COOTBETCTBYET 3KCMNEPTHOMY OTUETY
ot 24.09.2025 N 23967

(MOCNEOOBATENEHOCTE 0002)

OBILIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

bpycHUKM JTUCTBS, TUCTBS TOPOLIOK.

2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBII COCTAB

AKTHBHBIA KOMIIOHEHT: OpPYCHUKH OOBIKHOBEHHOM JIUCTHA.

Kax b1t GuibTp-makeT coaepkut 1,5 r OpycCHUKH OOBIKHOBEHHO# JTMCThEeB Toportka (Vaccinii vitis-
idaeae folia).

3. JEKAPCTBEHHAS ®OPMA

JIucTes mopouok.

Kycouku nuctheB 1 uepemkoB. L[BeT cepoBaTo-3eneHbli ¢ peIKMMH KOPUYHEBBIMH, (PMOJIETOBO-KO-
PUYHEBBIMU WJIH PO30BaTO-(hHOJIETOBBIMU BKPAIICHUSIMU. 3ammax OTCYTCTBYeT. BKyc BOJTHOTO M3BIIe-
YEHUsI TOPbKUH, BSHKYILUM.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHusi K NPUMEHEHHU IO

IIpenapat bpycHUKM IMCThS TOKa3aH K IPUMEHEHHUIO Y B3POCIIBIX U IeTel B Bo3pacTe oT 12 1o 18 ner
B KOMIUIEKCHOM TEpaIluy BOCHAINTENIBHBIX 3a001€BaHUN MOYEBOI0 Iy3bIPsi U MOUEBBIBOASIIUX ITY-
Tel (LUCTUT, YPETPHUT).

4.2. Pe:xxuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

Pexum no3upoBanus
Hacroii npuanmaroT BHyTph no 1-2 cTosoBsie J0XKH 3-4 pa3a B neHb. Kypc nedenust 20-25 nHei.
BosmoxHO moBTOpeHue kypca nocie 10-12-nHeBHOro nepepsiBa, HO He 6ojee 4-X KypcoB B TOJ.

eTH
Pexxum no3upoBanus A 1eTed B Bo3pacTe oT 12 10 18 et He oTiinyaercs oT peskuMa 103UPOBAHUS
1151 B3POCIIBIX.

beszonacHocTh 1 3 PexTuBHOCTD y AeTelt B Bo3pacte oT 0 1o 12 et Ha JaHHBIN MOMEHT HE YCTaHOB-
neHsbl. J[aHHbIE OTCYTCTBYIOT.

Crioco0 npuMeHeHus

Hacroit npuauMarot BHYTpb uepe3 40 MUHYT MOCIIE €]Ibl.
[lepen mpuMeHEHHEM HACTOM peKOMEHAYeTCs B30ANThIBATS.
WNHCTpYyKIHIO IO MPUTOTOBJICHUIO HACTOS CM. B paszfene 6.6.

4.3. IlpoTuBOMOKA3aHUS

['unep4yBCTBUTENBHOCTH K OPYCHUKH OOBIKHOBEHHOMU JIUCTHSIM; OCTpasi MOYeYHasi He0CTaTOYHOCTb,
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OCTpPBIN TIIOMEPYITOHEPPUT, OEPEMEHHOCTD, IETCKUI BO3pacT 10 12 mer.
4.4. Ocodble ykazaHusl 1 MepPbl MPEI0CTOPOKHOCTH NMPH NMPUMEHEHUH

Oco0ble yKa3zaHus
[Tpu OTCYTCTBHH YIIYUIIEHUS COCTOSHUS M COXPaHECHHH CHMIITOMOB Ha ()OHE MpUMEHEHHS Ipera-
paTa B TeUeHHE 2 HElleNb — CJIeyeT 0OpaTUTHCS K Bpayy.

Heo0Oxonumo nmponHbpopMrUpoBaTh NaliieHTa 0 HEOOXOAMMOCTH KOHCYJIBTAIIUH C BpayOM IIPU OTCYT-
CTBUU YIIYYIIEHUS COCTOSIHUS TIOCTIE JICUSHUS UITH YCYT'YOJICHUH CHUMITTOMOB, WJIH TIOSIBIIEGHUH HOBBIX
CUMIITOMOB.

Heo6xoanmo npornH(pOpMUpOBaThH MAIlEHTa O TOM, YTO Ipenapar cieayeT MPUMEHSTh TOJIbKO CO-
IJIACHO TE€M MOKa3aHUsIM, TOMY CIIOCO0Y MPUMEHEHHS U B T€X /103aX, KOTOPbIE€ YKa3aHbl B UHCTPYK-
LUH.

