COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 19.01.2022 N= 524

(NOCNEQCBATENEHOCTE 0002)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JJEKAPCTBEHHOI'O ITPEITAPATA

PGHCJ'IB, TaOJIETKU IOABA3BIYHBIC TOMCOIIATHYCCKHUE

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

AxtuBHble KommoHeHThL: Aluminium oxydatum, Berberis vulgaris, Acidum nitricum, Lytta
vesicatoria, Plumbum aceticum, Chondodendron, Serenoa repens, Causticum Hahnemanni.

Kaxnas Tabnerka comepxut: 75 mr D12 Aluminium oxydatum (Anromunuym okcuaatym), 15 mr D2
Berberis vulgaris (bepoepuc Byasrapuc), 30 mr D4 Acidum nitricum (Auuaym aHutpukym), 30 mr D5
Lytta vesicatoria (JIutra Be3ukaropus), 30 mr D6 Plumbum aceticum (ITmromOym aretukym), 30 mr
D3 Chondodendron (Xougoaenapon), 30 mr D2 Serenoa repens (Cepenoa penenc), 60 mr D4
Causticum Hahnemanni (Kaycrukym ["anemannm).

BcromorarenbHbie  BEIIECTBAa, HANMYME KOTOPBHIX HEOOXOIMMO YYHTHIBATH B COCTaBe
JIEKapCTBEHHOTO Mperapara; JJaKTo3bl MOHOTHUAPAT (cM. pasaenst 4.3., 4.4.).

ITonHbIit MEpCHUCHL BCIIOMOTAaTCIIbHBIX BCIHICCTB IPUBCACH B pa3/iCyIC 6.1.

3. IEKAPCTBEHHAS ®OPMA

TabneTku NOABA3BIYHBIE TOMEOTIATUIECKHE.
Kpyrubie TabneTku MioCKOUMIHHAPUIECKON (POPMEI, ¢ (hacKoi, OT OeI0To 10 KeNTo-0eIoro IBETa,

HHOrJa € XCJIITBIMU U KOPUYHCBBIMU BKPAIIJICHUAMMU, 0e3 3amaxa.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K NPUMEHEHHIO
[Ipenapar npumeHseTcst y B3pOCHbIX U aereil crapuie 12 net nmpu BocHanUTENbHBIX 3a00J€BaHUIX
MOUYEBBIBOISAIINX YT, MOUCKaMEHHOM 0OJIe3HH.

4.2. Pe:kxuM 103MPOBaHUS M CIOCO0 MPUMeEHEHHUs

Pexxum o3upoBanus

Pexomenayemas no3a npenapara y B3pocibix — 1 Tabnetka 3 pas3a B JI€Hb.
B ocTphix ciydasx npuHUMarOT 1o 1 TabneTke kKaxapie 15 MUHYT B TeueHHE HE OoJiee IByX YacoB.
JUIMTENbHOCTD Kypca JIEUEHUS OIPeEsAeTCs JISYalUM BPauoM.
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B3pocibiX. [IpuMeHeHne npenapara y jgeredd crapme 12 jmeT BO3MOXKHO NMO HA3HAYCHUIO M TIOJ
KOHTpOJIEM Bpaya.

[IpenmapaT npoTHUBOMOKa3aH K MPUMEHEHHIO Yy JeTeil B Bospacte a0 12 njer (B cBsizu ¢
HEJIOCTATOYHOCTHIO KIMHUYECKUX JTAHHBIX).

JUIMTENbHOCTD Kypca JIEUEHUS ONPENESAeTCs JISYaluM BPauyoM.

Cnoco0 nmpuMeHeHs

B3pocnbiM 1 getsim ot 12 et TabneTKy ciieyeT paccachlBaTh MOA A3bIKOM 32 30 MUHYT 10 €1bl WIIH
yepe3 1 yac nocie npuema Mnuiiy.

4.3. IIpoTuBONOKA3aHUS
- ['MnepyyBCTBUTENLHOCTh K AKTUBHBIM KOMIIOHEHTAM, MEPEYUCICHHBIM B YacTH 2, /WM K
1r000My M3 BCTIOMOTATEIbHBIX BEIIECTB, IEPEUNCIICHHBIX B pa3jene 6.1.
- Bospact 10 12 net B CBSI3U C HEAOCTATOUHOCTHIO KIMHUYECKHUX TaHHBIX.
- HenepeHocUMOCTb 1aKTO3bI, JEPHUINT JIAKTA3bI, TNIFOKO3HO-TAJIAKTO3HAs MaJIbaOCOPOLIHSL.

