COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 14.05.2025 N= 12262

OBILASI XAPAKTEPUCTHUKA JEKAPCTBEHHOFO TIPEITAPATA “701)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPETTAPATA

[IroHa yKJIOHSIOIIErocs HaCTOMKa, HACTOMKa

2. KAYECTBEHHBINA U KOJTMYECTBEHHbBII COCTAB

Axmusnvtii komnonenm: [IMOHA YKIIOHSFOIIIETOCS TpaBa, KOPHEBUIIA U KOPHH

st mpurotosiienus 1000 Mt HacTOMKHM MCTOB3YIOT: 50 T - MHOHA YKIIOHSIOIIErocs Tpasbl, SO T -
MMOHA YKIIOHSIOIIETOCsI KOPHEBHII U KOPHEH.

BcromorarenbHbIe BellliecTBa, HATHYUE KOTOPBIX CIIEAYET YYUTHIBATH B COCTABE JICKAPCTBCHHOTO
npernapara: 3taHod (ciupT 3TuioBbIi) 40 % (cm. paznen 4.4).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Hacroiika.
[Ipo3pauHasi KHAKOCTh OT CBETJIO-)KEITOr0 A0 KPacHO-KOPUYHEBOTO IIBETa C XapaKTEPHBIM

3anaxoM. B Mpouecce XpaHCHUA BO3MOKHO BbIIIAACHHUC OCalKa.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Tpenapat [InoHa yKiIOHAOIIErocs HAaCTOMKA IOKa3aH K NMPUMEHEHHUIO Y B3pOCIBIX U ACTEH B
Bo3pacte oT 12 10 18 et B kauecTBe ceAaTUBHOIO CPEJCTBA NIPU HAPYILIEHUSIX CHA, TOBBILIEHHON

HEPBHON BO30YIMMOCTH, BET€TO-COCYIUCTHIX HAPYIICHUSX.

4.2. PexxuMm 103MpPOBaHNs U CNIOCO0 NPUMEHEHUS

PexuMm mo3upoBaHus

PexoMennyemas go3a npemnapara y B3pociibix - no 30-40 kanenb HACTOMKH 3 pa3a B ICHb.
Kypc neuenust — 25-30 nueii. IloBTOpHBII Kypc jeyeHHMs MOXeT ObITh HazHadyeH nocie 10-
JTHEBHOTO IEpEPHIBA MOCIIE KOHCYJITALMN Bpaya.

eTH
Pexxnm noszupoBanusa nns gered oT 12 no 18 ner cCOOTBETCTBYET peXUMY JO3UPOBAHMS Yy
B3POCJIBIX.
BbezonacHocTh 1 3 PeKTUBHOCTD Mpenapara Jjs IpUMEeHeHus y aereil B Bozpacte ot 0 10 12 ner
HAa JIaHHBII MOMEHT OTCYTCTBYeT. JlaHHBIE OTCYTCTBYIOT.

Croco0 rIpuMeHeHus
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4.3. IlpoTuBONOKA3aHNS.

['MnepuyBCTBUTENILHOCTh K AaKTUBHBIM KOMIIOHEHTAaM, MEPEYHMCICHHBIM B YacTH 2, W/HWIN K
Jr000MY M3 BCIIOMOTATEIBHBIX BEIECTB, IMEPEUMCIICHHBIX B pasjeie 6.1; medeHodyHas W/Wiu
MOYCYHASI HEIOCTATOYHOCTh, 0EPEMEHHOCTD, IEPHOJ] TPYTHOTO BCKAPMIIMBAHUS, IETCKHIA BO3PACT

(mo 12 ner).

4.4. OcoOble yka3aHHus U MepPbI NPEAOCTOPOKHOCTH NIPH MPUMEHEHHUH.

C 0CTOPOKHOCTEIO

3aboneBaHus IICYCHHU, 3a00J1eBaHUs IMOYCK, SIMUJICTICUA, aJIKOI'OJIM3M, YCPCITHO-MO3I0Basd TpaBMa,
3a00J1eBaHUs TOJIOBHOIO Mo3ra, ,Z[eTCKI/Iﬁ BO3pacT OT 12 ner.

