COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 30.09.2024 N2 20958
(NOCNEOOBATENEHOCTE 0007)

NHCTPYKLMA
1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

Keronpoden-JIOP

PerncrpanuoHHblili HOMep:
Toprosoe naumenoBanue: Keronpogen-JIOP
MexayHapo/aHoe HeMATEeHTOBAHHOE WM IPYNIHPOBOYHOE HAUMEHOBaHHUeE  KeTOIpodeH

JlekapcTBeHHas (popma: pacTBOP ISl OJIOCKAHUS

Cocras Ha 1 mur:

Heticmsyrowee seujecmeo. keronpodena mM3nHoBas coyb — 16,0 mr.

Bcnomoeamenvuvie sewyecmea: rmauepun — 200,0 mr, sTanon (cnupt 3THioBkIin) 95 % B nepecuere
Ha CIOUPT JTUIOBBIA aOcomtotupoBanHblii — 40,0 mr (37,0 mr), MerwimaparuapokcuOeH30aT
(umnarun) — 1,5 mr, neBomenton (L-menron) — 0,70 mr, Hatpus caxapuHaT — 2,0 Mr, HaTpus
ruapodocdara nogekaruapat — 0,78 mr, apoMatuzaTop MATHBIN — 2,40 MT, KpacUTEIh XUHOJTHMHOBBIN
xenterii (E 104) — 0,1165 wmr, xpacurens cunamii nateHToBanubii V (E 131) — 0,0258 mr, Boga

ouHIIeHHas — 10 1 ML

Onucanue: np03paqH51171 pacTBOp OT FOHY6OB8.TO-3CJ16HOFO A0 3CJICHOIO IBETA C XAPAKTCPHLIM

3armaxoM MJSTHI.

dapmakoTepaneBTHYeCKasi TPYNNA: IpoYre Mpenaparsl Ui JeueHHs 3a00J1eBaHUN MOJIOCTH pTa

Koa ATX: A0O1AD11

DapMaKoJIOrHYeCKue CBOMCTBA

Dapmaxoounamuka

Oxa3zbIBaeT NPOTUBOBOCIIANIUTENBHOE, aHAJIbIe3UpYlollee AeicTBre. Hrubupys nukinookcurenasy |
u Il Tuma, yrHeTaer CHHTE3 MEIUATOPOB BOCHAJeHHs (TPOCTArjJaHIMHOB, TPOMOOKCaHA U [p.).

Crabunmm3upyer  MeMOpaHbl — JIM30COM W 3aJepKUBaeT  BBICBOOOXKJIEHUE  (EPMEHTOB,
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CIIOCOOCTBYIOIIMX Pa3pyIICHUIO TKaHEil Npu|BocraneHum ~TApMe3nm, IKTABHQCTE, HEHTPOdHIIOB.

O6nagaer aHTUOPATUKUHUHOBOW aKTUBHOCTBIO.
[Ipenapat He 06magaeT aHTUOAKTEPUATHHBIM JCHCTBHEM.

DapmakoKkunemuxa

PazoBas mo3a 160 Mr npuBOIUT K YPOBHIO Ipemnapara B miiazme Menee 400 Hr/mil, HEIOCTATOYHOMY

TSI CACTEMHOT'O JIEUCTBUS.

IHoka3anus K NpuMeHEeHUI0

CumnromaTiyeckoe JIeYEeHHE BOCIHAIUTENbHBIX 3a00JIeBaHUN BEPXHHUX JbIXATENbHBIX MNyTEeH —
TOH3WJUIMTA (aHTHHBI), JAPUHIHTA, (PAPHHIHUTA; BOCHAJIMTENBHBIX 3a00JE€BaHHUH IMOJOCTH pTa —
cromMaTuTa, THHI'MBHUTa, I''IOCCUTA, a(bTBI, MNapoaAOHTONATHH, XPOHUYCCKOI'O MapoaOHTO3a; B KaUCCTBEC
AQHAJIBIETUYECKOT0 CPEJICTBA MPU CTOMATOJIOTMYECKUX MAHUITYIISLUAX.

B cnyuae neobxooumocmu, nodxcanyucma, npoKOHCYTbMUPYUMeECh ¢ 8pA4oM nepeo npumeHeHuem

JleKapcmeeHroco npenapamad.

IIpoTuBONOKAa3aHMS

[ToBblIeHHasT YyBCTBUTEIBHOCTb K KeTolpodeHy M JAPYyrMM KOMIIOHEHTaM Ipernapara,
ALETUJICAUIMIIWIIOBOM KUCIIOTE WX JAPYTMM HECTEPOMJIHBIM IPOTHBOBOCHAIMTENIBHBIM IperapaTamM
(HIIBII), mosHOE MIIK HEMOJHOE COYSTaHHE OPOHXHMATIBHOW ACTMBbI, PEIUIUBUPYIOIIECTO MOIHAI03a
HOCA UJIY OKOJIOHOCOBBIX Na3yX U HEIIEPEHOCUMOCTH aLleTHIICATUIUIOBOU KUCIOThI U Apyrux HIIBII

(B TOM umcIIe B aHAMHE3€), IETCKUI BO3pacT a0 12 yeT.

C 0CTOPOKHOCTHIO

OpO3UBHO-SI3BEHHbIE MOPAKEHUS JKEITYJ0YHO-KHILIEYHOro TpakTa (obocTpenue), 6oixe3nb Kpona,
JTUBEPTUKYJIHUT, IENTUYECKas S3Ba, TeMO(UINS U Ap. HApYIIEHUS] CBEPTHIBAHUSI KPOBH, XpOHUYECKasI
ceplieyHass HEeJIO0CTaTOYHOCTh, OpOHXMallbHAasi acTMa, MOXKWJIOW Bo3pacT, OepemeHHocTh (I u II

TPUMECTD).

IIpumeHeHne npu 0epeMEHHOCTH M B IEPHO/ TPYIHOI0 BCKAPMJINBAHUS
[Tpumenenue npenapara B Il TpumecTpe GepeMEHHOCTH MPOTUBOIIOKA3aHO.
[Tpumenenue npenapara B | u Il TpumecTpax 6epeMeHHOCTH BO3MOKHO TOJIBKO MOCJIE€ KOHCY/IbTAllUN

C Bpa4yoM, €CJIF Ipearojraracmas 1moJib3a JJis1 MaTCpu MPCBLILIACT MMOTEHIIMAIbHBIN PUCK I TI04A.
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IIpumeHenue npenapara B IEPUOJ TPYAHOTO BEKapMITHBAH KL F¢-DEKOMEHYERCH (= T (007 )

Cnocod npuMeHeHus U 103bl

Jns monockanus mosoctd pra. 10 M1 mpenapara (103a Ha | mpUMEHEHHE) CIeNyeT OTMEPHTH C
MIOMOIIBI0 MEPHOT'O CTAaKaHYHMKA, BXOSIIETO B KOMILICKT YITaKOBKH, B pa3Bectd B 100 mur (mosioBuHA
CTakaHa) NUTbeBOM Boxbl. Ilomockanue mosocTu pra nNpoBOJAT 2 pa3a B JAEHb, NPEANOYTUTEIBHO
yTpoMm u BedepoM. [Ipemapar crieayer mpuMeHsTh MOcie eapl. JJMUTensHOCTh JIeUeHUs OIpeIesieTCs
BPayOM.

Ecnu nocne neuenusi ynyuuwienus e HACmynaem uiu NOSGISIIOMCS HOBblEe CUMRIOMbL, He0OX00UMO
NPOKOHCYIbMUPO8amuvcs ¢ epadom. llpumensiime npenapam moabKO COAACHO MOMY CHOCODY
NpUMeHeHUs U 8 mex 003aX, KOMOopvle VKA3aHbl 6 UHCMPYKYuu Nno npumenenuio. B ciyuae
HeobXooumMocmu,  NOJNCANYUCMA, NPOKOHCYIbMUpPYUmMech C 8payoM neped  NpuMeHeHuem

JEKAPCMBEHHOCO npenapama.

ITo0ouHoOE neiicTBUE
AJUIepruyecKue peakiyH.
Ecnu nmobvle u3z ykazannvix 6 uHcmpykyuu nobounvix sghghexmos ycyeyonaomes, unu Bol 3amemunu

J0bbvie Opyaue noboyHvle I dexmul, He YKA3aHHble 8 UHCIMPYKYULU, CO0OWUme 00 SMom 8payy.

Ilepeno3upoBka

[Ipn npumeHeHuM mnpenapara B COOTBETCTBMM C MHCTPYKLIHMEW IO IMPUMEHEHUIO IEPENO3MpOBKa
ManoBeposaTHa. CiydailHOE MpOIJIaThIBaHUE pacTBOpa HE BENET K CEPbE3HBIM IOCIEACTBUSM, T.K.
pa3oBas J103a sl MOoJoCKaHus coaepkuT 160 Mr ketonpodeHa TU3UHOBOM COMIU, UTO COOTBETCTBYET

J103€, IPEAHA3HAYEHHON U1l IpUEMa BHYTPb.

B3aumoaeiicTBue ¢ APYIrUMHU JJEKAPCTBEHHBIMU IperapaTaMu

He BreIABIIEHO.

Oco0ble ykazanus
JIJ'II/ITGJ'II)HOQ MMPUMCHCHHUEC MOXKET BBI3BIBATH PCAKIIUU MMOBBITIIEHHON YYBCTBUTCIIbHOCTH.
B sTOM ciyuae ciemyer mpekpaTHTh NPUMEHEHHE Tperapara U MoAo0paTh aJeKBaTHBIE METOJIbI

JICUCHUA.
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IIpy IpMEHEHNH BBICOKUX [103 U JUTUTEIbHOM KyPCe JIGHRHIS BCIGBIBAFOTUII ¢s| KCROPO(hEr MOXKeT

KOHKYpHpOBaTh C IOPYIUMH JIEKAPCTBEHHBIMHU IIpeliapaTaMy, MMEKOIIUMHU BBICOKOE CPOACTBO K
OeJIKaM ILIa3MBlL.

[IpemapaT COIEPKHUT METHJIIAPArHJAPOKCUOCH30aT, KOTOPBIM MOJKET BBI3BATh AaJICPIHUCCKHE
peakiuu (BKJIFOYAs aNIEPrUYSCKUe PEaKIMK 3aMEJIJICHHOTO THIIA).

Buumamenvno npoumume uHcmpyKyuto nepeod mem, KAK HAYAmMb HPUMEHeHUe Npenapamad.
Coxpanume uHCMpYKYuro, OHA Modicem NOHAd0OuUmvcs 6Hob. Ecau y Bac eosuuxnu eonpocet,
obpamumecs K epauy. Jlekapcmeennoe cpedcmeo, Komopvim Bol neuumecy npeOHa3Ha4eHo TU4HO
Bawm, u e2o ne cnedyem nepedasamo Opyeum auyam, NOCKOIbKY OHO MOMCEN NPUYUHUMb UM 8pPeo

oaorce npu Haaiuduu mex sice CUMnNmomos, uno u 'y Bac.

Biausinue Ha ClMOCOOHOCTH YupaBJsATb TPAHCHHOPTHBLIMH CPEACTBAMU, MCXaHU3MaMHU
HpenapaT HE BIMJAET Ha CIIOCOOHOCTH YIpaBJsATh TPAHCIIOPTOM WM 3daHUMATBCA APYrUMHU
INOTCHIHUAJIBHO OIIaCHBIMU BHJIaMH JOCATCIBHOCTU, Tpe6y101HI/IMI/I MOBBIIICHHOM KOHUCHTpalun

BHUMAaHHUA U OBICTPOTHI ICHXOMOTOPHBIX PEaKITHi.

®opMa BBIIIYCKA

PactBop st monmockanus, 16 mMr/mi.

[To 100 mn Bo @uakoHbl W3 NOJUATUIEHA HU3KOTO [ABJICHMS, YKYINOPEHHbIE KPBIIIKAMHU
HOJMMEPHBIMU U MEPHBIM CTAaKaHYMKOM.

ITo 100 M Bo (prrakOHBI U3 TEMHOT'O CTEKJIA 3 THAPOIUTUYECKOTO KJlacca, YKYIOPEeHHbIE KPbIIIKAMU
MOJTMMEPHBIMU M MEPHBIM CTaKaHYHKOM.

ITo 150 mn Bo (hiakOHBI W3 TOJMBUHWIXIJIOPHAA, YKYMOPEHHBIE KPBIIIKAMH TOJMMEPHBIMH C
KOHTPOJIEM MEPBOI0 BCKPHITHUS U MEPHBIM CTAKaHYUKOM.

[To 200 ma BO (QuakoHbl W3 TOJMITHIIEHA HU3KOTO JaBJIEHUs, YKYHNOPEHHbIE KpBIIIKaMU
MOJTMMEPHBIMH M MEPHBIM CTAaKaHYHKOM.

[To 200 M7 BO (py1akOHBI U3 TEMHOT'O CTEKJIa 3 THAPOIUTHYECKOIO KJlacca, YKYINOpPEHHbIE KPbIIIKAMU
MOJMMEPHBIMU U MEPHBIM CTAaKaAHYHKOM.

Ha ¢nakoH HakIenBaOT CAaMOKJIESIYIOCS ATUKETKY.

Kaxxapiit ¢h1akoH BMecTe ¢ MHCTPYKIIMEH 10 MPUMEHEHHUIO TOMELIAIOT B auKy U3 KapToHa.
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Ycaopus ornmycka (NMOCNEOOBATENBHOCTE 0007)

OTtmyckatoT 0e3 perenra.

Cpox rogHocTu
3 rona.

He MPUMCHATH 11O UCTCUCHUHN CPOKA rOAHOCTHU, YKAa3aHHOT'O Ha YIIAKOBKE.

YcaoBusi XxpaHeHust
XpaHuTh 1pu Temmneparype He Boiie 25 °C.

XpaHUTb B HEIOCTYITHOM JUIs IETEH MeCTe.

Baanesienn perucTpanmMoHHOTO YIOCTOBEPEHHSI/OPraHU3anus, NPHUHAMAKIIAS NPeTeH3NH
norpeounTesiei

OTtkpeiToe akimoHepHoe obiectso "dapmcrannapt-Jlekcpencrna"

(OAO "dapmcranaapt-Jlekcpeacrsa"), Poccus

305022, Kypckast 0611., . Kypcek, yi. 2-1 Arperatnas, a. 1a/18

ten./dakc: (4712) 34-03-13

www.pharmstd.ru

IIpousBoauTenn

OTkpbITOE akMoHepHoe obmecTBo "dapmcrannapt-Jlekcpencra"
(OAO "dapmcrangapt-Jlekcpencrsa'), Poccust

Kypckas 06m., T. Kypcek, yi. 2-s1 Arperatnas, 1. 1a/18

ten./daxc: (4712) 34-03-13

www.pharmstd.ru



