COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 11.03.2025 N2 6513

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAUMEHOBAHME JIEKAPCTBEHHOTI' O ITPEITAPATA

[IrnoHa yKJIOHSIOIIErocs HaCTOMKa, HACTOMKA

2. KAYECTBEHHBIN U KOJJMYECTBEHHBI COCTAB

AKTUBHBIN KOMITOHEHT: [IMOHA YKIOHSIOIIErocs TpaBa, KOPHEBUIIA U KOPHH.

Hns mpurotonenus 1000 My HacTOMKHU UCTIONB3YIOT: S0 I mHOHA yKIIOHAIOIIErocs Tpasa; 50 r
MMOHA YKJIOHAONIETr0Csl KOPHEBUIIA U KOPHU

BcnomoratenbHbie BellecTBa, HaJUYME KOTOPBIX HAJAO0 YUYUTHIBATH B COCTaBE JIEKAPCTBEHHOT'O
npenapara: 3tanoia (cnupt 3ToBbIi) 40 % (cMm. pazaen 4.4).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Hacroiika.
[Ipo3padHast )KMIKOCTh CBETJIO-KOPUYHEBOTO I[BETA, C 3allaxOM MeTWJcaMIiIaTa. B mporecce

XPaHCHHUA BO3MOXKHO BBIIIAACHHUC OCAalKa.

4. K/IMHUYECKHUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

[Ipenapar nokasaH K OPUMEHEHHUIO y B3pOCIbIX W jaered oT 12 jer no 18 mer B kauecTBe
CEJaTUBHOTO CPEJICTBA MPU HAPYILIEHUSAX CHA, MOBBLIINICHHOW HEPBHON BO30YJIMMOCTH, BEreTO-

COCYJIMCTBIX HapyLICHHUSIX.

4.2. PexxuMm 103MpPOBaHNs U CNIOCO0 MPUMEHEHUS

PexxuM 103upoBaHusd

B3spocasim o 30 — 40 xanens Ha nnpueM 3 pasa B eHb. Kype neuenus — 25-30 nueit. Kypce neuenus
MOXeET OBITh MOBTOPEH nocie 10 — JHEBHOTO MepephiBa 0 PEKOMEHIAIIMH Bpaya.

€TH
Pexxum no3upoBanus g gerei ot 12 et 1o 18 neT He oTianyaeTcs OT pexkuMa JO3UPOBAHUS IS
B3pocibiX. besonacHocTs U 3¢ (HeKTUBHOCTH MpenapaTa AJisi IPUMEHEHHs y JAeTel B Bo3pacTe OT
0 1o 12 net Ha JaHHBI MOMEHT HE YCTaHOBJEHBI. J[aHHBIE OTCYTCTBYIOT.

Cnooco0 nmpuMeHeHus

IIpenapar cinenyer NpuHUMATH BHYTPb.
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4.3. [IpoTuBONOKA3aAHUS

- TUIEPYYBCTBUTEIBHOCTh K AKTHBHBIM KOMIIOHEHTaM, MEPEYUCICHHBIM B 4YacTU 2, W/WIN K
1r000My U3 BCIIOMOTATEIbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3nene 6.1;

- ICYCHOYHAsI W/WITU IT0YeyHast HeJI0OCTaTOYHOCTb;

- OEpEMEHHOCTh;

- IEPUOJI TPYJHOTO BCKAPMIIMBAHUS;

- IeTcKkuil Bo3pacT 1o 12 ner.

4.4. Oco0Oble yKa3aHUs U MepPbI NPEI0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

3abosieBaHus nedeHH, 3a00JIeBaHNE TTOYEK, SIMUIICTICHS, AIKOTOJIN3M, YePEITHO-MO3T0OBas TPaBMa,
3a00J1eBaHUs TOJIOBHOTO MO3Ta, IETCKUI BO3pacT oT 12 JeT.

Oco0ble yKazaHus

MakcumanbHasi pa3oBasi jo3a npemnaparta coaepkuT 0,43 r aOCONIOTHOTO STHUIIOBOTO CIUPTA,

MaKcHUMasbHasi CyTouHas 1032 npenapata — 1,4 r abcooTHOrO ATHIIOBOTO CIIUPTA.

4.5. B3aumopeiicTBHE ¢ JAPYIrHMH JIEKAPCTBEHHBIMH MNpenapaTaMH MW JApyrue BH/bI
B3aMMO/ el CTBUA
Crniocob6ceTByet ocnabnenuro 3 exra cpeacTB, TOHU3UPYIOIIUX EHTPATBHYIO HEPBHYIO CHCTEMY;

YCUIINBACT ﬂeﬁCTBHe CHOTBOPHBIX, CCAAaTHBHBIX CPCACTB, CIIa3MOJIMTHUKOB.

4.6. ©®epTUIBLHOCTD, 0€PEMEHHOCTDH U JIAKTAIIUA

bepemeHHOCTD

[TpumeHeHue mpenapaTa NPOTUBOIMOKA3aHO BO BpeMsi OEpeMEHHOCTH.
JlakTanus
[Iprumenenue npenapara NPOTUBONOKA3aHO B MEPUO]] TPYIHOTO BCKApMIIMBAHHSL.

DdepTUabHOCTD

I[aHHBIe O BJIMAHUU TIpCIiapara Ha (bepTI/IJ'ILHOCTB YCJIOBCKA OTCYTCTBYIOT.

4.7. BuusiHue Ha CIOCOOHOCTH YIPABJATH TPAHCIOPTHBIMHM CpPeIACTBAMH U padorarh ¢
MeXaHM3MaMH

B mnepuon nedenuss mnpemaparoMm cieayeT coOM0JaTh OCTOPOXKHOCTh IPHU  BBINOJIHEHUH
NOTEHIMAJIBHO ONACHBIX BUAOB JEATEIBHOCTH, TPEOYIOIIMX TIOBBIIIEHHOW KOHIEHTpAIUu
BHHUMaHUsI U OBICTPOTHI MCUXOMOTOPHBIX pEaKIMi (ympaBiieHHE aBTOTPAHCIOPTOM, padbora ¢

JBIDKYIIIUMUCS MEXaHU3MaMH, padoTa JUcIieTyepa u onepaTopa).
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4.8. HekenareiabHble peakuuu

PesroMme HexxenaTeabHBIX PEaKI

Bo3moxHBI AJUICPIrUYICCKHUC PCAKIIHUU.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0marh O TM0J03pEBAEMBIX HEXKENATEIbHBIX pPEAKIHUAX T0CIHE pPErucTpanun
JICKapCTBEHHOTO TIperapara ¢ Meibio 00eCredeHrss HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«TOJb3a - PHUCK» JICKAPCTBEHHOTO mpemnapara. MeIuIUHCKUM pPaOOTHHKAM PEKOMEHIYETCS
coo0maTe O JIOOBIX MOI03PEBAEMbIX HEKEIATEIBHBIX PEaKIUsIX JIEKAPCTBEHHOI'O Ipernapara
Yyepe3 HaAIlMOHAIBHBIC CUCTEMBI COOOIIEHHS O HEXKEJIaTeIbHBIX PEaKIHMSIX TOCYIapCTB - YWICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas @edepayus

DedepanvHas cuydcba no Hao3opy 6 cghepe 30pasdoOXpPaHeHs.

Aopec: 109012, Mockesa, Cnasanckas niowaow, 0.4, cmp. 1

Tenegpon: +7 (800) 550-99-03

Onexmponnas nouma: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3upoBka
Jlo HacTosIIIero BpeMeHH CIIy4aeB MepeA03UPOBKH IPU PABHILHOM MPUMEHEHHH TIperapara He

3apErUCTPUPOBAHO.

5. ®APMAKOJIOTUYECKHWE CBOHCTBA

5.1. ®apmakoaMHaAMHYeCKHE CBOHCTBA

®dapmakoTepaneBTUUYeCKas TpyIIa: ICUXOJENTUKH,; CHOTBOPHBIE M CEIAaTUBHBIE CPEACTBA;
JIpyryue CHOTBOPHBIE U CEIATUBHBIE CPECTBA.

Koxg ATX: NO5SCM

Mexaumnsm nerictBus u papMakOIMHAMAYECKAE CBOUCTBA

Oxa3pIBaeT ceJaTHUBHOE JIEHCTBHUE Ha HOCHTPAJIbBHYIO HCPBHYIO CUCTEMY.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

JlaHHBIE OTCYTCTBYIOT.

6. ®APMAIIEBTUYECKHE CBOWCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

* Ortanou (cnupT >TUIIOBEIN) 40 % .


http://roszdravnadzor.ru/
https://www.roszdravnadzor.gov.ru/
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6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

B 3amuiiieHHOM OT cBeTa MecTe Mpu Temiieparype He Bbiie 25 °C.