4.5. BzaumojeiicTBUe ¢ IPYTHMH JIEKAPCTBEHHBIMU NpPeNapaTaMu U Apyrue BUAbI B3aUMO/1eii-
CTBUA

He onucano.

4.6. DepTUIBHOCTD, 0EPEMEHHOCTD U JAKTALHSA

bepemeHHOCTH
[Tpumenenue mpu OEPEeMEHHOCTH MPOTUBOIIOKA3aHO.

JlakTamus
HpI/IMeHGHI/Ie B Hepnon I‘py,Z[HOI‘O BCKapMJII/IBaHI/I}I BO3MOXXHO, €CJIM OXXuJacMas I10J1b3a JJIA MaTepI/I

MpeBBILIAET MOTEHIMATBHBIN PUCK AJIs peOeHKa.

4.7. BiusiHue Ha cNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPEACTBAMH H padoTaTh ¢ Mexa-
HHU3MAMH

[IpuMmeHeHne mpernapara He OKas3bIBAeT BIUSHHUS HA CIIOCOOHOCTH K BBHITIOJHEHHIO MOTCHIIMATLHO
OTACHBIX BUJIOB JEATEIBHOCTH, TPEOYIOMMX MOBBIIICHHOW KOHIICHTPAIIMA BHUMAHUS U OBICTPOTHI
MICUXOMOTOPHBIX PEaKIuil (B TOM YHCIIE YIPaBIEHUE TPAHCIOPTHBIMU CPEICTBaMH, paboTa C JIBH-
KYIIUMUCS MEXaHU3MaMH).

4.8. HexenaTebHbIE peakluu

Pe3roMe HexxeNnaTeIbHBIX peaKIui

Bo3MoxHBI ayieprudeckue peaxiuu.

[Tpu nmpueMe OONBIINX 03 MpemapaToB OPYCHUKHU WIH MPU UX JIUTEIBHOM NMPUMEHEHUU MOXET
Ha0II01aTHCsI 000CTPEHNE BOCTIAIUTEILHBIX 3a00JICBaHUH ITOYEK B PE3YJIbTATE JNIUTEIHLHOTO pasipa-
JKEHHSI IOYSYHBIX KaHAJIBIIEB.

Heo6xoaumo nponH)OpMUpOBaTh MAaIIMEHTa O TOM, YTO MPHU MOSBIECHUN MOOOYHBIX 3G (PEKTOB, yKa-
3aHHBIX B MHCTPYKLIUH, WIH UX YCYT'YOJICHUH, WU MOSBICHUH JIOOBIX IPYTUX MOOOYHBIX 3((HEKTOoB,
HE YKa3aHHBIX B UHCTPYKIIUU, 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)
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JIEKapCTBEHHOTO Ipernapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHYeTCsl COOOIIAaTh O JH0ObIX M010-
3peBaeMbIX HEXeNATeIbHbIX PEAKIUAX JEKApCTBEHHOr0 IpenapaTa 4epe3 HallMOHAIbHbIE CUCTEMBI
COOOIIECHHUS O HeXKETAaTeIbHBIX PEAKIUAX roCy1apCcTB — WieHOB EBpa3uiickoro 3KOHOMHYECKOTO CO-
1034.

Poccuiickas ®eoepayus

®denepanpHas cayx0a o Haa30py B chepe 3paBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CiaBsiHCKasl Iiiomiaip, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

OnektponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHHKAITMOHHOM ceTn «HTepHeT»:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

Cnyuyaun nepeso3upoBKHU A0 HACTOSALIETO BPEMEHHU HE 3apETUCTPUPOBAHBI.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoaMHaAMHYecKHe CBOIiCTBa

dapMakoTepareBTU4YecKas Tpymnmna: JUypeTHUYecKoe CPEACTBO PACTUTEIHHOTO IPOUCXOXKICHHUSL.

MexaHusM aeiicteus U hapMakoauHaMuueckue 3O GEKThI
Hacroli mucTheB OpYCHHKH OKa3bIBACT aHTHCENTHYCCKOE, TPOTUBOBOCIAIUTEIIEHOE U JIUYypeTHIC-
CKO€ JCUCTBHUE.

5.2. apMakoOKHHeTHYECKHE CBOiCTBA

He nmpumenumo.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeueHb BCIOMOTaTe/IbHBIX BellleCTB
OTCYTCTBYIOT.

