COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 04.10.2023 N= 19527

(MOCNEOOBATENEHOCTL 0002)

NMHCTPYKIIIA
IO MEANIIMHCKOMY ITPUMEHEHHNIO JIEKAPCTBEHHOI'O IIPEITAPATA

Kaaumuu® 60 H

PerucrpanuoHnHoe ya10CcTOBepeHHUeE:

Toprosoe nanmenoBanue npenapara: Kamumus® 60 H

Me:kayHapoHOe HeIATEHTOBAHHOE HAMMEHOBAHHE: THPHIOCTUTMUHA OPOMUT

JlekapcTBeHHas gopma: TabieTKH

Cocras:

1 TabneTka CoepsKuUT:

Oelicmeyiowee eewjecmseo: THPUIOCTUTMHHA Opomua 60,00 Mr; scnomocamenvhvie 6ewjecmed:
1IEJUII0JI03a MUKpOKpUcTaiutndeckas 336,00 mr, kpaxman kykypy3ubiii 120,00 mr, nosumpon-K25 60,00
MI, KpPeMHUS JUOKCHJ KoyutouaHbii 9,00 Mr, xpemHus auokcujJi ocaxkjeHubit 54,00 mr, Bojga
ouninennas 16,00 mr, maraus creapar 3,00 Mr, riyTaMMHOBOW KUCIOTHI TUapoxiaopu 2,00 mr.
Onucanue

benble, NBOSKOBBIMYKIbIEC, MPOJOJITOBAaThble TAaOMETKH C PUCKOH Ha OOHOHW CTOPOHE, BO3MOXKHO
HAJMYME IIEPOXOBATOCTEH, YTO OOYCIOBJICHO IPOIECCOM HPOU3BOJCTBA M HE BIUSET HA KAu€CTBO
IIPOJIYKTa.

®apmakoTrepaneBTH4YeCKasi IpyNna: Ipyrue cpeacrBa Uil JiedeHHs 3a0oseBaHHil HEpBHOM
CUCTEMBI; TapaCUMIIATOMUMETUKH; AHTUXOIUHAICTEPa3HbIE CPEACTBA.

Kon ATX: NO7AA02

dapmako/JIornyecKkue cBOHCTBA

Dapmakoounamuka

[TupugocTurMuHa OpOMHUI OKa3blBae€T XOJIWHOMHMETHUYECKOE JeHCTBHE 3a CcYeT OoOpaTuMOro
WHTUOMPOBAHMS XOJWHAICTEPA3bl M YCWICHHS JICUCTBUS AlCTUIXONWHA. YJIY4IIaeT HEPBHO-
MBIIIICYHYIO TIEpEIayy, YCHJIMBACT MOTOPHUKY JKEIYJAOYHO-KUINCYHOTO TPAKTa, IOBHINIACT TOHYC
MOUEBOTO My3bIPsi, OPOHXOB, CEKPELIMIO SK30KPHHHBIX JKeJIe3, BBI3bIBAET OpaJuKapuio, ClIadblii MUO3,
criasM akkomoauuru. He okaspiBaeT LEHTPAIBHOIO ACHCTBUS.

Dapmaxkokunemuka

bunonocrynnocte  8-20%, mnpu MHACTEHMM MOXKET CHWXaTbes a0 4%. Bpems aoctuxeHus
MakcUMainbHOU KOHHEHTPAUHH (Cmax) B MJIa3Me KPOBU COCTaBisACT 1,5-3 4, OJHOBPEMEHHBINH MPUEM
MWLM HE YMEHBIIACT OMOJOCTYIHOCTb, HO MOXET OTCPOUYUTH BpPEMS JIOCTHIKEHHUS MaKCHUMaJIbHOU
koHneHtpanuu. Ilepuon nonyseiBeaeHust (T12) 2,5 u. He npoHukaer uepes reMarodHIehamuuecKuii
O6apbep. IlpakTHuecku HE CBs3BIBacTCS OeaKaMu Tuia3Mbl. HacTHYHO MeTabOIM3MpYyeTCsl B TICUEHU ¢
00pa3oBaHMEM HEAKTHUBHBIX META0OIUTOB. BBIBOOMTCS MOYKaMH B HEM3MEHEHHOM BHJIE U B BHUJIC
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MeTabonnuToB. CpeaHuil IIa3MeHHbBIN KIMPEHC Y 310POBHIX MoAel coctapiser 0,36-0,65 n/kr/u.
IMoxa3anus 111 NpUMEHEHHS

. Muacrenus gravis.