BcnomorarensHbIe BENIECTBA

[Tpenapat [InoHa yKIIOHSIOLIETOCS] HACTOMKA COAEPKUT 3TUIIOBBIN ciupT He MeHee 30 %.
Conepixanue aOCONIOTHOTO THJIOBOIO CIMPTa B MaKCHMalbHON pa3oBo# 03¢ mpemnapara (40
karenb) cocraBinsger 0,6 . CopepxaHue aOCOTIOTHOTO 3THUJIOBOTO CHUpPTa B MaKCHUMAaJbHOM
cyTouHo# no3e mpemnapata (120 xanens) cocraBuser 1,8 T.

Ecnmu cuMnToMBI cOXpaHstoTcst 6€3 yIrydIneHus 6oyiee 0JJHON HelleId P MECTHOM MTPUMEHEHHH

npenaparta ¥ 0ojee AByX HeZAeNb NpU NMPUMEHEHUHU Ipenapara BHYTpb, clIeayeT oOpaTUThbCs K

Bpauy.

4.5. B3aunMojeiicTBMe C JAPYrHMM JIeKAPCTBEHHbIMH TMpenapaTaMu W JApyrue BH/bI
B3auMoelcTBUS

HacTolika mroHa yKJIOHSIOIIErocsi COCOOCTBYET ocladiieHn o 3peKxTa CpeacTB, TOHU3UPYIOIIHX
LEHTPAJIIbHYI0 HEPBHYIO CHUCTEMY; YCUJIMBAET JIEMCTBUE CHOTBOPHBIX, CENATHBHBIX CPEICTB,

CITa3MOJIMTUKOB.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTDH U JIAKTALMS
[IpoTrBOMOKAa3aHO TPUMEHEHHE TIpernapara Nph OEPEeMEHHOCTH W B TIEPHOJ TPYIHOTO

BCKapMJIMBaHHA.

4.7. Bausinne Ha cnOCOOHOCTH YNPAaBJSATH TPAHCHOPTHBIMHU CpeJcTBaMU U padoTath ¢
MeXaHM3MaMH
B nepuon nmpumeHeHus mnpemnapara HEOOXOJUMO COOIIOAATh OCTOPOKHOCTH NMPH BBIMOJIHEHUH

NOTCHIUAJIBHO OIIACHBIX BHJAOB JOCATCIIBHOCTH, Tp€6yIOH_[I/IX MOBBIIIICHHOM KOHIOCHTpAlUH
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BHUMAaHUSI U OBICTPOTHI TICUXOMOTOPHBIX peakiui (Vnﬁgg%éﬂllg’]f;)gx'{'éﬁ%ﬂglh BelzllclTlll'chMI/I

paboTa ¢ IBMKYIIMMUCS MEXaHU3MaMH, paboTa AucIieTdepa, orneparopa).

4.8. HexkennaTesibHbIe peakunu

Pe3ioMe HexxenaTeIbHbIX DEaKIINN

Bo3moxHBI AJUICPIrUICCKHUC PCAKIIHUU.

COO6H.[CHI/IC O npeanojaracMbiX HEXKCIATCIIbHBIX PCAKITHAX

BaxxHo cooOmare O TMOJ03pEBAaEMbIX HEXKEIATCIBHBIX PEAKIHUAX II0CIe PErHCTPaLUH
JIEKapCTBEHHOTO TIpemnapara ¢ IeJIblo 00ecreueHus HEMPEPHIBHOIO MOHUTOPHUHTA COOTHOIIICHHUS
«TI0JIb3a-PUCK» JICKAPCTBEHHOTO TMpemnapara. MeAuIMHCKUM PabOTHUKOM PEKOMEHIYETCS
CO00IIaTh O JIFOOBIX IMOJ03PEBAEMBIX HEKEIATEIbHBIX PEaKIHIX JIEKAPCTBCHHOIO Tperapara
yepe3 HallMOHAJIbHBIE CHUCTEMBI COOOILEHHUS O HEXKeNaTeNbHBIX pPEeaKlUsiX TOCyIapCTB-UJICHOB
EBpazuiickoro ")KOHOMHUYECKOTO COK3a:

Poccniickas @enepanns

OdenepasibHas Ciryx)0a 1Mo Ha3OPY B cepe 3ApaBOOXpaHCHUS

Anpec: 109012, r. MockBa, CriaBsiHCKas IUI0IIa b, 1. 4, cTp.l

OenepanbHas ciryx0a 1mo Haa3opy B cdepe 3apaBooxpanenus (Poc3apaBuaazop)

Temedon: +7 800 550 99 03

DnexkTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Cair B I/IH(I)OpMaI_II/IOHHO'TCJICKOMMYHI/IKaHI/IOHHOﬁ CCTHU ((I/IHTepHCT»I

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka
Jlo HacTosmlero BpeMEHW CIy4yaeB TMEpeO3UpPOBKM TpU TNPUMEHEHUH I[pernapata He

3aperucTpUPOBAHO.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

®dapmakoTepaneBTUUYeCKas rpymnmna: MCUXoJIENTUKH, CHOTBOPHBIE U CEJTaTUBHBIE CPECTBA; IpyTue
CHOTBOPHBIE U CEIaTHBHBIC CPEJICTBA.

Kox ATX: NO5SCM

Mexanusm aeiictBus U hapMaKOIMHAMUYECKUE CBOMCTBA

Hacroiika nmoHa oka3pIBaeT CeIaTUBHOE JCHCTBUE Ha HCHTPAJIbHYIO HCPBHYIO CUCTEMY.

5.2. ®DapmakoKHMHeTHYECKHE CBOMCTBA

Crpannna 3 u3 6


mailto:pharm@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/

COOTBETCTBYET SKCNEPTH!
ot 14.05.2025 Nz 1.
(NOCNEAQBATENEBHOCTE 0001)

MY OTYETY

He npumenumo.

6. DPAPMAIIEBTUUECKHUE CBOVICTBA
6.1. IlepeyeHp BCioMOraTeJIbHbIX BellleCTB

Oranon (ciupT dTHUN0BHIN) 40%.

6.2. HecoBMecTHMOCTD

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

2 roja.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

B 3amuiienHom ot cBeta Mecte mpu temmeparype ot 8 go 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 25 M1 Bo (pr1akOHBI TEMHOTO CTEKJIa, YKYIOPEHHBIE TOJTMMEPHBIMH MTPOOKaMH HIIH TIPOOKaMU -
KareJbHUIIAMU U KPBIIIKAMH, UK KPHIIIIKAMU HAaBUHUYMBAEMbIMH 1 IPOOKaMU, UM TPOOKaMU TN
npoOKaMU-KanelbHUIIAMA M KpPBIIIKAMU, WIM NPOOKaMU M KPBILIKAMU W3 MOJIMATHIIEHA WIH
MOJIMIIPOIMIICHA, WIN KPBIIIKaMU HABUHYMBAEMbIMU M3 CMECH ITOJIMATUIIEHA BBICOKOTO 1aBJICHUS
Y TIOJIMATUJIEHA HU3KOTO JIaBJICHHS B COCTaBe C MPOOKaMU-KareIbHUIIaMU U3 TOJIUIPOIHIICHA.
ITo 25 M7 BO (py1akOHBI U3 MOJIMATUIICHA B KOMILJIEKTE C MPOOKaMH WM TPOOKaMHU-KallelbHUIIaMH
U KpBIIIKAMM M3 TOJMITHIEHa, WM Bo (iakonsl u3 I1DT B kommiekTe ¢ KameabHUIIAMU U
KOJIaYKaMHU U3 MOJUATHWICHA, uiu BO ¢akoHsl u3 [19T, wiu TIDBII, unu [I9HII B koMmekTe ¢
KarneabHUIeH 1 Kpblkol, win Bo ¢uakons! u3 [19T, wiu [I9BII, unu [IOHII B kommnekre ¢
KPBIIIKAMU W3 TONUATHIEHA, WK BO (uiakonbl 3 [19T, nnu [1OBII, unu [I19HII B koMIiekTe ¢
npoOKaMHU U KPBIIIKaMH U3 MOJIMATUIICHA WM TOJIUIIPOITUIICHA.

