COOTBETCTBYET ZKCNEPTHOMY OTUYETY
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(MOCNEOCBATENBEHOCTL 0003)

OBIIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA

HHM(bOMHO3OT, Karuii 4Jid IIpueéMa BHYTPb TOMCOIIATHYCCKUC

2. KAYECTBEHHBIN ¥ KOJIMYECTBEHHBIA COCTAB

AKTHBHBIE KOMIIOHEHTHI: Myosotis arvensis, Veronica officinalis (Veronica), Teucrium scorodonia,
Pinus sylvestris (Pinus silvestris), Gentiana lutea, Equisetum hyemale (Equisetum hiemale),
Sarsaparilla (Smilax), Scrophularia nodosa, Juglans regia (Juglans), Calcium phosphoricum,
Natrium sulfuricum, Fumaria officinalis, Levothyroxinum, Araneus diadematus (Aranea diadema),
Geranium robertianum, Nasturtium officinale (Nasturtium aquaticum), Ferrum jodatum (Ferrum
iodatum).

100 r mpenapara comepxat: 5 T D3 Myosotis arvensis (Muo3otuc apBeHcuc), 5 r D3 Veronica
officinalis (Veronica) (Beponuka oddununanuc (Beponuka)), 5 r D3 Teucrium scorodonia
(TeykpuyM ckopogonua), 5 r D4 Pinus sylvestris (Pinus silvestris) (muHyc cuibBecTpuc (MHUHYC
cunbBectpuc)), 5 r D5 Gentiana lutea (rentuana nrotea), 5 r D4 Equisetum hyemale (Equisetum
hiemale) (3xBu3eTym xumemaine), S v D6 Sarsaparilla (Smilax) (capcamapumna (cmmmakc)), S D3
Scrophularia nodosa (ckpodymspua HOmosza), 5 r D3 Juglans regia (Juglans) (rormanc peruma
(rormanc)), 5 r D12 Calcium phosphoricum (kansuuym dochopuxym), 5 r D4 Natrium sulfuricum
(Hatpuym cynbdypukym), 5 r D4 Fumaria officinalis (pymapua odduuunamuc), 5 r D12
Levothyroxinum (neBotupokcuaym), 5 T D6 Araneus diadematus (Aranea diadema) (apaneyc
nuaneMaryc (apanea quazaema)), 10 r D4 Geranium robertianum (repanunym podeptuanym), 10 r D4
Nasturtium officinale (Nasturtium aquaticum) (HactypuuyM oddunuHame (HacTypuUuyM
akBatukyM)), 10 r D12 Ferrum jodatum (Ferrum iodatum) (dbeppym tiogatym (peppym nomatym)).
BcromorarenbHbie  BeIIecTBa, HAMYME KOTOPBIX HEOOXOAWMO YYHTHIBATH B COCTaBe
JIEKapCTBEHHOT'O TperapaTa: 3TaHoJ (CIUPT ATHIOBHIN) okosio 35,0 % (o0BeMHBIX) (CM. pa3aen
4.4).

ITonnbIi MEPCUYCHb BCIIOMOT'AaTCIbHBIX BCUICCTB IIPUBCACH B pa3acCiIic 6.1.

3. JEKAPCTBEHHASA ®OPMA

Kammm AJid IIpyueMa BHYTPb rOMCOIIATHYCCKHUC.

Hp03paqHa;1, OT c1a00 CBETI0-XKEIITOr0 A0 CBCTJIO-XKCJITOIrO IIBE€TA XXUAKOCTh, C 3aIllaXOM 3TaHOJIA.
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4. KIMHUYECKUE JAHHBIE (MOCNEOOBATENBHOCTE 0003)

4.1. IToka3aHusi K IPUMEHEHHUIO
VYiydiieHue ecTecTBEHHOro JuMdojapeHaka M yYMEHbIICHHE 3acTos JUM(BI, B TOM YHCIE
CBA3aHHOTO C XPOHUYECKUM TOH3WUIUTOM U JUMQAICHUTOM Hecnenu(puyeckol 3THOJIOTHU B
KOMIUIEKCHOM Teparnuu.
[Ipenapat noka3aH K IPUMEHEHUIO y B3POCIHbIX U AeTel cTapiue 12 ner.