IIpoTuBoONOKa3aHu /15l IPUMEHEHUSA

o ['unepuyBCTBUTENBHOCTE K AKTHMBHOMY BEILECTBY HIIM K KaKOMY-JTHOO BCIIOMOTATCILHOMY
BEIIECTBY MIperiapara;

o IOPEIUICCTBYIONICC  BBEACHHE  ACTONSAPHU3YIOMIUX  MHOPEIAKCAHTOB  (CYKCAMECTOHHH,

JICKaMETOHHS OPOMUL);

o UPUT;
° XPOHUYECKHI OOCTPYKTHBHBIN OPOHXUT, OpOHXUANTbHAS aCTMa;

o MEXAHUYECKasi HENPOXOAUMOCTh KUIICUHUKA;

o OOCTPYKUHMS KETUEBBIBOJAIINX U MOYEBBIBOIAIINX MTyTEH;

o CHACTUYECKUE COCTOSHUS OPraHoOB KeIyA0YHO-KUIIEYHOTO TPAKTa;
» MHOTOHHS;

o IOK B ITOCJICOIIEPALIMOHHOM IIEPUOJIE;

o OepeMEHHOCTb, IIEPUO/I I'PY/IHOTO BCKAPMIIMBAHUSI;

. JIETCKUM Bo3pacT 1o 18 Jer.

C 0CTOPOKHOCTHIO

ApTepuanbHas TUNOTCH3WS, JCKOMIICHCUPOBAHHAs CEpJACYHas HEIOCTATOYHOCTh, IMOYCYHAs
HEJO0CTATOYHOCTh, OCTPBIA HH(PAPKT MUOKAPAA, SI3BEHHAsT OOJIC3HB JKETYyAKa, OpaauKapans, caxapHbIi
nuabeT, MapKUHCOHU3M, XKelTdeKaMeHHasi 00JIe3Hb B OTCYTCTBHE OOCTPYKIIMH, MOUEeKaMeHHast 00JIe3Hb
B OTCYTCTBHE OOCTPYKIIMH, COCTOSHHUS TIOCI€ OIepaldii Ha IKelyIOYHO-KHIIEYHOM TpakTe,
MICYCHOYHAS HEOCTATOYHOCTh, TUIICPTHPEO3.

[IpumeHeHne Npu 6epeMEHHOCTH U B MEPHO/I I'PYTHOT0 BCKAPMIHBAHUSA

[lupugocturMuHa OpoMua  He  obOjlagaeT  TepaToreHHeIMH — 3(ddexrammu, Ho  obmamaer
betoTokcHYHOCTBIO. [Ipemapar crmocoOeH BBI3BIBATE TNPEKICBPEMEHHBIE POJABI, OCOOEHHO TMIpH
UCTIOIB30BAaHUH HA TIOCIICHUX HEJIENAX OEPEMEHHOCTH.

[MupunocTurMuuaa OPOMHT MPOHUKAET B TpyAHOE MOJoko. [Ipy HazHAYCHWM Tpemaparta TPYAHOE
BCKapMIITHBAHHE CIICAYET MPEPBATh.

Cnoco6 npuMeHeHNs U A03bI

BHyTpb, 3anUBast JOCTATOYHBIM KOJTUYECTBOM BOJIHL.

[Ipu HavambHBIX CUMITOMAX 3a00JICBaHUSI PEKOMEHTyemast f1o3a - ¥2-1 Tabnetka (30 - 60 mr) 1-2 paza
B JICHb.

ITpu nporpeccupoBanuu 3adosnesanus - 1-3 radbnetku (60 - 180 mr) 2-4 pa3a B 1eHb.
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MakcumanbHasi CyToyHast 103a - 12 tadnetok (720 mr).

Jlo3upoBaHue NHPUIOCTUTMHHA OPOMHUJA TIPU MUACTEHUH graVvis IPOBOAAT CTPOTO UHANBUAYAIBHO, B
3aBHCHMOCTH OT TSDKECTH 3a00JCBaHMS W PEaKLMU TAIMCHTOB Ha JieueHHe. [103ToMy peXuMBbI 1103,
PEKOMEHIyeMBIE JISl ATOr0 MTOKA3aHus, CJIEAYeT pacCMaTPUBATh KaK OPUCHTHPOBOUYHBIC.

Ilayuenmut c napywienuem ynKyuu nouex

IanuenTam ¢ 3abojeBaHMAMU Hovek npenapaT Kamnmun® 60 H HasHauaroT B Gojee HM3KHX 103X,
TaK KaK MUPUIOCTUTMHHA OPOMHI B HEU3MCHCHHOM BHJC BBIBOJUTCS W3 OpPraHW3Ma B OCHOBHOM
noukamu. [losToMy HEOOXOIUMYIO H03y Mpernapara MmoAOMPAIOT HHIUBUIAYATBHO IS KaKIOTO
ManueHTa B 3aBUCUMOCTH OT AeMCTBUS Mpenapara.

ITobdouHOE NelicTBUE

[To mamapiM BO3 HexenarenbHbIC PEaKIUU KIACCU(DUIIMPOBAHBEI B COOTBETCTBUU C WX YaCTOTOU
BO3ZHUKHOBCHUS CIICYIOIIM 00pazoM: ouerns uacmo (>1/10), uacmo (ot >1/100 no <1/10), neuacmo
(ot >21/1000 mo <1/100), peoxo (ot =1/10 000 mo <1/1000), ouenv peoxo (<1/10 000); uacmoma
Heuzsecmua (Helb3sl YCTAHOBUTD MO UMEKOIIHUMCS JaHHBIM).

Hapywenusa co cmoponsl UMMYHHOU CUCIHEMbl

YacToTa HEN3BECTHA - THIICPIYBCTBUTEIIBHOCTD.

Hapywenus co cmoponsl op2ana 3peHus

YacToTa HEU3BECTHA - MHO3; CIIE30TEUCHHE; HAPYLIEHNE aKKOMOJAIUH.

Hapywienua co cmoponul cepoya

Yacrora HeW3BecTHa - apuUTMHS (B TOM dHciIe OpaguKapiavs, TaxUKapaus, aTPUOBECHTPUKYISPHAS
O110Kaaa).

Hapywenus co cmoponst cocyoos

YacToTa HEM3BECTHA - CHIDKCHUE apTEPUATBHOTO IaBJICHUS ; 0OMOPOK.

Hapywenus co cmoponst 0bixamenvHoli Cucmembl, Op2anoe ZpyOHOll KNemKu U cpedoCmenus
YacToTa HEU3BECTHA - YCUJIEHHE CeKpellny OpPOHXHANILHBIX )Kelle3 B COUeTaHUU ¢ OPOHXOCIa3MOM.
Kenyoouno-kuweunsie napyuienus

YacToTa HEM3BECTHA — TOIHOTA; PBOTA; JUApes; Cla3MaTHYCCKUE OOJU B JKHUBOTE; JKEITYI0YHO-
KHIIICYHAS TUTICPKUHE3HS; TIOBBIIIICHHOE CIIIOHOOT/ICIICHNC.

Hapywenus co cmoponsl Koxcu u ROOKOMHCHOU KINemuyamKu

Penko - koxHast CbIlb (0OBIYHO MICUE3aeT BCKOPE MOCIIE MPEKPALLICHUS JICUCHHS ).

YacToTa HEM3BECTHA - HTHTCHCUBHOEC ITOTOOT/ICICHHE.

Hapywenua co cmoponst MoluieuHoil, CKeJ1eHHOU U COCOUHUMETbHOU MKAHU

YacroTa HEM3BECTHA - IOBBIIICHHAs MbIUICYHAs CIA00CTh; TPEMOp W MHUOPHOPWILISALUS WU
MBILLIEYHAS TUTIOTOHUSI.

Hapywenua co cmoponst nouek u mouegvieooauiux nymeil

3



COOTBETCTBYET 2KCNEPTHC
ot 04.10.2023 N= 13527
(MOCNEOOBATENEHOCTL 0002)

MY OTUETY

YacToTa HEU3BECTHA - MO3BIBBI K MOUEHCITYCKAHUIO.

VYKa3aHHble HEXeNaTelbHblE peakUMH MOTYT ObITh MpPU3HAKAMH  MEPEJO3HUPOBKHA WU
XOJNMHEepPruueckoro kpusza. [loaromy crneayer 00s3aTeIbHO BBISCHUTH IPUYUHY CHMIOTOMOB H, IIPH
HEOOXOIUMOCTH, TPUMEHHUTH aTPOIIMHA CYAb(aT sl YCTPAHECHUS XOTHHOMUMETHIECKHUX 3PPEKTOB.
XOJNMHEePTHYECKUN KpU3, Cpeau APYTHUX CHMIITOMOB, MOXKET BBI3BIBATh PE3KOE WM IOCTENEHHOE
YCHJIEHHE CUMITOMOB MHACTeHHMH 10 napanuya. CylecTByeT ONacHOCTh Pa3BUTHUS ABIXATEIBHOIO
napajiu4a, yrpoxamomero Ku3Hu. [lpyrme comyrcrByromme APQEKTH, COMPOBOKIAIOIIHECS
CHIDKCHMEM apTEPHAIBHOIO aBJICHUS, MOI'YT IIPUBOJAUTH K COCYIMCTOM HEIOCTATOYHOCTH,
OpaauKapIuu ¥ BbI3BaTh OCTAHOBKY CepAlla WIH MapaJoKCaIbHYI0 PeeKTOPHYI0 Taxukapauwo. B
TAKOM cJly4ae TI0c€ HEMENIEHHOTO IpeKpalleHHs NpuMeHeHus npenapata Kaaumusn® 60 H
ciejlyeT BBecTH 1-2 Mr arporuHa cyibgara.

Ilepenosuposka

Cumnmonmsi: yBeIUUEHUE CEKPELUU CIE3HBIX, CIFOHHBIX U MOTOBBIX XKeJe3, THIePEMUs KOXKH, pe3Kas
cnaboCTh, HApYIIEHHE 3PEHHUS, MUO03, TOJIOBOKPYXEHHE, TOIIIHOTA, PBOTA, HEMTPOU3BOJbHAS AedeKalis
U MOYEHCITyCKaHUe, KUIIeYHas! KOJIMKa, OpOHXOCIHAa3M, OTEK JIETKHUX, BHIPAKEHHAs! WM HapacTaroliasl
MBIIIEYHast ¢1a00CTh, MapaJiiy JIbIXaTEIbHBIX MBIIII, CHUKEHUE apTEPUAIBLHOTO JIaBICHHS, KOJUIAIIC,
Opaaukapaus, napagoKkcaabHas TaXUKapAus UM OCTAaHOBKA cepAla.

Jleuenue: cnennuueckUM aHTUIOTOM SIBISETCS aTPOMUHA Cynb(ar, KOTOPbI BBOASAT BHYTPHUBEHHO
(Mensienno) B j1o3e 1-2 mr. B 3aBUCMMOCTH OT 4acTOTHI ITyJIbCa IIPU HEOOXOAMMOCTH HAYAIBHYIO J103Y
BBOJAT 4depe3 2-4 4daca MOBTOpHO. Takke cileayeT NPUMEHSTh AaKTUBUPOBAHHBIN yroib, IPYrHe
HHTEPOCOPOEHTHI U MPOMBIBaHUE Kenyaka. HeoOxoaum KOHTpPONIb BOAHO-3JIEKTPOJIMTHOTO OanaHca
OpraHM3Ma, MOHUTOPUHT JIBIXaHUS U CEPACUHOU NeATeNbHOCTH. [Ipu n1erouHoi HegoCTaTOYHOCTH UIIH
OCTaHOBKE Cep/llla HEOOXOMMO MPOBOUTH COOTBETCTBYIOIINE PEAHUMAIIMOHHBIC MEPOIIPHSTHSL.
B3anmopeiicTBHe ¢ IPYTHMH JIeKAPCTBEHHBIMH NMpenapaTaMu

ATpomuH ocnabiseT M-XOJIHMHOMHUMETHUECKOe JIeiCTBUE MUPUIOCTUTMIHA OpoMuaa (Opagukapaus u
TUIIepCEKPelUsi), HO He ero BIMsSHHE Ha CKeleTHble MBIMILL. [lupugocTurMuda OpoMus yCUIUBaeT
JICUCTBHC JICTIONIIPU3YIONUX MHOPEIAKCAaHTOB, MOp(QHUHA M €ro MPOM3BOJHBIX, OapOUTYpaTOB.
HecoBmectum ¢ asTaHonoM. M-XOIMHOOGMOKATOPHI, TAHTIHMOOJIOKATOPHI, XWUHUAWH, MPOKaAMHAMU/I,
MECTHBIC  AHECTCTHKH, TPULMKIMYECKHE  AHTHACIPECCAHTHI,  INPOTHBOSMIICIITUUYCCKUE U
MIPOTUBOIIAPKUHCOHUYECKHUE IIPENapaThl YMEHBIIAIOT BBIPAXKCHHOCTb ACHCTBUS MUPUIOCTUTMUHA
opomua.

OcoOble ykazanus

B npouecce neyenus nauneHTaM KaTerOpUUYSCKHU 3allpellaeTesl yoTpeosaTh alKorolib.

Ecnu nmanuenT 3a0bu1 CBOEBPEMEHHO IPUHATH OUEPEAHYIO 103y Iperapara, He CleIyeT NPUHHUMATh

JIBOMHYIO /103y MpenapaTa BO BPeMs CIETYIONIETO MpUeMa.
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[TotpebHOCTH B MUPUAOCTUTMUHA OPOMUE OOBIYHO 3HAYUTEIBHO CHIYKAETCS TOCIe TUMIKTOMUH WU
JOTIONTHUTENbHOW Tepanuu (CTEpPOMAbl, HMMYHOJAENPECCAHTHI), B CBiI3U C 4YeM Tpedyercs
KOPPEKTUPOBATh 03y IIperiapara.

Bansinne Ha cnoCOOHOCTH YNPABJSTH TPAHCNIOPTHBIMHU CPeACTBAMH, MEXaHM3MaMHU
[TupunocTurMuHa OpOMHI CHHKAE€T OCTPOTY 3pEHHUS, MOITOMY BO BpeMs JIEUEHHs IpenapaToM
crenyeT u3beratb ynpapieHUst aBTOTPAHCIIOPTOM HITH IPYTHMH MeXaHU3MaMHU.

®opma BBINYyCKA

Tabnerku, 60 mr.

[To 100 TabneTok Bo (IaKOH KOPUYHEBOI'O CTEKIIA C IJIACTMACCOBOM KPBIIIKOH ¢ KOHTPOJIEM MIEPBOTO
BCKPBITHUS.

[To 1 pnakony ¢ HHCTPYKITHEH IO MPUMEHCHHIO B KAPTOHHYIO TTAYKYy.

Ycnosus xpaHeHus

XpaHUTh NIpU TeMrepatype He Bbille 25 °C.

XpaHUTb B HETOCTYITHOM U1 IeTel mecTe!

Cpoxk rognocTu

3 roja.

Ilocne nepBoro BCKpBITUS - 6 MECALEB.

He ucnons30Bathk 1Mo HCTEUEHUU CPOKA TOJHOCTH.

Ycaosus ornycka

OTnycKaroT MO PEIenTy.

Banagenen perncTpaMOHHOr0 YA0CTOBEPEHUS:

Tepa ®apmauertuueckue lIpeanpusarus Jita., U3pauns

IIpousBoaurenn:

Knoxe ®apma-Cepauc ['M0X,

I tpaccOyprep mrtpacce 77, 77767 Annenseiiep, I epmanus

Oprannzanus, NPUHAMAKOLIIAA IPETEH3UN NOTpeduTeNei:

00O «Tesa», 115054, Mocksa, yn. Banosas, 35,

Ten.: +7 (495) 644-22-34, daxc: +7 (495) 644-22-35

On. moura: info@teva.ru