4.4. OcoOble yka3aHHMsl M MepPbl PeJ0CTOPOKHOCTH IIPH IPUMEHEHUH
[Ipu npueMe romeonaTHUECKUX JEKAPCTBEHHBIX CPEJCTB MOT'YT BPEMEHHO 000CTPATHCS UMEIOIINECS
CHUMIITOMBI (TI€pBUYHOE yXyauleHue). B 3ToMm ciywae ciexyeT NmpekpaTHTh NPHEM Ipernapara U
oOpatuThcs K JjevamieMy Bpauy. llpum mosBieHuum noOouHbIX 3((eKToB, HE OINUCAHHBIX B
MHCTPYKIIMU IO MEIUIITHCKOMY MTPUMEHEHHIO, CIIEYET COOOIIUTH 00 3TOM Bpayy.
B cocraB mpenapata BXOOUT JIaKTO3a, B CBSI3M C YE€M €ro HE cieAyeT Ha3HayaTh MallMeHTaM C
HETIEPEHOCUMOCTBIO JIAKTO3BI, JEe(DHUIIMTOM JIaKTa3bl, TIIFOKO30-TAJIAKTO3HOW MaibabcopOIuei.
[Ipumenenue npenapara y gerei ctapiie 12 1eT BO3MOXKHO [0 HA3HAYSHUIO U 0] KOHTPOJIEM Bpaya.
VYkazanue [UIg MAIMEHTOB C CaxXapHbIM IHA0ETOM: COAEp)KaHUE YIJIEBOJOB B OJHOU TalleTke
cooterctByet 0,025 XE.

4.5. B3auMopeiicTBHe ¢ JAPYIMMH JI€KAPCTBEHHbIMH IpenapaTamMM W JApyrue BH/bI
B3alMMOJEHCTBUSA
[Ipumenenue mnpenapara HE MCKIIOYAET MHCIOJIB30BAHUE JIPYTUX JIEKAPCTBEHHBIX CPENCTB,
MIPUMEHSIEMBIX NP IaHHOM 3a00J1€BaHUH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JJAKTALMS
[IpuMeHeHHe JeKapCTBEHHOro Ipenapara PeHenb npu OepeMEHHOCTH U B IEPUOJA I'PYTHOIO
BCKapMJIMBaHUs BO3MOXHO, €CJIM 0XKHM1aeMasl 10J1b3a 711 MaTepH IIPEBbILIACT NOTEHIUAIbHBIN PUCK
Ui 1o04a 1 pedenka. Heobxo1MMo poKOHCYIBTUPOBATHCS C BPAuOM.

4.7. BausiHue HAa CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeICTBAMHU M PadoTaTh C

MEXaHu3MaMHu
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[Ipenapar He OKa3bIBACT BIMSHUSA HA COCOOHOCTH K BLIHdEind;IgHQE&JIEHE%I%;IE&%;(DB—%ILOB

JeSITeIbHOCTH, TPEOYIOIINX MOBBIIICHHOW KOHIEHTPAIIMM BHUMAHUS U OBICTPOTHI ICHXOMOTOPHBIX
peakmmii (ympaBleHHE TPAHCIIOPTHBIMH CpEACTBAMH, padoTa C IBIKYIIUMHCS MEXaHU3MaMH,
pabora mucrieTyepa, oneparopa).

4.8. HexkesaTeibHbIEe peaKkIUH

PesromMe HexenaTeabHbIX PEAKIINi

Bo3MOKHEI AJUVICPruiCCKUC pCaKu.

COO6H.I€HI/IG 0 IMOJ03PCBACMBIX HCKCIATCIIbHBIX PCAKIIUAX

BaxxHo coofmaTh 0 MoJ03peBaeMbIX HEXKENATENbHBIX PEaKIUsAX MOCe PerucTpaluy mpemnapara ¢
[eTbI0 00ECTICUeHUST HETPEPHIBHOTO MOHUTOPUHTA COOTHOIIIEHUS «IT0JIb3a — PUCK» JIEKAPCTBEHHOTO
npenapata. MeIUIIMHCKUM paOOTHUKAM PEKOMEHIYETCS COOO0IaTh O JIIOOBIX IMOJ03PEBAEMBIX
HeXeJlaTeNIbHBIX PeaKIUIX JEeKapCTBEHHOT'O MpernapaTa 4epe3 HallMOHAIbHbIE CUCTEMbI COOOIIEHNUS

0 HCXKCIIATCIIbHBIX PCAKIUAX I'OCYAApCTB — YJICHOB EBpa3HﬁCKOF0 O9KOHOMHYCCKOI'o COr03a.

Poccuiickas @enepanys
Anpec: 109012, r. Mocksa, CnaBsiHCKas Tuionianp, a. 4, ctp. 1
denepanbHas ciyx0a 1mo Haa3opy B cdhepe 3apaBooxpaHeHus (Poc3apaBHanzop)
Tenedonsr: +7 (499) 578-06-70, +7 (499) 578-02-20
daxc: +7 (495) 698-15-73
DnektponHas moura: pharm@roszdravnadzor.gov.ru
www.roszdravnadzor.gov.ru
4.9. Ilepeno3npoBka

Ciy4au nepeo3upoBKH 70 HACTOSIILIETO BpEMEHH He OBLITH 3aperuCTPUPOBAHBI.

