OBLIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA
1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
BJIEYTEPOKOKKA SKCTPAKT XUJIKUI TAT®APM, 3KCTpaKT JUIsl IPUEMA BHYTPb.
2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB
JelcTByrolee BEUIECTBO: JICYTEPOKOKKA KOJKOYEr0 KOPHEBUILA U KOPHHU.
[TpenapaT coaepKUT 31€yTEPOKOKKA KOJII0Uero KopHesui 1 kopHeil — 1000 .
BcrnomorarenbHble BelecTBa, HAJMYKUE KOTOPHIX HAJO0 YYUTHIBaTh B COCTaBE JIEKAPCTBEHHOI'O
npenapara: 3tanou (cnupt 3tusoBslit) 40 % (cm. pasnen 4.4.).
[TonHbIl IepevYeHb BCIOMOTaTEIbHBIX BEIIECTB IIPUBEIEH B pa3nene 6.1.
3. JEKAPCTBEHHAS ®OPMA
DKCTpakKT i IpHeMa BHYTPb.
KuakocTb OT CBETJIO-KOPUYHEBOTO A0 TEMHO-KOPUYHEBOI'O I[BETA C XapaKTEPHBIM 3allaxoM,
BO3MO)KHA JieTKast onayecueHus. [Ipu xpaneHn#r BO3MOKHO 00pa3oBaHHe OcajiKa.
4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusl K IPUMEHEHHUIO
DneyTepoKOKKa 3KCTPAKT KUJIKUMA MOKa3aH K MPUMEHEHHUIO Y B3POCIBIX U JIeTel B BO3pacTe OT
12 no 18 ner.
¢ YMCTBEHHOE U (hU3MUECKOE ePEyTOMIICHHE.
e ACTEHMUYECKHE COCTOSHUS PA3INYHON ITHOIOTHH.
e AprepuanbHas TUNOTEH3Us (IOHWKEHHOE apTepUabHOE JIABIICHHE).
e [lepuos BBI3AOPOBIEHUS NTOCIIE MHPEKIIMOHHBIX 3a00JI€BaHUI U TIOCIe0NnepalMOHHBIN TEPHOI.
4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

Bspocnvie
[To 20-30 xamensb, pa3BeicHHBIX B 1/4 cTrakaHa BOjbI, 2—3 pa3a B JICHb.
[Tpu HEOOXOAMMOCTH MPOBOAST MOBTOPHBIE KYPCHI C JBYXHEIECNbHBIMH TepepbiBaMu (WiIH Oe3
HUX) MOCJI€ KOHCYJBTALIUU C BPAuOM.
eTH
Hetsm crapiuie 12 net — B 103e U3 pacuera 1o 1 kamie Ha | roj *Ku3HH.

Crrocob nmpuMeHeHus

[IpenapaT npuMEHSIOT BHYTPh /10 €116l B IEPBOI IOJIOBUHE JHSL.
[lepen npuMeHeHHEM B30aNTHIBATh.

Kypc neuenus 25-30 nueit.



4.3. llpoTuBONOKA3aHNUSA

e ['UMepuyBCTBUTENFHOCTh K JACHCTBYIOIIEMY BELIECTBY WJIM K JIIOOOMY M3 BCIOMOTATEIbHBIX
BELIECTB, IEPEUNCIIEHHBIX B pazzeie 6.1.

e AprepuanbHas runepTeH3us (IOBBILIEHHOE apTepUaIbHOE JaBICHUE).

e HapymieHnue cepiedHoro putma.

e Mudapkr muokapaa.

LlepeOpanbHO-coCynucTas MaTONOTHS.
e [loBeIIeHHAs BO30OYIUMOCTb.

e DIuIencusl.

o CylopOoXHBIE COCTOSIHUSI.

e becconHuna.

OcTtpbie HHPEKITMOHHBIE 3a00ICBAHMSI.

e XpoHuYecKue 3a00IeBaHMs IEYCHH

e bepeMEeHHOCTb.

e [lepuoa rpyaIHOro BCKapMIUBAHUSI.

e Jlerckwuii Bo3pacT 1o 12 jer.

4.4. OcoOble ykazaHMsl M1 Mepbl PeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

AJKOronusM, 4epenHo-MO3roBas TpaBMa, 3a00J€BaHMsI TOJIOBHOTO MO3ra, JETCKUH BO3pacT
crapiie 12 ner.

Oco0ble yKa3aHusa

[Ipenapar He cienyeT MpUHUMATh BO BTOPOH MOJIOBUHE JTHS BO W30eKaHUE HApYIICHUH CHA.
[Ipy SIBIEHHM THUIOITIMKEMHU PEKOMEHIYETCS YMEHBIIWTH 103y Mpernapara, TPUHUMATh €ro
IOCJIE €16l WJIM OTMEHUTBH IIpenapar.

