COOTBETCTBYET 2KCNEPTHOMY OTYETY

ot 28.03.2024 N= 6072

OBLIASI XAPAKTEPHCTHKA JIEKAPCTBEHROTO TIPEAAPATA "

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Tpurekcudennaun-dapMcTanaapt, 2 Mr, TabJIETKH.

2. KAYECTBEHHBINA U KOJTUWYECTBEHHBINA COCTAB

JlelicTBytOIIIEeE BEMIECTBO: TPUTEKCU(DEHUIUIIA THIPOXIIOPHI.

Kaxxnas Tabnerka comepkut 2,0 Mr TpurekcupeHuIMIa THAPOXIOPHIA.

BcenomoratenbHble BelecTBa, HaJM4KME KOTOPBIX HA/0 YYUTHIBATh B COCTAaBE JIEKAPCTBEHHOIO
npemnapara: caxaposa (cM. pazzuensi 4.3., 4.4.).

[Tonubiii MepeyeHs BCIIOMOTaTeIbHbIX BEIIECTB MPUBEIEH B pasaene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Tabnerku.

Kpyrisie, mimockonumuHapuieckrue TadneTku 6eoro 1Bera, ¢ (hackoil.

4. KNIMHUYECKHUE JAHHBIE

4.1. IToxazaHusl K NPUMEHEHHUIO

[Ipenapar nmokasaH Jyisi IPUMEHEHUS Y B3POCIIBIX:

® NApKUHCOHM3M (Bce BHbI, BKitouass Oosie3Hb IlapkuHCOHA): ABUrarenbHbIE HapyIIEHUS,

CBSI3aHHBIE C NOPAKEHUEM IKCTPATUPAMUIHON CUCTEMBI.

4.2. Pe:xuM 103MPOBaHUS U CIIOCOO MPUMEHEHUs

PexxuM o3upoBaHusa

Jlo3y HeoOxoaumo moAdupaTh WHAWNBUAYAIbHO, HAaYWHAs C CaMOM HU3KOW, TMOBHIMIAs €¢ 10
MUHHMaIbHOU 3()(PEKTHBHOM.

JIMUTENbHOCTD JICUEHUS ONPEIeIISIeT Bpad MHAUBUAYAJIBHO B KaXKJIOM Cllydae.

Ilpu cunopomax napkuHconusma

HavanbHas no3a cocraBisier 1 Mr B CyTKH.

Kaxnapie 3—5 nHel 103y MOCTENEHHO MOBBIIAIOT HAa 1-2 MI' B CYTKH, J03a yBeauuuBaercs 10 610
MT B JICHb B 3aBHCIMOCTH OT PEAKITUHU MAIlMEHTA JI0 TIOJYYCHHs ONTUMAIBHOTO JeueOHOT0 d(pdekTa.
HexoTopbiM maruenTaMm MoxeT noTpedoBathes oT 12 10 15 Mr B 1eHb.

[TarueHTHl ¢ MOCTAHIIE()ATUTHBIM MMAPKUHCOHU3MOM MOTYT OBITH PE3UCTEHTHBI K Tperapary u
TpeOYIOT OOIBIINX J03.

s neuenus nexapcmeeHHO-UHOYYUPOBAHHBIX IKCMPANUPAMUOHBIX PACCPOUCME
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OObuHO Ha3HauatoT 1Mo 5-10 Mr TpurekcupeHu Hna':@:l:ﬁ E@'@ﬂﬂgﬁ'}'&%} %l;] :Jlj%il(eCTI/I

CUMIITOMOB.

B HEKOTOpBIX cydasx MOXKET OBITh TOCTATOYHO | MI' €KETHEBHO.

Oco0ble rpynisl MalueHToB

THayuenmor nodicunozo 6ospacma cmapute 65 nem

TpurekcudeHnaua Ha3HA4alOT B MUHUMAIBHBIX J03aX 1-2 MI' MOJ KOHTPOJEM KOTHUTHBHBIX
(GYHKIMN ¥ ICUXUYECKOTO COCTOSHUS.

Cosmecmmnoe npumenenue ¢ Opyeumu npenapamamu

[Tpu coBMECTHOM IPUMEHEHNUU TPUTEeKCU(PEHUTUIIA C IPYTUMHU IIperapaTaMu, UCTIONb3yEeMbIMU IS
JIeYeHHs TAPKMHCOHU3MA, HEOOXOMMO CHUKEHHE J103bl. [IpH 0IHOBpEMEHHOM NpHEME BMECTE C
JIEBOJIONION 103UPOBKY 00OMX IpPEnapaToB HEOOXOIUMO YMEHbIIUTh, OOBIYHO AOCTATOYHO 3—-6 MT
TpUreKCU(PEHUIWIIA B CYTKH, pa3eeHHbIX Ha 2 IpHeMa.