6.5. XapakTep u coJep:KaHHue NEPBUYHOI YITAKOBKH

[To 15 wmm 25 mMa BO ¢uiakOHBI OPAHKEBOTO CTEKJIAa C BUHTOBOM TOPJIOBHHOMN, YKYIOpEHHBIE
poOKaMHU M3 MOJIMATUIICHA BBICOKOTO MJIM HU3KOT'O JTABJICHUS] 1 HABHHYMBACMBIMH KPBIIIIKAMHU U3
MOJIMATUIICHA BBICOKOTO WJIM HHM3KOTO JIaBJICHUS WU BO (DJIAKOHBI-KAINEIBHUIIBI OPAHIKEBOTO
CTeKJIa C BHHTOBOW TOPJIOBHHOH, YKYHOPEHHBIE NPOOKaMHU-KaleIbHUIAMH W3 TOJMATHIICHA
BBICOKOTO WJIM HHU3KOTO JIABJICHUS W HAaBUHYMBAEMBIMHU KPBIIIKAMH W3 TOJHUATHIIEHA BBICOKOTO
VI HU3KOTO JIABJICHHUSI.

[To 15 wnwm 25 Mt Bo ¢u1akoHBI KOPUYHEBOT'O CTEKJIA, YKYIIOPEHHBIC CPEACTBAMHU YKYITOPOUYHBIMU
HOJTMMEPHBIMH.

[To 15 nmm 25 M npenapaTa BO (hJIaKOHBI M3 TOJIMATHIIEHA BRICOKOTO MIJIM HU3KOTO JAaBIICHHS CO
CpeICTBaMHU YKYIOPOYHBIMH.

[To 15 wim 25 mn Bo ¢rakoHbl M3 MONMATUIEHTepedTanaTa, YKyNOpEeHHbIE KOJIauKaMu
BUHTOBBIMH U3 TIOJIMATHIIEHA BEICOKOTO JTABJICHUSI.

Kaxnprii GpriakoH wim ¢GiakoH-KareabHAIy BMECTe ¢ MHCTPYKIMEH MO MPHUMEHEHHIO TIOMEIIAI0T
B IIAUKy U3 KapTOHA.

JlomyckaeTcst MOJIHBIA TeKCT HHCTPYKIMU IO IPUMEHEHHIO HAHOCUTD Ha MayvKy.

Homyckaetcsi ynakoBka (uiakoHOB win (priakoHOB-KanenbHUI[ 6e3 mauku ot 30 mgo 150 mryk
BMECTE C PaBHBIM KOJHYECTBOM HHCTPYKIWH O MPUMEHEHHWIO B TPYIIIOBYIO YMAKOBKY (IJIst
CTaI[IOHAPOB).

[To 4, 9, 18 kr B KaHUCTpPHI U3 NOJUITUIIEHA HU3KOTO JIaBJIEHUS C KPBIIIKAMU U C UHCTPYKLUAMHU

10 MPUMEHEHMIO (JJIs] CTAllMOHAPOB).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenapaTra WJIM OTX0A0B, TMOJYYEHHbIX TOCJde NPHUMEHEHUs!
JIEKAPCTBEHHOT0 MpenapaTa v JPyrue MaAaHUMYJISIIAM C PenapaToM

Het oco0bIx TpebOBaHMI K yTHIIM3AIUH.
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7. JIEPKATEJIb PETHCTPALIMOHHOIQ Y 10CTOBEPEHY =/ 1EH UL TE 0002)

Poccniickas @enepanvs

AknmonepHoe obmiectBo «MBaHoBckas dpapmarieBTHUecKas padpukay

(AO «IBanoBckas papmaneBruueckas hadpukay)

153007, UBanoBckas 00:1., r.0. MIBanoBo, r. IBaHOBO, yi. ['eHepana ['opbarosa, 1. 19A
Ten.: 8 (493) 233-42-73

e-mail: ivff@yandex.ru

7.1. [IpencraBuTeib AepKaTessi PEriCTPAIIMOHHOTO YA0CTOBEPEeHUs

[Iperen3un HOTDC6I/IT€HCI71 HaIpaBJIATH 110 aApPECy:

Poccniickas @enepanys

AknmoHepHoe obmectBo «MBaHoBckas dapmarieBTHUecKast padpukay

(AO «MBanoBckast papmaneBTuueckas padbpuKar)

153007, BanoBckas 00:1., r.0. UBanoBo, r. UBanoBo, yi. ['enepana ['opbaToBa, 1. 19A
Ten.: 8 (493) 233-42-73

e-mail: ivff@yandex.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBHUYHON PETUCTPAIIMA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
INEPEPETUCTPAIIN)

JlaTa nepBo perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

O6ma;1 XapaKTCPUCTHKA JICKAPCTBCHHOI'O IIpfliapara IInona YKIOHAKOMICTOCA HaCTOMKa

JOCTYIMHa Ha HWHGOPMAIMOHHOM TmopTajiie EBpa3wiickoro SKOHOMHYECKOTO COK3a B

MH(pOpMallMOHHO-KOMMYHHUKaIIMOHHOM ceTu «HTepHeT» http://eec.eaeunion.org/.
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