BcrnoMorarenbpHBIE BEIIIECTBA

[Tpemapar conepxut 40 06. % 3TaHoINA.

MakcumanbHas pa3oBas J103a npenapara (30 kamens) cogepxut 0,43 T aOCOIIOTHOTO 3TUIOBOTO
cnupra, 4to skBuBaneHTHo 10,9 mu nuBa wnu 4,5 mit BUHa.

MaxkcumanbHasi cyrouHast no3a (90 kamenb) comepkuT 1,4 r© aGCOMIOTHOTO TUIIOBOTO CIHPTA,
4TO 3KBUBAJIEHTHO 35,5 Mi1 muBa v 14,8 i1 BUHA.

Bpenen ans nun ¢ ankoronu3moM. Heo6xonnMo yunuThIBaTh O€peMEHHBIM M KOPMSIIUM IPYAbIO
JKSHIIMHAM, JIeTSM M TaKUM TPYIIIaM BBICOKOTO PUCKA, KaK MAIIMEHTHI ¢ 3a00JI€BaHUSIMU MTEYCHU

U DIIWJIETICUEN.



4.5. B3auMopeiicTBMe ¢ JAPYIrHMH JIEKAPCTBEHHbIMH TMpenaparaMd W JApyrue BH/bI
B3aUMOJAEHCTBUS

YcunuBaer ACHCTBHE CTUMYJISTOPOB HEPBHOW CHUCTEMBI M aHANENTHKOB (KodewH, kamdopa,
dbenamun), apigercs GU3MOIOTUUECKHUM aHTATOHUCTOM JIEKAPCTBEHHBIX CPEJICTB, YTHETAIOIINX
[EHTPaIbHYI0O HEpPBHYK cucTteMy (B TOM 4YHCIE HEHPOJENTUKOB, OapOUTypaToB,
AQHKCHOJIUTUKOB, MPOTUBOSMUIECHTHUECKUX JIEKApCTBEHHBIX cpeacTB). [lpu omHOBpeMeHHOM
MPUMEHEHUA C JUTOKCHMHOM BO3MOXKHO TIOBBIIIEHWE KOHLIEHTpPaUMd B IUIa3M€ KpOBU
MOCIIEAHETO; C THUIOIMIMKEMHUYECKUMU JICKAPCTBEHHBIMH CpeACTBaMH (B T.4. HHCYJIMH) H
AHTUKOAryJIsIHTaMU BO3MOXKHO YcHileHue ¢ dekTa.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDH U JIAKTAUMS

bepemeHHOCTD

[TprumeHeHne TeKapCTBEHHOTO Tpernapara mpu 0epeMEeHHOCTH ITPOTUBOIIOKA3aHO.

Jlakranus

[IpumeHeHHe  JIGKQpCTBEHHOTO  Mmpemapara B TIEPUOA  TPYAHOTO  BCKApMITHBAHHS
MIPOTUBOMOKA3aHO.

4.7. Bausinde HAa CHOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMHU CPeICTBAMU W padoTaTh ¢
MeXaHU3MaMH

B nepuon mpuMeHeHus: mpernapara HeoOXOOUMO COOIONATh OCTOPOKHOCTH MPH BBITOIHEHUU
MOTCHIIMATBHO OMACHBIX BHJIOB JEATCIBHOCTH, TPEOYIOMUX TOBBIIICHHONW KOHIICHTPAIIUU
BHUMAaHUSI ¥ OBICTPOTHI MICUXOMOTOPHBIX peakuuil (ympaBieHHE TPAHCIOPTHBIMH CPEICTBAMH,
paboTa ¢ IBIKYIUMUCS MEXaHUu3MaMu, paboTa AucTeTyepa, orneparopa).

4.8. Hexkenare/jibHbIE peakKUUU

PesroMme HexxenaTeabHbBIX PEAKIINT

Bo3MoxHEI AJUICPIrUICCKUC pCAKIIUU, 6CCCOHHI/II_I8., THUIIOTTIMKCMUA, TaXUKapAusd, IrOJIOBHAA 00JIb.

Coo011eHne 0 MoI03PEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxxHo cooOmarb 0 TOJ03pEBAEMbBIX HEXKENAaTeNbHBIX pEaKUUsAX I0CJIe PEerucTpaluu
JIEKapCTBEHHOTO Ipernapara ¢ Lelibl0 00ecTeyeHns HepepbIBHOIO MOHUTOPUHIA COOTHOILIEHHS
«T10JIb3a — PHUCK» JIEKapCTBEHHOTO Ipenapara. MeAuIMHCKUM pabOTHHKAM PEKOMEHIYeTCs
cooluate O JIOOBIX MOJO3PEBAaEMbIX HEXKEJIATeNIbHBIX PEAKIMIX JEKapCTBEHHOTO Iperapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIIEHHS O HEXENATeNIbHbIX PeaKIUsIX rocyAapCTB — YICHOB

EBpa3uiickoro 53K0HOMHUYECKOTr'0 COI03a.