MaxkcuManbHas pazoBas A03a — 10 mr, cyrounas no3a — 20 mr.

JleTH U DOaAPOCTKH

[Ipenapat nmpoTuBONOKa3aH y AETEH M MOJPOCTKOB B Bo3pacTe 10 18 jet (cm. pasnen 4.3.).

Cnoco0 mpuMeHeHus

BuyTps.

[Ipuem mpemapara He 3aBUCHT OT BPEMEHHM YNOTpeOjeHus nuiiu. TabJaeTKy peKoMeHayeTcs
3aMuBaTh JOCTATOYHBIM KOJIUYECTBOM KHUAKOCTH (150-200 mu).

[Ipu rumepcanuBanyu, eciii OHa HaOIIOJANACh MO Hayala JCUYCHUs, TPUTCKCUDESHUIUI CIICTyET
npUHUMaTh 1ocne ensl. [Ipu pa3BUTHHM B mpolecce JIGUEHUsI CYXOCTH CIM3UCTOM 00OJOYKH pTa
Ha3HA4YarT J0 €4bI (GCJII/I HpI/I 3TOM HC BO3HUKACT TOI_HHOTa).

3aBepuiath JEYCHHUE CIAEAYET MOCTETICHHO, CHUYXKAsS 103y TpUTreKCUEHUIMIa Ha TPOTSHKEHUH 1-2
HeJeb, 0 €ro IMOJHOM OTMEHBI. Pe3kas oTMeHa mpermapara MOXKET MPUBECTH K BHE3AITHOMY

YXYyAIICHUIO COCTOSAHUA MAallUCHTA 3a CUCT OGOCTpeHI/IH CHMIITOMOB 3a00JIeBaHUs.

4.3. IIpoTuBONOKA3aAHUA

e [unep4yBCTBUTEIHHOCTD K TPUTEKCU(DEHUTUITY HIIH K JTF0OOMY U3 BCIIOMOTaTEIbHBIX BEILIECTB,
MEepEUYUCIICHHBIX B pazzaene 6.1.;

e jnedumuT caxapa3bl/M30MalbTa3bl, HEMEPEHOCUMOCTh (PYKTO3bI, TIIFOKO30-TaJIaKTO3HAs
MajbabcopOoIus;

® MEXaHMYECKHE CTEHO3BI )KeNyI0UHO-KUIIIEUHOTO TPAKTa;

® MErakoJIOH;

®  3aKpHITOYTOJIbHAS IJIaAYKOMa;
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® 3aJep)KKa MOYH;

® TUIEpIUIa3us MpeICTaTeIbHOM jKene3bl (C HATMYMeM OCTaTOYHOW MOYH);

® TaxUapUTMHSI;

® OCTpPO€ OTpaBJICHHE AQJIKOIrOJIeM, HAPKOTMKAMU WJINM IICUXOTPOIHBIMHU JIEKAPCTBEHHBIMHU
CpeACTBaMH, B TOM YHCJI€ ONMHUOMIAMHU, MO3JHSS AUCKUHE3US (T.K. TPUTEKCUPEHUIMIT MOKET
CIPOBOLMPOBATh WM YCYTyOUTh T€UEHUE MO3THEH JUCKUHE3UN);

e 0OepeMEeHHOCTh M IPpy/HOE BCKapMiuBaHue (cM. paszzen 4.6.);

® JETCKHUU BO3pacT a0 18 ner.

4.4. OcoOble yka3zaHusi U MepPbl MPEI0CTOPOKHOCTH NPU NIPUMEHEHHH

C 0CTOPOKHOCTBIO

Taxukapaus, aprepuanbHasi TMIEPTEH3Us, TUIIEPIUIa3us PEACTATEIbHON Kee3bl, ICUXOTUUECKUE
U MaHMAKaJIbHBIE PACCTPONMCTBA, CHUHIPOM JIEMEHILIMU, OCTPbIM MH(pApKT MHUOKapJa, MUACTEHUs
rpaBUC, TIJayKoMa, I[OXWIbIe  MAalUEeHTbl, MNAalMEeHThl ¢  3a00JIeBaHUAMM  Cepala,
JEeKOMIIEHCUPOBAHHBIMU 3a00JIEBAaHUSIMH MOYEK WJIM MEYEHHU, OOCTPYKTHBHBIMH 3a00JI€BaHUSAMU
KEJTyT0YHO-KUIIEYHOT O TPAKTa UM MOYETIOIOBBIX MyTEH.

Oco0sle yKa3zaHus

[TockonbKy TpUMEHEHHWE TpUTeKCH(EeHUANIa B HEKOTOPHIX CIydasX MOXET MpPOJI0JDKAThCS
JUTUTETHHO, TAITUEHT JOJDKEH HAaXOUTHCS MOJT TIIATeTbHBIM HAOTIOACHHEM B TeUEHUE JUTUTEIHHOTO
CpOKa, 4TOOBI M30eKaTh ANIEPTUISCKUX WM JIPYTUX HEXKENATeIbHBIX peakiuil. Jledenne Henb3s
npeKpamaTth BHe3anHo. [10 OKOHYaHWY JIeUeHHs WK B cliydae Hadalla ajJbTePHATUBHOTO JICYCHUS
703bl TpUTEKCH(EHUANIA CIEIyeT YMEHBIIATh MOCTENEeHHO. [IpuMeHeHue TpurekcupeHuImma
MOXKET CIIPOBOLIMPOBATH PAHHIOK (HAYMHAKOIIYIOCS) Tiaykomy. Crenyer NepuoanyecKu
KOHTPOJHMPOBATh BHYTPUTIIa3HOE AaBieHue. [lanrienTaM ¢ runepTeH3uei, HapymeHussMu (pyHKIuu
cepla, IeUYeHH WITH TI0YEK Mperapar He MPOTHBOIMOKa3aH, HO 32 TAKUMH MallMeHTaMH He0O0XO0auM
TIIATENBHBIA KOHTPOJIb. Y MAIMEHTOB C CEPACYHO-COCYAMCTHIMU 3a00JICBaHUSIMU, HAPYIICHUSIMA
GYHKIIMU TOYEeK WM TEUeHU TMpenapar cieayeT NPUMEHATh C OCTOPOKHOCTBhIO. Tak Kak
TPUTEKCH(PEHUIUT MOXKET CIPOBOIMPOBATH WU YCYT'yOUTh MO3IHIOK TUCKUHE3HIO, MIpermapaT He
PEKOMEHIyeTCsl IPUMEHSTh y TMAIMEHTOB ¢ TakuM 3abosieBaHueM. TpurekcueHuaun ciemyer
UCITIOJIB30BATh C OCTOPOKHOCTBIO y TMAIMEHTOB C TJIAYKOMOW, OOCTPYKTUBHBIMU 3a00JICBAaHUSIMU
KEITyJOYHO-KUIIEYHOTO TPaKTa WM MOYCTIOJNIOBBIX ITyTEH, a TakKe y IMOXWIBIX MYXUYUH C
BO3MOXXHOW runeprpodueld mpeacrarenbHou xene3bl. [IpumeHeHne TpurekcupeHuanna ObLIo
aCCOIMUPOBAHO C KJIMHUYECKUM YXYAINIEHUEM MHACTEHWU TPaBUC, IOITOMY NPUMEHEHUE

mpemnapaTta cieayeT u30eraTtb WIM MPUMEHSTh C OOJBIION OCTOPOXKHOCTHIO Yy MAIMEHTOB C
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MHACTEHHUEN IPaBUC.

XOTS HEKOTOPBIC TICUXMATPUUYECKHE NPOSBIICHUs, TaKWe KaK CIyTaHHOCTh CO3HaHUS, Open u
TJUTIOIIMHAIIMN, KOTOPhIE MOTYT BO3HUKHYTbH MPH MPUMEHEHUH aTPOMMHOINOA00HBIX MPEnapaTos,
OTMEYAIIUCh PEIIKO TP MPUMEHEHUH TPUTeKCU(PEHU I, TIperapaT cleayeT MPUMEHSTh ¢ 0c000i
OCTOPOKHOCTBIO Y MOXKHMIIBIX MallieHToB. KpoMe Toro, y Takux marMeHTOB BO3MOXKHBI YXYIIIICHUS
MMaMSTH U MBIIIICHUS.

[Tpu npumeHeHnn OOIBIIMX 03 MpenapaTa Uiv IpH JCYCHUH MAIlMEeHTOB ¢ TIPEIPacoiaralomuMu
(dakTopaMu (aTepoCKIEpO3, MOKWIOW BO3pPACT WJIM MAIMEHTBI, Y KOTOPBIX paHEe IMOSBHUIIACH
UMOCHUHKpa3us Ha KaKoH-IMOO JIEKapCTBEHHBIN Mpenapar) MOTYT MOSBIATHCS TCUXHYECKUE
HapylieHus: (U3MEHEHHE HACTPOCHUs, BO30YXICHHE, MOBBIIMICHHAS Pa3dpaXKUTEIbHOCTH), PBOTA
WU TOIIHOTAa. B 93THX ciaydasx HEOOXOIMMO MPEKPaTUTh JIedeHHWE. AHTHXOIMHEPTUYECKUE
mpenaparsl, B TOM YHCJIE TPUTEKCU(PEHUAMI, HE JTOJKHBI PE3KO OTMEHSTHCSA Yy TAIlMEHTOB Ha
JUTUTEIIbHOW TEepPaInH.

Cnemyer uMeTh B BHJY, YTO BO3MOXHO 3JIOYNOTpEOJICHHWE TpernaparoM B CBSI3U C €ro
AU(HOPUIECKUMHU WU TAJUTIOIIMHOTCHHBIMH CBOMCTBAMH.

Ecnu npu npueme npenaparta BO3HUKAET CYXOCTh BO PTY, €r0 *kKelaTeabHO IPUHUMATh JI0 €/bl, TaK
KakK B IPOTUBHOM CJIy4ae MOKET NOSBUTHCSA TOLIHOTA.

B Xome AMUTENBHOTO JIEYEHUS BBIPAKCHHOCTh HEXKENATENbHBIX PEaKINi, 00yCIOBIEHHBIX
AHTHUXOJMHEPTUYECKUM JEHCTBUEM, CHUKACTCSL.

BcnoMorarenbpHBIE BEIISCTBA

Caxapo3za
JlaHHBINA TIpemapar COACpPKUT caxaposy. llpum HacnenCcTBEHHONW HENepeHOCHMOCTH (PPYKTO3BI,
IJIIOK030-TJIAKTO3HOM MaabaOCOpOLUU MM JePUIUTE caxapa3bl-U30MajibTa3bl NPUMEHATh 3TOT

npenapar He ciaeayer (cMm. pazzaen 4.3.).

4.5. B3aumopgeiicTBHUsI € JAPYIMMH JIEKADCTBEHHBIMH IIpenaparaMd M JApyrue BHABI
B3aMMOJeHCTBHUSA

[Ipenapatel, yraeraronme I1eHTpaibHY0 HepBHyr cucremy (IIHC), npu mnpueme ¢
TpUTeKCU(PEHUAMIOM yBETMUIHBaIOT TopMo3HbIe 3QdekTsl Ha [ITHC. [Ipn ogHOBpeMEHHOM mpueMe
AHTUXOJIMHEPTUYECKUX CPEICTB M IpENapaToB ¢ aHTUXOJIMHEPIUYECKOM aKTUBHOCTBIO,
UHTUOMTOpPOB ~ MOHoamMuHOKcugaszel  (MAO) ¢ TpUreKCU(pEHHIWIOM  YCHIUBACTCS
aHTUXOJIMHEepruyeckuit 3(eKT nmocaeHero ¥ BO3MOKHO BOSHUKHOBEHHE HKENyI0YHO-KUIIIEUHBIX
HapyLIEeHNUW, TUXOPaJKH, THIIEPTEPMHUH, BILIOTh /10 TEIUIOBOIO yAapa.

Tpurekcudenuann ocnadnset 3¢ ekt MeTOKIONpaMuIa U JOMIIEPUIOHA.

O,Z[HOBpeMeHHOG MMPUMCHCHUC TpI/IFeKCI/Iq)eHI/I,Z[I/IHa C AHTUTUCTAMUHHBIMH IIPCIIapaTaMu MOKET

4
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AHTUXOJIMHEPTUYECKOTO JIEHCTBUSI.

[Ipy ogHOBpeMEHHOM  NPUMEHEHHWH XHHHMJIMHA W  TpUreKcueHuauna  yCHIMBAeTCs
AHTHUXOJMHEPTUIECKOe BIIMSIHUE Ha CepACYHYIO JeSITETbHOCTh (TopMOKEeHHE
aTPUOBEHTPUKYISPHON POBOAMMOCTH).

[Ipy oAHOBpEMEHHOM NPUMEHEHUU TPUTEKCUPEHUAUT YMEHbBIIAET ACWCTBUE MPUMEHSEMbIX
CyOJMHTBAILHO HUTPATOB (BCJIEACTBUE CYXOCTH BO PTY).

[Ipy oHOBpEMEHHOM MPUMEHEHUH TpUrekcudpeHuauaa ¢ HeponamMoM M aHTUMYCKAPUHOBBIMU
npenapatamM, B TOM 4YHCJE, UCIOJIb3YEMBIMH WHTAISAIMOHHO, MOXKET YCHJIMBAThCA 4YacToTa U
TSOKECTh AHTHUXOJIMHAIPIUYECKUX HEXKETAaTelIbHbIX pEaKIHi, TaKUX KaK CyXOCTb BO PTY, 3amop,
COHJIUBOCTb.

JleiictBue TpurekcueHuauna MOKET YBEIMUUTHCA IMPU COBMECTHOM MPUMEHEHHHU €ro ¢
npernapaTtamM: aMaHTaJAWHOM, OyokaTtopamu Hi-TUCTaMHUHOBBIX perenTopoB (IupEeHTUIpaMUH,
MPOMETa3uH, KJIEMacTHH), MPOU3BOJAHBIMU (EHOTHA3UHA (XJIOPIPOMA3uH, aIMMEMa3uH),
TPULMKIMYECKUMU aHTHIETIPECCAHTaMU (MIMHUIIPAMUH, AMUTPUITUINH, TPUMHUIIPAMUH ).

[Ipu coBMECTHOM IPUMEHEHUH C XJIOPHIPOMA3UHOM YBEIMUMUBAETCS €r0 METa0OIU3M, B pe3yibTare
Yero BO3MOXKHO YMEHBIIIEHUE €r0 KOHIIEHTPALlUH B IIa3Me.

[Tpr COBMECTHOM NMPUMEHEHUH C KETOKOHA30JI0M BO3MOXXKHO CHMKEHHE BCACBIBAHUS TIEPOPATIEHO
MPUHUMAEMOTI0 TIpernapara.

[lon BiugHMEM pe3epnuHa MPOTHUBOMAPKUHCOHMYECKOE JEHCTBHE  TpuUreKcudeHuaua
YMEHBIIAETCS, YTO MPUBOJUT K YCHIJICHHIO CUHAPOMA TApKUHCOHU3MA.

[Ipy npumMeHeHMHM B KOMOHMHALMU C JPYTMMH IPOTHBOMAPKMHCOHWUYECKHMMHM IpenapaTaMu
(HampuMep, JEBOJOION) 11032 TpUTeKCH(eHHaMIa A0KHA OBITh 3HAYMTEIHLHO YMEHBIIICHA,
MOCKOJIbKY TaKasi KOMOMHAIIMSI MOKET YCHJIMBATh AUCKUHE3UU, OCOOCHHO B Hayaje JICUeHUs, pu
3TOM yMeHbInaeTcst abcopOIus M Cmax JIEBOAOIBI B IJIa3ME KPOBH.

YcunuBaercs TMCKUHE3US IIPH OJTHOBPEMEHHOM IpHUeMe TPaHKBUIIM3ATOPOB U TPUTEKCU(EHUANIIA.
Tpurexkcudenuaun W MapacUMIIATOMUMETHYECKHE Tpernaparbl (MUJIOKapIuH, KapOaxoul,
HEOCTUTMUH) SIBJIIOTCSI aHTarOHUCTaMH, MIOATOMY MPUMEHSATh UX COBMECTHO HENb3sl BCIE/ICTBUE
YBEJIMYCHUSI aHTUMYCKAPUHOBBIX HEXKEJIATEIbHBIX PEaKIHii.

Kannabunouasl, OGapOuTypaTbl, ONUATHI, alKOTOJb — BO3MOXHBI aJJIUTUBHBIE 3(P(QEKTH ¢

TPUTEKCUPECHUIUIIOM.
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4.6. ®epTUIBHOCTD, 0€PEMEHHOCTDb U JIAKTALMS

bepeMeHHOCTE U JTaKTaus

[TpumeHeHue TpurekcupeHuIuIa BO BpeMs 0EpeMEHHOCTH U B IEPUOJL IPYIHOTO BCKapMIIMBAHUS
IIPOTUBOIOKA3aHO C LIEJIbI0 UCKIFOYEHHS BO3MOKHOIO PUCKa TOKCUUECKOIO BO3JIEHCTBUS Ha IO
¥ HOBOPOXKJICHHOT'O, a TaKXK€ B CBSA3M C OTCYTCTBHEM JOCTOBEPHOH MH(OPMAIIUN OTHOCHUTEIHHO
IPUMEHEHMs] [Ipernapara BO BpeMs OEpeMEHHOCTH, €ro CIOCOOHOCTH IIPOHUKAaTh Yepe3
IUTaLEHTapHBIN Oapbep, BbIACIEHUH C TPYAHBIM MOJIOKOM M O BIMSHHUM Ha IJI0 U HOBOPOXKAEHHOTO.
JlaHHBIE JOKJIMHUYECKOTO M3Y4eHUs TpUreKCH(EHUUIa MOKa3ald, YTO B OMNbITaX Ha cobakax u
KpbIcax npenapar B go3ax, B 100 pa3 mpeBblIalomuX TEpaneBTUUYECKYIO 03y IJI Y€JIOBEKa, B
TeueHue 15 Hemenb He BaMsgeT Ha (epTUIbHOCTh. lMccnenoBaHHWs TEpPaTOTEHHOTO H
HMOPHOTOKCHYECKOTO IEHCTBHSI TPUTeKCU(PEHNUIUIA He IPOBOAMINCE. B ciryuae HeoOXxoauMocTu

MPUMEHEHHUsI MTpernapaTa >KeHIIIMHAMU, KOPMSILIUMU IPY/bI0, BCKAPMIIMBAHUE CIIEYET MPEKPATUTb.

4.7. BiusiHue Ha CIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPeACTBAMH M PpadoTaTh ¢
MeXaHM3MaMH

B nepuon neuenust HeoOXOAUMO COOJIOAATE OCTOPOKHOCTh MPHU YIPABICHUM aBTOTPAHCIOPTA U

3aHATUN JPYTUMU MMOTCHIUAILHO OIMACHBIMU BUAAMU ACATCIIBHOCTH, TpGGYIOH_II/IMI/I MOBBIIIICHHOM

KOHICHTpAallMl BHUMAaHUS U GBICTpOTBI MICUXOMOTOPHBIX peaKHHﬁ.

4.8. HexxenaTe/ibHbIe peakmum

Pe3romMe HexenaTenbHBIX PEAKIINi

HexenaTenbHbIe peakiiuy MepEeIUCICHbl HIKE B COOTBETCTBUU C KIIACCHU(UKAIUEH 0 OCHOBHBIM
CHCTEMaM W OpraHaM M 4acTOTe BCTPEYaEMOCTH, KOTOpas ObLIa ompejelieHa B COOTBETCTBUH C
kiaccudukanueit Bcemuproii opranusanuu 3apaBooxpanenus (BO3): ouens yacto (> 1/10); gacto
(> 1/100 u <1/10); newactro (= 1/1000 u <1/100); penko (> 1/10000 u <1/1000); oyeHs pemko
(< 1/10000); wactora Hem3BecTHA (HE MOXET OBITh YCTAaHOBICHAa HAa OCHOBAaHWU HMEIOIIMXCS
JTAHHBIX ).

Hapywenus co cmoporvl ummyHHOU cucmembl

YacToTa Hen3BeCTHA: BBICHITIAaHUS Ha KOXe, GoTo(oOusl.

Hapywenus co cmopoHul Hep8HOU cucmembl

YacroTa HewW3BeCTHA: IMOBBINICHHAS HEPBHAas BO30YIUMOCTh, »dH(pOpUS, TICUXOMOTOPHOE
BO3OYXK/ICHHE, QXHUTAIMs, TOJOBHAas OO0lb, TOJOBOKPYKEHHE, PpPa3APaKUTEILHOCTh, Opes,
TaJUTIONIMHAIIH, TTOBBIIICHHAS YTOMJISIEMOCTh, CHHKCHHE CHOCOOHOCTH K KOHIEHTpAIuu
BHHUMAHUS, TICUXO3bI, TPU TOBBIIICHHBIX /033X WU TOBBIIMIEHHOW YYBCTBUTEIHLHOCTH MOTYT

HaOMoIaThCs OECTOKOWCTBO, HAPYIIEHWE CO3HAHUS, NaMsITH, OECCOHHMIIA, HEMPOU3BOJLHBIC

6
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JIEBOJIOMBI), YXYAIIEHNE KIMHUYECKUX MToKa3aTeled MUACTCHHH.

Hapywenus co cmoponul opeana 3penus

Yactora HEW3BECTHA: IMOBBIIICHUE BHYTPUIJIA3HOTO [IABJICHUSA, HApYIIEHUE 3pEHUs], Iape3
AKKOMO/IaLlUH.

Hapywenus co cmoponul cepoya

YacroTa HeW3BECTHA: TaxXUKapAus, OpaguKapaus.

Kenyoouno-kuwieunvie HapyuieHus

YacroTa HEM3BECTHA: TOIIHOTA, PBOTA, 3aM0P, CYXOCTh CIU3UCTON 000JIOUKH MTOJIOCTH PTa.
Hapywenus co cmopoHbl Kodcu u N0OOKOMCHBIX MKAHel

YacroTa HEM3BECTHA: CHI)KEHUE TOTOOT/IEIICHHUS.

Hapywenus co cmoponul nouex u mMouesvigo0sauux nymei

YacToTa HEeM3BeCTHA: 3a/IEPKKA MOUYH, TPYAHOCTU TP MOUYEUCITYCKAHHH.

Obwue napywenus u peakyuu 8 mecme 86e0eHusl

YacroTa HeW3BECTHA: THOWHBIN MAapOTUT (BCIEACTBUE CHUXKEHUSI OTIEIICHUS CIIIOHBI), TUTIEPEMUs
KOXH, CHUYKEHHE MBIIIEYHOT0 TOHYCA, JIEKAPCTBEHHAs! 3aBUCUMOCTb.

COO6H.I€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0marh O TOM0O3pPEBAaCMBIX HEKENATETbHBIX PEAKIMSAX IIOCIIe PETUCTPAlud
JIEKApCTBEHHOTO TperapaTa C IeJIbl0 00eCTieueHNs] HEMPEPHIBHOTO MOHUTOPHUHTA COOTHOIICHHS
«TOJB3a-PUCK» JICKAPCTBEHHOTO Tpemapara. MEIWIUHCKUM paOOTHHKAaM PEKOMEHIYETCs
COO00IIATh O JIFOOBIX MOI03PEBAEMBIX HEXKENATEIBHBIX PEAKIIUSIX JICKAPCTBEHHOTO MpemnapaTa uepe3
HAI[MOHATILHBIE CHCTEMBI COOOIICHHS O HEXKEIATeNbHBIX PEAKIUAX TOCYyNapCTB — YJICHOB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

Poccuiickas @enepanus

denepanbHas ciryx0a mo Haa30py B cdepe 3apaBooxpanenus (Poc3apaBaanzop)

Anpec: 109012, r. Mocksa, CiiaBsiHCKasl miiomiaip, 1. 4, ctp. 1

Ten.: +7 (499) 578-06-70, +7 (499) 578-02-20, +7 800-550-99-03

daxc: +7 (495) 698-15-73

OnexrponHas noyra: pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
CuMITOMBI

HepBBIMI/I MNPOABJICHUAMU HWHTOKCHUKAIIUU MOTYT OBITE IMMOKPACHCHUEC KOXH, THIICPCMHA JINIA,
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CYyXOCTh KOXXH M CIM3HCTHIX O0OJOYEK, CYXOLTh BO Mgl:f&%%&{ﬁgE%%%%Jj%ﬁéHHoe

JbIXaHHWE, TaXWKapaus, MOBBIILICHHOE apTEepUaIbHOE NABJIEHUE, TOLUIHOTA, PBOTA, IOBBIIICHUE
TEMIIEpaTyphl TeJa, pACIIMPEHUE 3PAUYKOB, ChIIb HA JINIIE U BEpXHEH YacTH TysnoBuIa. [IposBieHns
co cropons! LIHC: 6ecnipuunnHas siigopust, aTakTuyeckas noxojaka. Bozoyxnenue nepepacraer B
JEIMPUO3HOE COCTOSIHME C BBIPAKEHHBIMU 3PUTEIBHBIMM rajmouuHanusamu. [lpu Tsbxenoi
MepEeA03UPOBKE: KOMA, CEPACUHO-COCYAUCTAs U AbIXaTeIbHAs HEJOCTATOYHOCTh, CMEPTb.

Jleuenune

HeoOxonuMo kak MOXHO CKOpee MpPOBOJUTH NPOMBIBAHHME >KEIYIKa W HCIOJb30BaTh Ipyrue
BO3MOYKHBIE CTIOCOOBI JIIsl YMEHBIICHHS BCACHIBAHUSI MIperapara, X0J0JHbIe KOMITPECChI, OOMIBHOE
nuThe. ['emoauanu3 u remonepdys3us MOKa3aHbl JHIIb HAa MPOTSHKEHUM TEPBBIX YacOB IOCIHE
orpaBneHus. CrienupuIecKuid aHTHAOT OTCYTCTBYeT. JIJis JIedueHUs CeplIeYHBIX OCIOKHEHHH —

HaTpusi OuKapOOHAT UM HATPHUS JIAKTAT, IPH CyJOPOTax — Tuasernam, Npu AeTUpUH — GU30CTUTMHUH.

5. ®APMAKOJIOIT'HTYECKHUE CBOMUCTBA
5.1. ®apmakoauHAMHYECKHE CBOMCTBA
dapmakoTepaneBTHIYCCKas TPYIIA: MPOTUBONMAPKUHCOHUYECKHUE CPECTBA; aHTUXOJIMHEPTUICCKHE

CpeaAcTBa; TPCTHUYHLIC AMUHBI.

Kong ATX: NO4AAO1

MexaHusM aeiicTus, hapMakoaunHamMuyeckue d¢GGeKThl

TpurexcudeHu I OTHOCUTCS K CHHCKY CHJIBHOACHCTBYIOIIMX BEHIECTB. TpureKcueHu I
OKa3bIBaeT IICHTPAIbHOE U TepudeprudecKkoe M-XOTUHOONOKHupyomee naeicTBue. CTUMYNSIUS
neHtpanbHoi  HepBHOWM  cucteMbl (IIHC)  compoBoxmaercsi  nmempeccueir.  OOGnamaer
CHa3MOJIMTUYECKUM  JEeHCTBHMEM,  OKa3blBaeT  MpsMOE  yrHeTaiolmiee  JelWcTBUE  Ha
MapacUMIIaTUYECKYI0 HEPBHYIO CHUCTEMY, a TaKK€ MHOpEIaKCUpYIOUIee NEUCTBUE HA TIIAJKYIO
MYCKYJIaTypy M YMEHBIIAET CEKPEIUI0 OCOOECHHO CIIOHHBIX W OpOHXHMATHHBIX KENe3, CHUXKAET
notootaeneHre. OKa3plBa€T HE3HAUUTENBHOE BIMSHUE HA CEKPELUIO MOKETYIOYHON Keye3bl U
KEITIH.

5.2. apmakoKknHeTHYECKHE CBOCTBA

AOGcopbrms

[Tocne mpuema BHYTpb OBICTPO BCACBHIBAETCS U3 HKEITYIOUYHO-KUIIEYHOTO TPAKTa, JIETKO IPOHUKAET
yepe3 reMarodHIedanmndeckuii bapbep. JlelicTBue nmpemnapaTa HacTynaeT yepes 1 gac mocie npuema
BHYTPb.

DJIMMUHAINS
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[lepuon monyBbIBEIEHHS B CPEAHEM COCTABIISIET 6—1@'&5&585‘]%&&%5%&%5@? %%;I‘éILH{SM

BBIBOJUTCS B OCHOBHOM B HEW3MEHHOM BHJe. Jlake IpH JJIUTEIBHOM HCIOJIb30BaHUU HE
KYMYJIHUPYET.

OTCyTCTBYIOT JaHHBIEC O pacIpe/IeIeHUH, CBSI3bIBAHUHU ¢ OENIKaMu IU1a3Mbl KPOBH, MeTaboIu3Me U
KIIMpEHCe, U3MEHEHUH BBIBEACHUS Mperapara Mpyu HapyHIeHUAX (GYHKIHUU eUeHH U ToYeK (B TOM

quclie IPU FreMONalii3e), O MPOHUKHOBEHUH Yepe3 IUIALEHTY U B MAaTEPUHCKOE MOJIOKO.

6. ®PAPMAIIEBTUUECKHWE CBOMCTBA
6.1. Ilepeyenb BcnoMOraTe/IbHbIX BelIECTB
Caxaposa

Kpaxman kapTodenbHbIii

Kanbuus creapar

6.2. HecoBMecTHUMOCTD

He npumenumo.

6.3. Cpok romHocTH (CPOK XpaHeHMs)

5 ner.

6.4. OcoObie MepbI MPETOCTOPOKHOCTH NPU XPAHEHUH

XpaHuTh Npu TEMIIepaType He Bbiie 25 °C.

6.5. XapaxkTep M coaepkaHue NEPBUYHON YIIAKOBKH

10 rir 20 Tabs1eTOK B KOHTYPHOM STYEHKOBOM YITAKOBKE M3 IJICHKH MOJMBUHIIXJIOPUAHON U (hOJIBTH
QJIFOMUHHMEBOMW I1€YaTHOM JIAKUPOBAHHOM.

1,2, 3 unu 5 KOHTYPHBIX TYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKIMEH MO TPUMEHEHHUIO B TTAUKE U3

KapToHa.

6.6. OcoOble  Mepbl  NMPEJOCTOPOKHOCTH  NPHM  YHHUYTOKEHMH  HCHOJIb30BAHHOIO
JIEKAPCTBEHHOT0 TMpemapara WM OTXO0J0B, MOJYYEHHBIX TOCJd€e TNpPUMeHeHHs
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaHUMYJISIAHU ¢ MPenapaTomM

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.
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7. JEPKATEJIb PETUCTPAIIMOHHOTQ YIOCTOBEPE IS | =/ 1EHOCTE 0004)

Poccuiickas @enepanust

OTtkpeiToe akimoHepHoe obmectBo «Dapmcrannapt-JIekcpencrpay
OAO «®apmcrangapt-Jlekcpencrsa»

Anpec: 305022, r. Kypck, yin. 2-s1 Arperartnas, 1a/18,
Tenedon/dakc: (4712) 34-03-13

DnekTpoHHas movra: www.pharmstd.ru

7.1. IIpeacTraBuTeNb AEPsKATE/s] PETHCTPANMOHHOIO YI0CTOBEPEeHHA

[IpereH3uu norpeduTesieil HanpPaBJIITh 10 AIPECY:

Poccuiickas @enepanus

OTtkprIToe akimoHepHoe obmectBo «Dapmcranmapt-JIekcpencrpay
OAO «Papmcrangapt-Jlekcpencrsa»

Anpec: 305022, r. Kypck, yin. 2-s1 Arperartnas, 1a/l8,
Tenedon/dakc: (4712) 34-03-13

DnekTpoHHas movra: www.pharmstd.ru

8. HOMEP PETHCTPAIIMOHHOI'O YJIOCTOBEPEHMUSA

9. JIATA TEPBUYHOM PETUCTPAIIMM (IIOJATBEPXJIEHHS PETMCTPAIIUMH,
IHEPEPETUCTPAIIN)

JlaTa epBOU perucTpaLyu:

10. JATA IEPECMOTPA TEKCTA
OOm1ast xapakTepuCTHKa JEKapCTBEHHOTO npenapara Tpurekcupenunmn-OapmMcTanaapT JOCTyITHA
Ha uH(pOpPMAIMOHHOM TmopTane EBpa3uiickoro SKOHOMHUYECKOTO C€O103a B HH(OPMALMOHHO-

KOMMYHUKaIMOHHOU cetn «HTEepHET» http://eec.eaeunion.org/
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