropckiekcpen-
CTBa»)

143444, MockoBckas o0u1., T. KpacHoropck, yi. Mupa (Onanuxa Mkp.), 1. 25

Ten.: +7 (495) 705-93-80

daxc: +7 (495) 705-93-82

Anpec snekrponnoii moutsl: Krls@Kkrls.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapCTBEHHBIH MpenapaT OTHOCUTCS K KaTeTOPHU OTITycKa 0e3 perenra.
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OOmiast XapaKTepUCTHKa JIEKapCTBEHHOTO Ipernapara JIeBsicuia KOpHEBUIA U KOPHU JOCTYIHA B
€IMHOM PEEeCTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpazuiickoro 3KOHOMHUYECKOTO
COl3a M Ha O(HUIMATIBHOM CalTe YIMOJHOMOUYEHHOTO OpraHa (9KCIEPTHOH OpraHu3alun)
(https://lk.regmed.ru/Register/EAEU_SmPC).


http://www.regmed.ru/