6.2. HecoBMeCTUMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CpoOK XpaHeHus1)

4 rona.

[TpuroToBneHHBII HACTOW — B TPOXJIATHOM MeCTe He OoJiee 2-X CYTOK.
6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NMPH XPAHEHUH

B opurunanbHO# ynmakoBke npu temmnepatype He Boiie 25 °C.

VYcnoBus XpaHeHusl IPUTOTOBIEHHOIO HACTOs CM. B paszene 6.3.
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6.5. XapakTep u conep:KaHHe YITAKOBKH

ITo 1,5 r nucTheB mopoIIKa B PUIBTP-TIAKETE U3 OyMaru TepMocBapruBaemMoit; mo 20 GuiabTp-1makeToB
BKJIaAbIBAIOT B ITIAYKH U3 KapTOHA. ITaukwu c q)HJIBTp-HaKeTaMI/I 3aBOpavYUBArOT B IIJICHKY ITOJUMCPHYTO
HEOKPAIICHHYIO C IEJIbI0 KOHTPOJISI TEPBOTO BCKPBITHSL.

NHcTpykuus o NpUMEHEHUIO BKIIAAbIBACTCS B IAYKY WJIA TEKCT HHCTPYKLUH 110 IPUMEHEHHUIO HAHO-
CHUTCS Ha MavKy.

6.6. Oco0ble MepbI MPETOCTOPOKHOCTH NMPH YTHIM3AIUH MCIO0JIb30BAHHOIO J1eKAPCTBEHHOI 0
npenapara i 0TX010B, I0JY4eHHbIX I10c/Ie IPMMEHEeHH JIeKapCTBEHHOTI 0 IIpenapara, u Apy-
rue MaHUMYJISIIHM C MPenapaTomM

Het oco0bIx TpeOoBaHUH K YTHIIM3AIUH.

WHCTpYKIIKS 0 IPUTOTOBICHHUIO HACTOS

4 ¢dunpTp-makera (6,0 T) MOMENMIAIOT B CTEKISHHYIO WJIH SMaJUPOBAHHYIO TOCYAY, 3aJUBAIOT
200 mi (1 crakaH) KUMATKA, HAKPHIBAIOT KPBIIIKOH 1 HacTauBatoT 20 MUHYT, IEPUOANYECKH HAIaB-
JUBasl Ha MAKETUKH JIOKKOH, 3aTeM UX OTKUMatoT. OObeM MOITy4eHHOT0 HACTOS JOBOJAT KUITSTYEHOM
BozoM 10 200 mi1.

7. JEPKATEJIb PETUCTPAIIMOHHOT' O YOCTOBEPEHU S

Poccuiickas @enepanus

AxrmmonepHoe obmectBo «KpacHoropckue nexkapctBeHHble cpenctBay (AO «KpacHoropckiekcpe-
CTBa»)

143444, MockoBckas o0i1., . Kpacaoropck, yia. Mupa (Omanuxa Mkp.), 1. 25

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

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

Anpec snekTponHou moutsl: Krls@krls.ru

7.1. llpeacraBuTeNb AEprKaTE/Isl PETHCTPALMOHHOIO Y10CTOBEPEHUS

[Iperen3uu notpeduTeneil HaNPaBIATH 1O aJIPECy:

Poccuiickas @enepanus

AxrmmonepHoe obmectBo «KpacHoropckue nekapctBeHHble cpenctBay (AO «KpacHoropckiekcpe-
CTBa»)

143444, MockoBckas o0u1., r. KpacHoropek, yiu. Mupa (Omanuxa Mkp.), 1. 25

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

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

Anpec snekTponHol moutsl: Krls@krls.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTeropuu OTHycKa 0e3 peLernTa.


mailto:%20krls@krls.ru
mailto:%20krls@krls.ru

COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 24.09.2025 N= 23367
(MOCNEOOBATENEHOCTE 0002)

OO1m1ast xapakTepUCTHKA JIEKAPCTBEHHOTO TpenapaTa bpyCHUKY JTUCThs TOCTYIIHA B €IMHOM PEecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiickoro S5KOHOMHUYECKOr0 COK03a U Ha O(UIH-

aJIbHOM caure YIIOJTHOMOYE€HHOI'O oprana (3KcriepTHOM OpraHM3aI1H)
(https://lk.regmed.ru/Register/EAEU_SmPC).


http://www.regmed.ru/