Ha xaxnapiii ¢uakoH HaKJIEWBAaIOT STUKETKY U3 Oymaru nucued WIM STUKETOYHON WIN
CaMOKIJICIOIIYIOCS STUKETKY.

Kaxip1ii ¢i1akoH BMecTe ¢ MHCTPYKIMEH 110 MEAULIMHCKOMY MTPUMEHEHHIO IOMEIIAIOT B AUKy U3
KapToHa KOPOOOYHOTO I MOTPEOUTENBCKOM Taphl MIIM U3 KapTOHA XPOM-3p3all.

JlonyckaeTcss HaHECEHWE MOJIHOIO TEKCTa WHCTPYKLUHH IO MEAUIMHCKOMY NPHUMEHEHHUIO Ha
MayKy.

Honyckaercs ynakoBka ot 20 1o 200 ¢uiakoHOB 6e3 Mayku ¢ paBHBIM KOJIMYECTBOM MHCTPYKIIHHA

0 MEIUIMHCKOMY NPHUMEHEHHIO B SIIUK M3 TOPPUPOBAHHOTO KapTOHA (I CTallMOHAPOB).
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6.6. Ocodble  Mepbl  NPENOCTOPOKHOCTH NPH  YHUYTOKEHHHM  HCIOJB30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemnaparta WM OTX0J0B, TMOJY4YEHHBIX [0CJe TMPUMeHEHUs
JIEKAPCTBEHHOI0 Mpenapara v Apyrue MaHUIYJISIUU C PenapaToMm.

Het 0co0bIX TpeOOBaHMH K yTHIIM3AIUH.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

Poccuiickas @enepanus

AO «®Dnopa Kakaza»

369260, KapauaeBo-Uepkecckas PecnyOmmka, Ypynckuii paiion, cranuna [lperpamnas, yi.
[Toaropwnas, n. 62 a.

Ten./dakc: +7 (878-76) 6-14-32, 6-16-77.

On. noura: info@flora-kavkaza.ru

7.1 IlpencraBuTeib Aep:KaTejsi peruCTPAIMOHHOIO YA0CTOBEPEeHMsI

IIpereH3uu HOTDC6HTCJI€I>1 HarpasJIATH I10 aApPECy

Poccuiickas ®@enepanus

AO «Dnopa Kaskaza»

369260, KapauaeBo-Uepkecckas PecnyOmmka, Ypynckuit paiioH, cranuma [lperpamnas, yi.
[Toaropunas, n. 62 a.

Tenedon: +7 (878-76) 6-14-32

Tenedon 24-uacoBoro gocryna: +7 (938) 142 67 77

dakc: +7 (878-76) 6-16-77

Anpec snextpoHHOi# ouTsl: Khubieva.2020@mail.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. JIATA NIEPBUYHOM PETUCTPAIIMMA (ITOATBEPXKJIEHUA PETUCTPAIIUN,
HEPEPETUCTPALINN)

Jlata nmepBoii peructpanuu:

10. JATA HEPECMOTPA TEKCTA
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OOmast xapakTepuCTHKa JIEKApCTBEHHOro npemnapata [lnoHa yKIOHAIOMIETOCS HACTOMKa
JOCTynmHa Ha WH(OpPMAlMOHHOM TopTane EBpasuiickoro 5SKOHOMHUYECKOIO COI03a B

uHGOPMALMOHHO-KOMMYHHUKaIMOHHOM cetn «MuTepueT» http://eec.eaeunion.org/
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