5. ®PAPMAKOJIOT'HYECKHE CBOMCTBA
5.1. ®apmakoaMHAMHYeCKHe CBOMiCcTBa
dapmakoTepaneBTUUEcKas IpyIna: FOMEONaTH4eCKoe CPEICTBO.

Mexanu3M ASHCTBUS 1 (baDMaKOHI/IHaMI/ILICCKI/IC CBOMCTBA

MHOrOKOMIIOHEHTHBII ~FOMEONATUYECKUH JIEKAPCTBEHHBIX Ipenapar, JEHCTBHE KOTOPOIo
00yCJIOBJICHO KOMITOHEHTaMH, BXOASAIIMMH B €T0 COCTaB.
5.2. dapMaKoOKHHETHYECKHE CBOHCTBA
He npumenumo.
5.3. /lanHbIe TOKJIUHUYECKOH 0e30IacCHOCTH
B noxknMHHMYECKHMX JaHHBIX, IIOJYYEHHBIX II0 pe3yJbTaTaM CTaHAAPTHBIX MCCIEAOBAHUN

(dapMakoIoTn4eckoii ~ 0e30MacHOCTH,  TOKCMYHOCTH  INPH  MHOTOKPaTHOM  BBEJCHWH,
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F€HOTOKCUYHOCTH, KAHIIEPOI'€HHOTO0 MOTEHLHU u péﬂ&w%ﬁTgﬂtﬁﬂngE&n%&oﬁ

TOKCHUYHOCTH, 0COOBII BpCa I 4CJIOBCKA HC BBISABJICH.

6. ®PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeyeHb BCIOMOTaTeJbHBIX BellleCTB
Marnus creapat
JlakTO3BI MOHOTHIPAT
6.2. HecoBMeCcTUMOCTH
He npumennmo.
6.3. Cpok romHocTH (CPOK XpaHeHwusl)
S Jer.
6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHWTh B 3aIIUIICHHOM OT CBETa MecTe, pu Temieparype He Boime 30 °C.
6.5. XapakTep u coaep:kaHue NePBUYHOI YIAKOBKH
ITo 50 Tabierok B 6emnbie MeHaNbl U3 MOJUMPONHIICHA C KPBIIIKaMH U3 mojunponuieHa. Ha kaxapii
MeHAJT HAKJICUBAIOT ATUKETKY. KaxIbIil IeHal BMecTe ¢ HHCTPYKIUEH 10 MPUMEHEHHUIO TOMEIIAI0T
B MIAYKy W3 KapTOHA.
6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH MNPH YHUYTOKEHHHM HMCHOJIb30BAHHOTO
JIEKAPCTBEHHOI0 TMpemnapara MJIH OTX0A0B, TMOJYYEHHBIX TOCJde MPUMeHEeHHs
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaHUIMyJSIUM ¢ PenapaToM

Het oco0pbIx TpeOOBaHU K yTHIN3AIUH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

I'epmanus
buonorume Xainemurrens Xeens [ MOX
Hp.-Pexeser-1ITpacce 2-4, 76532 baaen-banen
ten: +49 7221 501 00
dakc: +49 7221 501 210
ajipec anekTponHoi noutel: iInfo@heel.com
7.1. IlpeacraBuTe b AepaaTe/isi peTHCTPALMOHHOIO YA0CTOBEPEHUs!

[Iperen3un norpebuTeneil HaAIPaBIATh 10 AAPECY:

Poccuiickas @enepauvs

000 «Xeens Pyc»,

125040, r. Mockga, JIleanHrpackuii mpocriekt, 15, crp. 12
Ten: +7 (495) 937-78-25


mailto:info@heel.com
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azpec 3J1eKTpoHHO noutsl: iNfo_russia@heel.com

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSI
JITT-Ne(000520)-(PT-RU)

9. JATA TEPBHYHOI PETHCTPAIIMA (MOATBEPKIEHUS

PEI'’MCTPAIUMN, IIEPEPET'UCTPAIINN)
Hara nepBoii peructpanuu: 24.01.2022

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JIEKapCTBEHHOro mnpemnapara PeHenb nocTynmHa Ha HHGOpPMAlMOHHOM
noptane EBpa3uiickoro 3KOHOMHYECKOT0 CO03a B HH(GOPMAIMOHHO-KOMMYHHMKAIIMOHHOM CeTH

«Uutepuer»_http://eec.eaeunion.org