4.2. Peskum 103MpPOBaHUs U CNIOCO0 NPUMEHEHHUS

PexxuM 1o3upoBanus

Pexomenayemast no3a npemnapara y B3pocibix -1io 15-20 kamnens 3 pasza B J€Hb.
JliirenbHOCTE Kypca JiedeHHs cocTaBisieT 8-12 ngHeil. YBenuueHue NpOAOJKUTENBHOCTH H
IIPOBEJEHUE IOBTOPHOIO Kypca JIEYEHHMs BO3MOKHO IIO HAa3HAYEHUIO Jieqauero Bpada. [Ipm
HeJ0CTaTOYHOW 3¢ (EKTUBHOCTH IMpernapara HEOOXOAUMO o0paTuThes K Bpauy. [lpu yxyaumeHnuu
COCTOSIHUSI WJIM OTCYTCTBUU YJIy4IlIeHUs B TeueHue 7 AHel Ha (oHe Tepanuu cienyeT oOpaTUThCs K
Bpauy.

eTn
Pexxum no3upoBanus y Aeteil B Bo3pacte oT 12 10 18 neT cOOTBETCTBYET peKUMY TO3UPOBAHUA Y
B3POCIIBIX.
[Ipenapat npoTuBOMOKa3aH K TNPUMEHEHHIO y JeTedl B Bo3pacTe A0 12 jer (B cCBS3U ¢
HEJ0CTaTOYHOCTBHIO KIIMHUYECKUX JAaHHBIX).
JlinrenbHOCT Kypca JiedeHHs cocTaBisieT 8-12 nHeil. YBenuueHue NpOAOJKUTENBHOCTH H
IIPOBEICHUE IOBTOPHOI'O Kypca JIEYEHHs BO3MOXHO IO HA3HAYEHHIO Jedamero Bpada. llpwm
HeJ0CTaTOYHOW 3¢ (EKTUBHOCTH INpemnapara HEOOXOAUMO o0paTuThes K Bpauy. [lpu yxyaumeHnuun
COCTOSIHMS WJIM OTCYTCTBUH YIIy4lLIIeHUs B TeUeHHUe 7 AHEH Ha (hoHe Tepanuu cieayeT oOpaTuThes K
Bpauy.

Crroco0 nnpuMeHeHns

Kannm nprHEMaroT BHYTpb Iepes €10, IpeaBapuTesbHO pacTBopuB B 100 Mi1 BOAbI
4.3. [IpoTuBONOKA3aHUS
— I'unep4yBCTBUTENBHOCTh K AKTHUBHBIM KOMIIOHEHTAaM, MEPEYHUCICHHBIM B 4YacTU 2, W/WIH K
11000My M3 BCIIOMOTaTeIbHbBIX BEIIECTB, IEPEUUCIICHHBIX B pa3nene 6.1.
— Bospact 10 12 7er, B ¢BA3M ¢ HEAOCTATOYHOCTHIO KIIMHUYECKUX JTAHHBIX.
— bepeMeHHOCTH U epHoOJ TPYTHOTO BCKaPMJIMBAHUS B CBA3HM C HEJJOCTATOUHOCTHIO KITMHUYECKUX
JAHHBIX.
4.4. Oco0ble yKka3aHusl U Mepbl NPEeJOCTOPOKHOCTH NPH NPUMEHEHUH

C OCTOPOXKHOCTHIO: 3a00J1eBaHUs MEYCHHU, aJIKOroJIn3M, 4CPCITHO-MO3T0Bas TpaBMa U 3a00J1eBaHUs
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TOJIOBHOTO MO3ra, JETCKHil Bo3pacT ¢ 12 jer,| B CBﬂz'ijl-l'%:::J)':ﬂ%ﬁﬁ@;ltéﬂgﬁ:rgjﬁﬁgéﬁoro

(aTaHona); 3a00JIeBaHUS IIUTOBUIHON KEJNe3bl, B CBS3M C HAJIMYMEM AKTHBHOTO KOMIIOHEHTA,
coAepKaIero WoJ.
[Ipu 3a0oneBaHUAX LIMTOBUAHOM JKele3bl NPUMEHEHHE IIpernapara BO3MOXKHO TOJIBKO IOCHE
KOHCYJIBTAIlMU C BPAayoOM.
[Ipy mpumeme romMeonaTHYeCKHX JIEKAPCTBEHHBIX CPEACTB BO3MOXKHO BpEMEHHOE 00OCTpeHHE
UMEIOUINXCS CUMIITOMOB (TMIEpBUYHOE YXYIIEHUE), B 3TOM cCllydae cleAyeT MPEeKpaTUTh MPUEM
npernapara M MPOKOHCYJIbTUPOBAThCS ¢ BpadoM. [Ipu mosiBneHuu moOOYHBIX 3(PPEKTOB ciexyeT
oOpatuThcst K Bpady. MakcumanbHas cyTouyHas 703a npenapaTta (60 kameib) COIEPKHUT OKOJIO
0,828 r aOcoMOTHOTO ATUIIOBOrO CIMpTa (3TaHosa). MakcumalnbHas pa3oBas Ao3a npenapara (20
Karmesb) coaepKuT okoiio 0,276 T abCOTOTHOTO ATUIIOBOTO CIIUPTA (3TAHOJA).

4.5. B3aumopneiicTBHe ¢ JAPYIrHMH JICKAPCTBEHHBIMH IpenaparamMM W JApyrue BHABI

B3aMMOJAEHCTBUSA
HpI/IMGHGHI/IC nmpernapara HE MHCKIIOYACT JICHCHHUC APYIUMH JICKAPCTBCHHBIMHU CpCACTBaAMU,
MPUMEHSIEMbIMU PU JAaHHOM 3a00JIEBaHUU.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD W JAKTALUSA
B nepuon GepeMEHHOCTH M KOPMJICHHS TPYAbIO Ipernapar MOXKET MPUMEHSATHCS TOJBKO MOCIHe
HpGI[B&pHTCJ'IBHOfI KOHCYJIbTalluu C BpauyoOM

4.7. Bausinue Ha CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CpPeACTBAMHM U PadoTaTh €

MeXaHU3MaMH
B mepuon mpumeHeHus mpemnapara HEOOXOAMMO COOJOJaTh OCTOPOXKHOCTb NPH BBHINOJHEHUU
INOTCHIUAJIBHO OIIaCHBIX BHJAOB JCATCIIBHOCTH, Tp€6yIOHII/IX MHOBBIIIIEHHON KOHLCHTpanuunu
BHUMaHUSI U OBICTPOTHI NCHXOMOTOPHBIX peakuuil (yrnpaBjl€HHE TPAHCHOPTHBIMU CpEACTBAMH,
paboTa ¢ IBMKYILMMUCS MEXaHU3MaMu, paboTa AucIeTyepa, onepaTopa).

4.8. He:xennaTesibHbIEe peaKkuu

PesromMme HexxenaTeapHbIX peaKIui

Bo3MoXHEI AJUICPrUICCKUEC pCaKIIu.

COOGIJ.[CHI/IC 0 IOA03PEBACMBIX HCKCIATCIbHBIX PCAKIINAX

BaxxHo coofmaTh 0 1MoJ03peBaeMbIX HEXKENATENbHBIX PEaKIUAX MOCIe PEerUCTpalliy Ipernapara ¢
[EJIbI0  O00CCTCUYCHHs] HETMPEPHIBHOTO MOHHUTOPHUHTA COOTHOIICHHSI  «II0JIb3a —  PHUCK»
JIEKapCTBEHHOI0 Mpemnapara. MeauiuMHCKUM pabOTHUKAM PpPEKOMEHIYyeTcsi coolmiarh O JHOOBIX
M0/I03PEBAEMBIX HEKEIATENbHBIX PEaKLUMSIX JIEKAPCTBEHHOrO Mpernapara 4yepe3 HalUWOHaIbHBIC
CUCTEMBI COOOIIEHUS O HEXKENaTeIbHBIX pEeakKlUsX TOCYAapcTB — uileHoB EBpasuiickoro

9KOHOMHYECKOT'O COIO3a.
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Poccuiickas @enepanys

Anpec: 109074, r. Mocksa, CraBsiHCKasl TUIOIIAAb, 1. 4, cTp. 1
®denepanbHas ciyx0a 1mo Haa3opy B chepe 3apaBooxpanenus (PocznpaBaanzop)
Tenedonsr: +7 (495) 698-45-38, +7 (499) 578-02-30
®akc: +7 (495) 698-15-73
DnekTpoHHas moura: pharm@roszdravnadzor.gov.ru
www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

Cnyqan NEepCaA03UPOBKHU O HACTOAIIECTO BPEMCHH HE ObLIH 3apCruCTpUPOBAHBI.

5. PAPMAKOJIOTTYECKHUE CBOMCTBA
5.1. ®apmakoguHAMUYECKHE CBOMCTBA

®dapmakoTepaneBTU4ecKas IpyImna: FoMeonaTu4eckoe CpeICTBO.

Mexanusm aeiictBus U hapMaKOIMHAMUYECKUE CBOMCTBA

MHOTIOKOMIIOHEHTHBI  T'OMEONATHYECKUH JIEKapCTBEHHBIX —Iperapar, JAEeHCTBHE KOTOPOIo
00yCIJIOBJIIEHO KOMIIOHEHTaMH, BXOJISIIIUMU B €r0 COCTaB.

5.2. ®DapmakoKHHeTHYECKHE CBOMCTBA
He npumennmo.

5.3. lanHble JOKJIUHUYECKOH 0e30MacHOCTH
B 1OKIMHHMYECKMX [aHHBIX, IOJYYEHHBIX IO pe3yJbTaTaM CTaHIApTHBIX HCCIEI0BaHUN
(dapMakoIoruyecko  O€30MacHOCTH,  TOKCMYHOCTH  NPU  MHOTOKPAaTHOM  BBEJEHUH,
F€HOTOKCUYHOCTH, KAHIIEPOT€HHOTO IMOTEHLIMajda W PENpPOAYKTUBHOM H OHTOT€HETHYECKOU

TOKCHUYHOCTH, 0COOBIH BpCa IJId YCJIOBCKA HC BBISBJICH.

6. PAPMAIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BcmoMoOraTe/ibHbIX BelIeCTB
DTaHo (CUPT ATHIOBBIN) 0K0J10 35,0 % (00BEeMHBIX)
6.2. HecoBMecTHMOCTD
He npumenumo.
6.3. Cpok rogHocTH (CPOK XpaHeHUs1)
He npuMeHsTh MO MCTEYEHUHU CPOKa TOAHOCTH.
6.4. OcoObIe MepbI NPEAOCTOPOKHOCTH NPH XPAHEHHUH
B 3ammimenHoM ot cBeta mecte npu temneparype He Bbiiie 30 °C.

6.5. Xapakrep u coaepkaHue NEPBHYHOH YIIAKOBKH

4
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U3 IIOJHUOTHIIEHA H HaBI/IHLIHBaIOIHGfICSI KpI:IIHKOﬁ C KOHTPOJEM II€PBOro BCKPLITHA U3
nonunponuwieHa. Kaxnapiii ¢paakoH BMecTe ¢ MHCTPYKLIMEH MO MPUMEHEHUIO MOMENIA0T B MAayKy
KapTOHHYIO.
6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH NPH YHHYTOKEHHMH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOT0 MpenapaTra MJIH OTXOI0B, TMOJYYeHHbIX TMOcCjde NpPUMEHEeHUs
JIEKAapCTBEHHOI0 Mpenapara u Apyrue MaHUMYJISIMY ¢ PenapaTom

HeTt oco0bIx TpeGOBaHUM K YTHIIU3AIUH.

7. AEPKATEJIb PETUCTPAIIMOHHOT'O YIOCTOBEPEHUA

I'epmanus
buonorume Xannsmurrens Xeenb ['MOX
Hp.-Pekeser-1ltpacce 2-4, 76532 banen-banen
ten: +49 7221 501 00
daxc: +49 7221 501 210
azpec dIEKTpoHHOM mouThL: info@heel.com
7.1. IlpeacraBureib AepKaTesss peruCTPalHOHHOIO YA0CTOBEPECHUS

[Iperen3un norpedbuTeiel HAOIPaBIATH 110 AAPECY:

Poccuiickas @enepanys

000 «Xeens Pycy,

125040, r. MockBa, JIeHMHrpaicK1i IPOCTIEKT, 15, cTp. 12
ten: +7 (495) 937-78-25

azpec anekTponHoi noutsl: info@heel-russia.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
JITI-Ne(000518)-(PT-RU)

9. JATA TNEPBUYHOIN PETMCTPALMM (IIOATBEPKJIEHUS

PEIT'UCTPAIIUU, TIEPEPEI'MCTPALIUN)
Hara nepsoii peructpanuu: 21.01.2022

10. JATA HEPECMOTPA TEKCTA
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OOmast xapakTepuCTHKa JIEKapCTBEHHOTO TmpenapaTa JImMpomMro3oT, Kamim uis npuemMa BHYTPhb
TOMEOIIaTHYECKUE JIOCTYITHA Ha HH(OPMAIIMOHHOM TopTaie EBpa3uiickoro SKOHOMHYECKOTO COr03a

B MH(QOPMALIMOHHO-KOMMYHUKaIIMOHHOU ceTn «MHTepHeT» https://eec.eacunion.org
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