Apmenus

«IJEHTP 3KCIIEPTU3bI JIEKAPCTB U MEJUIJHMHCKUX TEXHOJIOT MM » THKO
Omoen MoHumopunea 6e30nacHoCmu 1eKapcme

Topsiuas nunus: (+374 10) 20-05-05, (+374 96) 22-05-05

e-mail: vigilance@pharm.am

DNeKmpoHHYI0 6epcuio Kapmvl COOOWEHUsL MOICHO Hatimu Ha catime WWW.pharm.am

Poccuiickas ®eoepayus

Dedepanvras cayarcoa no Haozopy 6 cghepe 30pasooxparnenus (Poczopasnaosop)

Aopec: 109012, . Mocksa, Cnasanckas niowaow, 0. 4, cmp. 1

Tenegon: +7 800 550 99 03

Dnekmpounnas nouma. pharm@roszdravnadzor.gov.ru

Caiim 8 UHGDOPMAYUOHHO-MENEKOMMYHUKAYUOHHOU cemu «Humepnemy:

http://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CuMITOMBI

[Tpu mpuMeHeHuu TpemnapaTa B J03aX, MPEBBIIIAIONUX PEKOMEHIyeMbIe, BO3MOKHO yCUJICHHE
J10303aBUCUMBIX TOOOUHBIX 3((HEKTOB.

Jleuenue

CumnTomMaTH4eCKoe.

5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHaMHUYeCKHe CBOMCTBA

dapmakoTepaneBTHUECKas  rpynmna:  OOLICTOHM3UPYIOIIEE  CPEACTBO  PACTUTEIBHOIO

MIPOUCX 0K ICHHUS.
Kox ATX: A13A

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie B(bd)eKTBI

[Ipemapar okas3plBaeT CTUMYJIUPYIOLIEE JEHCTBUE HaA ILEHTPAJIbHYIHO HEPBHYIO CHCTEMY,
TOHM3MpYIOIlEe M  OOLIEyKpeIudiomee JeHCTBUE HAa OpPraHu3M, IIOBBIIIAET  OOIIYIO
Hecnenu(pUYecKyl0 COIMPOTUBISEMOCTh OpraHu3Ma, CIIOCOOCTBYET YAYYIICHHIO alleTUTa,

MOBBIIIEHUIO (PU3HMUECKON M YMCTBEHHON pabOTOCIIOCOOHOCTH.
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5.2. ®apmakoknHeTHYECKHE CBOHCTBA

He npumennmo.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeueHb BCIOMOraTe/IbHBIX BelIECTB

Oranon (cimpt 3TriI0BbI) 40 %.

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHsl)

4 rona.

6.4. OcoOble MepbI PEI0CTOPOKHOCTH MPU XPAHEHHUH JeKAPCTBEHHOI0 Npenapara

B 3aIuIeHHoM OT cBeTa MecTe MpH Temmeparype ot 15 1o 25 “C.

6.5. XapakrTep u conep:xaHue NePBUYHON YIIAKOBKHU

[To 50 mit BOo (prrakoHBI OPaHKEBOTO CTEKJIa ¢ BUHTOBOM TOPJIOBHUHOMW, YKYIIOPEHHBIE IPOOKaMuU
U3 TIOJIUATHIICHA HU3KOW TUIOTHOCTH M KPBIIIKAMHA HABUHYMBACMBIMHU M3 TIOJIMATUIICHA BBICOKOM
IUIOTHOCTH.

®nakoH BMECTe C UHCTPYKIMEH MO MEIUIMHCKOMY MPUMEHEHHMIO IMOMEIIA0T B MayKy W3
KapTOHa.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TNPH YHUYTOXKEHHH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJde NPHMEHEHUs!
JIEKAPCTBEHHOT0 MpenapaTa u Apyrue MaHUMyJIsIUU ¢ PenapaTom

OcoOble TpeOoBaHUSI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHMUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

AO "Tarxumbapmnpenapatsl”

420091, Pecniyonuka Tarapcran, . Kazans, yin. benomopckast, a. 260

ten.. +7 (843) 526-98-88

e-mail: marketing@tatpharm.ru

7.1. IlpeacTraBuTeb AeprKATEJIs] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3un norpedUTENer HAIPABIATE 110 aAPECY:

Poccuiickas Penepanus

AO "TarxumdapmnpenapaTs”

420091, Pecriyonuka Tarapcran, T. Kazans, yi. benomopckast, a. 260
ten.: +7 (843) 526-98-88

e-mail: marketing@tatpharm.ru
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8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. JATA NMEPBHUYHOM PETMCTPAILIMM (IOATBEPKJIEHWUSA PETUCTPAILINH,
NEPEPEI'MCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA



