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1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA
JAnapTpuH

PerncrpanuoHHblii HOMep:

Toprosoe HaumeHoBaHue: JluapTpux

Me:xkayHapoaHOe HeMATEHTOBAHHOE MJIM IPYNIIMPOBOYHOEe HAMMEHOBAHUeE  JUallepeuH
JlekapcTBeHHasi gopma: KarcyJibl

Cocras

1 kancyna cooeporcum:

Oeticmgyowee seujecmeao: auanepent — 50,0 mr;

8CnoMozamenbtble gewecmsed.; JTAKTO3bl MOHOTHIpAT, KpaxMall KYKYpY3HbIA, KpPOCHOBHUIOH,
tun A, noBugon K-30, kpemMHHS NHOKCUJ KOJUIOMAHBINA (a’dpocui), HaTpus Jaypuicynbdar,
MarHus creapar.

Kancynor meepovie owcenamunogvle: KOpIyC W KpbIlI€YKa KarcCyidbl — TUTaHa JAHOKCH],
KpaCUTEb XMHOJIMHOBBIH JKEINThI, KPACUTENIb COHEUHbIN 3aKaT JKEJIThIH, )KEeJIaTHH.

Onucanue

TBepble sxenaTHHOBBIE Karicyiibl Ne 1 ¢ KoprycoM U Kpblieukoil xkenrtoro 1seta. Conepxxumoe
KaricyJl — CMeCh IIOPOILIKA U TPaHyJl )KEJITOro LBETA.

dapmakoTepaneBTHYECKAs IPyNna

[TpoTHBOBOCTIANIMTENBHOE CPEJICTBO, OOJIAZAIOIIEee CUMITOM-MOAUPHUIUPYIOIUM 3P PEKTOM
3aMeJICHHOTO JIeHCTBHS.

Kon ATX: MO1AX21.

DapMaKoJIOrHYeCKue CBOMCTBA

Dapmaxoounamuka

JlnaniepenH — mporu3BOJHOE aHTPAXUHOJINHA, TUALIETUIIMPOBAHHOE POU3BOIHOE PEUHA.
MeTtabonusupyercst 40 aKTUBHOTO MeTa00JIuTa peruHa, HHTHOMPYeT aKkTUBHOCTh MHTEpJIeHKIHA-
1, urparoiero BaXxHyI0 pojb B pa3BUTHH BOCHAJIEHUS U AETPAJALUU XPAIIA IIPU OCTE0APTPO3E.
JuanepenH WHTUOMpyeT AEWCTBUE JAPYIMX IUTOKHWHOB, BKIJIIOYash HMHTEpIEHKUH-6, ¢akTop
HEKpo3a omyxonu-a. JluanepenH Takke 3aMeuiseT 00pa3oBaHUE METAJIONPOTEHHA3
(xoyutareHasa, sjlacTa3a), KOTOpble y4YacTBYIOT B IPOIECCE€ IMOBPEKICHUS XPALIEBOW TKAaHU.
[Tpu [UTENTPHOM NMPUMEHEHUH AUALIEPEUH CTUMYJIMPYET CUHTE3 IPOTEOIVIMKAHOB U HE BIIMSET
Ha CHHTE3 IpocTaryianguHoB. JleiicTBue pa3BuBaeTcs yepe3 2—4 Helemnu.

Huaniepens o0nagaeT aHAIBIe3UPYIOMIEH U TPOTHBOBOCTIAIUTEIILHON aKTUBHOCTHIO TIPH TIPUEME

BHYTDb.
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CMEPTHOMY OTYETY

JuaniepenH  OBICTPO  BCachIBaeTCSl B KEIYAOYHO-KHUIIEYHOM TPAaKTe M  TOIHOCTHIO
JlealleTUIIUpPYyeTCss 10 perHa. bruogocTynmHocTh yBenuuuBaeTcs Ha 25 % npu OAHOBPEMEHHOM
MpyueMe C MUIIEH.

BpeMst qOCTHIKEHHST MaKCHMAJIbHOM KOHICHTPAIUK perHa B miasMe KpoBH (Tcmax) — 144 MuH.
[Ipu opnokparHoM mpueme 50 Mr auaneperHa MakCUMaibHash KOHIICHTPALMS perHa B IUIa3Me
KpoBH (Cmax) — 3,15 MI/i1, Ipu MHOTOKPAaTHOM TMPHEME, B CBSI3U ¢ KyMmyJisiiel npenapara, Cmax
noBbimaerca. CBsa3p penHa ¢ Oenkamu (anbOymunom) npaktudeckud 100 %. Peun mponukaer
yepes IJIAlleHTapHBIN U reMaTodHIepannyeckuii 0apbepsl.

[Mepuon mnonyseiBeneHust (T12) — 255 MuH. PeuH BBIBOAMTCSA MOYKAMH B HEU3MEHHOM
Buzie (20 %) u B Buze rintokyponuaa (60 %) u cyasdara (20 %).

IToxka3zaHusi K IPUMEHEHU IO

CumnromaTHueckoe JIEYEHHE OCTeoapTpo3a Ta300eIpPEHHBIX M  KOJNEHHBIX CYCTaBOB
IIPH OTCYTCTBUU HEOOXOAMMOCTH JIOCTIIKEHUS OBICTPOTO 3 deKTa.

IIporuBonoOKa3zanus

[ToBbilIeHHasT YYBCTBUTEIBHOCTh K JHAlEPEHHY, JPYTMM KOMIIOHEHTaM Ipemnapara Wid
MPOU3BOJHBIM AHTPAXMHOHA; BOCHAIUTENbHBIC 3a00JECBAaHUS KHUIICYHUKA (SA3BEHHBIA KOJIUT,
Oone3nb KpoHa); KuIIedHass HEMPOXOJUMOCTh; O0JIb B KMBOTE HESICHOTO I'eHe3a; MaIlMCHTHI
c 3a007cBaHUSAMHU TIedeHW (B T. 4. B aHAMHE3€), TsDKeNas IOoYeYHas HEeIOCTaTOYHOCTh
(KK menee 30 mui/mMuH); AeUINUT J1aKTa3bl, HEMEPEHOCUMOCTh JIAKTO3bI, TJIIOKO30-TalaKTO3HAs
ManbaOcopOIus; OepeMEeHHOCTh W TEPUOJA TPYAHOTO BCKapMIIMBAHUS; AETCKHIl BO3pacT
1o 18 ner.

C 0CTOPOKHOCTHIO

[Toueunast HemocTaTOUHOCTH cpeaneid creneHu TsokecTH (KK 30-60 mu/Mun).

CunApOM pa3apakeHHON TOJICTON KUIIKHU.

[TatiuenTs! 65 €T u crapiie.

IIpumeHeHne nNpu 6epeMEHHOCTH U B IEPHO/ TPYAHOT0 BCKAPMJIMBAHUSA

HccnenoBanuii, MOATBEpKIAIONUX O€30MaCHOCTh NPHUMEHEHHUs JHallepeuHa B TEPUOJ
OepeMEHHOCTH U KOPMJICHHS TPYAblO, HE MPOBOMMIOCH. [[aHHBIX O BIMSHHM TUAlleperHa
Ha pa3BHUTHE 1UI0Aa HET. [I[puMmeHeHne npu 6epeMEHHOCTH U B IIEPUOJI TPYTHOTO BCKAPMIIMBAHUS
MIPOTUBOIIOKA3aHO.

Cnocod npuMeHeHus U 103bl

Jlnst mpuema BHYTpb.

Ha3nauenne mnpemapara MOJDKEH BBIMOJTHATH CIEIHMAIUCT C OMBITOM JICYEHHUS OCTEOApTpPHUTA

(ocreoaptpo3za). CtanmgapTHbId TipueM 1o 1 kamcyne 2 pa3a B J€Hb (YyTPOM M BEUEpPOM IOCIIE



COOTBETC TEn'ET SKCTEPTHOMY OTY ETr
ot 18.04 2022 N= i"'ull

ennl). IIoCKOJNIBKY Yy HEKOTOPBIX IAIMEHTOB MOXKET HQQSI;H?L%; Fﬂ@d‘f&ﬁ%@% Im‘n-' zn/ra esl,

PEKOMEHIyeTCsl HAauMHATh ipueM npenapara mo 50 mr 1 pa3 B IeHb ¢ BEUSPHUM IPUEMOM TTHUIIN
B T€UEHUE MepBbIX 2—4 Henenb. 3aTeM BO3MOXKHO ITpuMeHeHue 1o 50 Mr 2 pasa B JIeHb ¢ MUILIEH:
NEepBBIA pa3 ¢ YTPEHHUM MPUEMOM IHIIM, BTOPOM — C BEYEpHUM IpuemMoM mnumu. Kamcynbl
CJIeTyeT MPOIJIaThIBaTh LIETUKOM, HE OTKPbIBAsl UX, U 3allMBAaTh CTAKAHOM BOJIbI.

Tooscunoii 6ozpacm

[TockoNbKy MAlMEHTHI MOXKUIIOTO BO3pacTa 0ojee YSI3BUMBI JUIsl OCIIOKHEHHIA, CBSI3aHHBIX C
OCTpOIi Tnapeeii, He peKOMEHIyeTCsl Ha3HayaTh Ipernapar MnaiueHTaM B Bo3pacTe crapiue 65 et
C Mapeei B aHaMHeE3e.

He TpeOyercss HUKaKoro U3MEHEHHS JO3UPOBKH IIPH JICYCHUN MAIIUSHTOB CTapIIero BO3pacTa.
OpHako cieayeT MPOSBIATH OCTOPOXKHOCTH. B ciydyae BO3HHKHOBEHHS JAHApEH HEOOXOIUMO
MPEKPATUTH JICUCHUE U MTPOKOHCYIBTUPOBATHCS C Balmm jgedariium Bpayom.

OddexT ot neueHus creayer oxkuaaTh yepes 2—4 nenenu. [lpenapar npuHUMaeTcs HEMPEPHIBHO,
JUTHTEIIFHO WJIM KypCaMH IPOJI0JDKUTEIIBHOCTHIO HE MEeHee 4 MECSIIeB.

Tloueunas nedocmamounocms

VY manyeHToB ¢ MOYEYHON HEIOCTaTOYHOCThIO cpenHei crernenu TsokecTH (KK 30-60 mur/mun)
J103a J10JKHA OBITH CHUYKEHA B JIBa pasa, 10 50 mr (1 karncyna) B CyTKH.

ITob6o4uHoe nelicTBHe

Ornpezenenre 4acTOThl TOOOYHBIX PEAKIUN MPEICTABICHBI B CIEIYIOIIEM MOPSIIKE, COTVIACHO
knaccupukauun BO3: owens wacto (> 1/10), wacto (or > 1/100 mo < 1/10), Hewacto
(ot > 1/1000 nmo < 1/100), penko (ot > 1/10000 go < 1/1000), ouens peaxo (< 1/10000), vactoTta
HEeu3BecTHA (10 MMEIOIIMMCS JIAHHBIM YCTAaHOBUTH YaCTOTY BOSHHUKHOBCHHS HE TIPECTABIISLIIOCH
BO3MOKHBIM).

Hapywenua co cmoponst UMMYHHOU cUCmeMbl

Heuacmo: anneprudeckue peaxiuu, KpamuBHUIA, OpPOHXOCHA3M, aHTMOHEBPOTHUYECKHH OTEK,
aHa(pUIaKTUYECKUH TIIOK.

Hapywenusa co cmoponvl /KKT

Peoxo: nuapes, TolHOTa, pBOTA, OOIH B )KUBOTE.

Hapywenua co cmoponst ne4enu u y#cenuegvlé00auux nymeil

Heuacmo: noBelllIeHNE aKTUBHOCTU NI€YEHOUHBIX (DEPMEHTOB.

Hapywenus co cmoponst Kodcu u noOKoOMNCHbIX mKaHeil

Heyacmo: KOXHBIN 3y, CHITb.

Oobuwgue paccmpoiicmea

Peoko: HeTOMOTaHUE.
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710 KOPUYHEBOTO IIBeTa (HE MMEET KIMHUYECKOTO 3HAaYeHHsS M He TpeOyeT OTMEHBI Iperapara
WJIU CHUYKEHUS €T0 JI03bI).

Ecnu nobvie u3 yKkazauHvlx 8 UHCMPYKYUU HedCellamelbHblX peakyutl ycyeyonawomcesa uiu Bl
3amemunu Opyaue Hedcelamenvubvle peakyuu, He YKA3aHHble 8 UHCMPYKYUuu, coodujume
00 3mom epauy.

Ilepeno3upoBka

Cumnmomsi: nuapes, cinadocTb.

Jleuenue: cumnromatndeckoe. [Ipu BeIpakeHHON auapee HEOOXOIUMO BOCIHOJHEHHE BOHO-
AIIEKTPOJIUTHOTO OaaHca.

B3aumopeiicTBHE ¢ APYTHUMHU JIEKAPCTBEHHBIMH CPeICTBAMH

AHTanuabpl yMEHbIIAIOT a0COpOINIO ANalleperHAa.

[Ipy ONHOBPEMEHHOM MpHUEME C JIEKAPCTBEHHBIMU CPEJCTBAMH, BIHUSIOIIUMU HA MUKPOQIIOPY
KHIICYHHUKA (B TOM YHCJIE C aHTUOMOTHKAMH), & TAK)KE C BEIIECTBAMH, U3MEHSIONIMMH KaueCTBO
COJCPKMMOTO KHUIIEYHHKA W CKOPOCTh €ro OIMOPOKHEHUS (HampuMmep, KiIeT4aTka), MOXKET
MOBBICUTHCS YaCTOTA HEXKEJIATEIbHBIX PEaKIUi CO CTOPOHBI MUILIEBAPUTEIILHON CUCTEMBI.
JlexapcTBeHHbBIE CpEACTBa, COAEPIKAIME ATIOMHHHS TUAPOKCUI W/WIM MarHus THAPOKCHI,
CHIDKAIOT OMOJIOCTYITHOCTD AUAlleperHa.

OnHOBpEeMEHHOE PUMEHEHHUE CO CIa0UTENFHBIMU CPEICTBAMH HE PEKOMEHYETCS.

Oco0ble yka3anus

[TpooKUTENBHOCTh JICUEHUS] B 3aBUCHUMOCTH OT JOCTUTHYTOTO pe3yJbTaTa MOXKET ObITh
JUINTENbHONU. B mepuoa, mpeanecTByomuil pa3BUTHIO TepaneBTHUecKoro 3¢ ¢ekra, npemnapar
MOYKHO NPUHUMATH OJTHOBPEMEHHO c aHaJIbT e THKAMH u HECTEPOUHBIMA
IPOTHBOBOCTIAIMTENBHBIMU IpenapaTaMu. HeoO6xoum neproanyeckuii KOHTPOJIb NoKa3areien
KPOBH, MIEYCHOUHBIX (hepMeHTOB, MOuH. [Ipu yxyamenun GyHKIMM MOYeK Bpay JOKEH CHU3HUTh
JI03y TIperapara.

He pexkomenmyercss mpuMeHEHHE OUAlleperHa MpPU OBICTPOIPOTPECCHPYIOIIEM OCTE0apTPO3e
Ta300€PEHHOT0 M KOJIEHHOI'O CYCTaBOB BCIJIEJCTBME MEIJICHHOTO pPa3BUTHS KIMHUYECKOTO
s dekTa J1eKapCTBEHHOTO CPECTBa.

Juapes

[Mpuem auanieperiHa 4acTo MPUBOIUT K PA3BUTHIO AHAPEH (cm. pazoen «llobounoe Oeticmeuey),
YTO MOXKET BBI3BATh 00€3BOKUBAHUE U THITOKAIMEMHUIO.

[Ipu pa3BuTHM Juapen cienyeT MPeKpaTHTh IMPHEM Ipernapara W HEMEUIEHHO CBA3aTbCs

C BpayoM, 4YTOObI 00CYAUThH albTEPHATUBHOE JI€UEHUE.
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HeoOxoaumMo MposiBIATE OCTOPOKHOCTh, €CIIU nauHeH&n&ﬁJﬁjggé&ﬁg%%'eJ ﬂn&fﬂé‘fﬁxn,

TaK KaK MOTYT Pa3BUThCS 00€3BOXKHMBaHME U TUHOKamueMmus. OcoOyi0 OCTOPOKHOCTH CIIEAYeT
coONMoaTh TpU TUNOKATMEMUH Y TAlMEHTOB, TMOJYYaBUIMX CEPJICYHbIC TIMKO3HJIBI
(OMrUTOKCHH, MMIOKCHH) (cMm. paszden «Bzaumooeilicmeue ¢ Opyeumu nexapcmeeHHviMu
npenapamamuy).

Crnenyet n30eraTh OJJHOBPEMEHHOTO MPUMEHEHUS CIA0UTENbHBIX JICKAPCTBEHHBIX CPEJICTB.
I'enamomoxcuynocmuo

B Xxoge moCTperucTpalliOHHONO MOHHMTOPUHTAa ObUIM BBISIBJICHBI CIy4aW IOBBIIICHUS
AKTUBHOCTH TI€YECHOYHBIX (EPMEHTOB B CHIBOPOTKE KPOBHU M CHMITOMAaTHYECKOE OCTPOE
HOpaKEHHE MeUYCHU (cm. pazoden «llobounoe deticmeuey).

[lepen HavamoM JI€YEHHs MAIMEHTA CIEAYET OINPOCHUTH O COIYTCTBYIOIIUX, TEKYHIIMX U
UMEIOLINXCA B aHamMHe3e 3a00JieBaHUSX II€YEHH, MPOBECTU OOCIENOBAHUE JJSl BBISBICHUS
HapylIeHUH (YHKIMOHAIBHOTO COCTOSIHUS Te4YeHH. 3a0O0JeBaHUSI TIE€YEHH  SIBISIOTCSA
IPOTUBOIIOKAa3aHUEM K IPUMEHCHHUIO AUAllepeuHa (cm. pazden «[Ipomusonokazanusy).
Heo0xoanMo BBIIOIHATH KOHTPOJIb JA0OPATOPHBIX W KIMHUYECKHUX MPOSBICHUN MOBPEKICHHUS
MEYEeHU, COOJII0/IaTh MEPhI MPEAOCTOPOKHOCTU MPHU OJAHOBPEMEHHOM MPUMEHEHUU C APYTUMU
JICKaPCTBEHHBIMHU CPEACTBAMU C XapPaKTEPHBIM PUCKOM Pa3BUTHSI F€MaTOTOKCHYECKUX PEaKIIUM.
[TatmenTam clenyer pEeKOMEHAOBAaTh OrPAaHUYUTh TOTPEOJICHHME alKOTOoJIi BO  BpeMs
NpUMEHEHHS JHaleperHa.

Jleyenue mpemapaToM aualiepedHa HEOOXOJUMO MPEKPaTUTh, €CIM BBIABICHO TOBBIIICHUE
AKTUBHOCTH TE€YEHOUYHBIX (DEPMEHTOB WM IOJO3pPEBACTCS PA3BUTHE CHUMIITOMOB IOPaXKEHUs
neuenn. [lammenta  ciemyer  npowmH(GOpPMHpOBAaTH O  TpPU3HAKAX W CHMIITOMAax
TelaTOTOKCHYHOCTH M PEKOMEHI0BAaTh HEMEUIEHHO 00pamaThcs K Bpady B CIIydae TOSBICHHS
NOJI03PEHHsI Ha pa3BUTHE CUMIITOMOB ITOPAXKEHUS TIEYCHH.

Biausinne Ha cnoco0OHOCTH YNPaBJAATHL TPAHCHOPTHBIMH CpPeICTBAMHU, MEXaHH3MAMH H
3aHMMATbCH IPYTHMH BHAAMM /IeSITeJIbHOCTH, TPEOYIOIIUMH MOBbIIIEHHON KOHIIEHTPAIUH
BHUMAHHSA

BnusiHue Ha KOHIIEHTpalMIO BHUMaHHS, OBICTPOTY MICUXOMOTOPHBIX PEaKIUil MpU yIpaBICHUH
TPAHCTIOPTHBIMU CPEACTBAMH, MEXaHM3MaMHU M 3aHATHH IPYTMMH TMOTEHIIMATBHO OINACHBIMU
BUIAMH JICATEIBHOCTH HE N3YJaIoCh.

dopma BbIIIYCKA

Kancysl, 50 mr.

I[To 10, 15, 20 wmm 30 kamcyn B KOHTYPHOM SYEMKOBOM yIakoBKe W3 IUICHKU

MOJIMBUHUJIXJIOPUAHOHN U (POJIBIU aTIOMUHUEBON MEYAaTHOM JTaKUPOBAHHOM.
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Ilo 1, 2, 3, 4, 5, 6 KOHTYPHBIX SYEHKOBBIX YI4KOBOK ﬁ&%@&ﬁ&é@;ﬂ%ﬁéﬁ*%& Eﬁﬁ%ﬁ%ﬁnm

B [aYKe U3 KapTOHA.

YciaoBust XxpaHeHUs

ITpu Temneparype He Boite 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IETE MECTE.

Cpok rognoctu

3 roma. He mpuMeHSTH 110 MCTEUEHUH CPOKA TOAHOCTH, YKA3aHHOTO Ha YIIaKOBKE.
YcaoBus oTnycka

OTITyCKaOT MO PEIenTy.

IIpousBoaurenn

AO «AJINYM», Poccus.

MockoBckas 00:1., T.0. Cepryxos, . O6oneHck, Tep. Kaptan A, 1. 2.
Buvinyckarowuii konmpons kauecmasa

MockoBckas 00:1., T.0. CeprryxoB, . O6omneHck, Tep. Kapran A, 1. 2, ctp. 1.
Opranun3anusi, NPUHUMAIONIAS TPEeTEeH3UN NOTPeduTe e

AO «AJIMYM», Poccus.

142279, MockoBckas 06011., r. CepmyxoB, . O6onenck, Tep. Kpapran A, a. 2.
Ten.: +7 (495) 646-28-68

Anpec anektponHo# mouTsl: iInfo@binnopharmgroup.ru



