COOTBETCTBYET JKCNEPTHOMY OTYETY
ot 20.12.2024 Nz 28345
WHCTE YKHHH MNOCNEOOBATENEHOCTE 0001)

10 MEJULTMHCKOMY ITPUMEHEHHNIO JIEKAPCTBEHHOI'O ITPEITAPATA
TEOPUTUH® M®

PerncrpanuoHHbIii HOMep:

Toprosoe naumenoaunue: Teoputua® MO

Me:xayHapoaHoe HeNaTeHTOBAHHOE I rpyNnnupoBoOYHOE HAUMCHOBaHUE:
OCH3rUAPUITUIICPA3UHIIIOY THIMETUIIKCAHTHHA CyKIIMHAT

JlekapcTBeHHasi popma: TabieTku

Cocras

Opnna Ta0neTka CoIepKHUT:

Oelicmayiowjee eujecmso: OSH3TUAPUINUIICPA3UHUIOY THIMETUIKCAHTHHA CYKIIMHAT (TEOPUTHH) B
nepecuete Ha 100 % BemecTBo — 2,0 mr uiu 4,0 mr;

6CnoOMo2amenbHble  ewecmeq; MUKPOKPUCTAIUIMUECKAas LEJUII0N03a, KapOOKCUMETHIIKpaxmall
HaTpUsl, KaJIblius cTeapar.

Onucanme: Tabietkn oT Oenoro 10 O€IOro CO CBETIO-KOPUYHEBBIM OTTEHKOM IIBETa
IUTOCKOLIMIIMHApUYECKOi (popMBI ¢ packoii ¢ AByX CTOPOH.

PapmakoTepaneBTHYeCKasi TPyNNa: NpoTUBOAUIepruueckoe cpeacrso — Hl-rucraMuHoBBIX
penenTopoB OJ0KaTOP.

Kon ATX: RO6AX

DapMaKoJorHiecKue CBOMCTBA

Dapmaxkoounamuxa

IIpenmapar Teoputun® M® (3-metun-7-[4-(4-0ensruapunnunepasuami-1)0yTun] KcaHTHHA
CYKIIMHAT) SIBJISIETCS MPOU3BOIHBIM ITypHHA, 00J1a/1al0IUM BBIPaKEHHOM MPOTUBOAIIIEPTUYECKON
aKTUBHOCTBIO, CBSI3aHHOM C IMTENbHOM M u30upaTenbHON Omokanoi HI1-ructamMHHOBBIX
penenTopos, mpenapaT TeoputmH® M® npexynpekmaeT pa3sBUTHE U OOJIET4acT TEYECHHE
anneprudeckux peaknuii. O0agaeT MPOTUBO3YAHBIM U MPOTHBOIKCCYIATUBHBIM ICHCTBHEM.
O6nanaet c1aboif M-XOJIMHOOIOKUPYIOIIEH U aHTUCEPOTOHMHOBOM aKTHBHOCTHIO. He oGmamaer
CeJJaTUBHBIMHU CBOMCTBAMU U HE BJIMSET Ha CKOPOCTh MICUXOMOTOPHBIX peakiuii. [1o akTuBHOCTH
W JUTATELHOCTH AaHTUTUCTAMUHHOTO JEWCTBHSI MPEBOCXOMUT Kak HI-ructraMuHOOIOKATOPHI
MIEpPBOro MOKOJIEHUS — NueHruApaMuH, XupeHaauH U a3eJacTHH, TAK U BTOPOTO — LETUPU3HH,
nopataauH, ¢exkcopeHaauH, YTO ObUIO MOKa3aHO Ha SKCIEPHUMEHTAJIbHONH MOJENH H3y4YeHHUs
Biusaus npenapara Teoputua® M® Ha cna3MOreHHOE JAEHCTBUE TUCTAMUHA HA U30JIMPOBAHHOM
MOJB3JOIIHOM  KHUIIKE  MOPCKHX  CBHHOK. Ilo  aHTUCEpPOTOHMHOBOW  AKTUBHOCTH,
00ycnaBIMBaIOIICH HAJTUYUE Y MPEMapaToB 3TON IPyNIbl IPOTUBO3YIHOTO EUCTBHS, Mpenapar
Teoputun® M® OGOM30K K a3eNacTMHY M CYIIECTBEHHO IPEBOCXOAUT  OCTAJIbHBIE
BBIIIIECTIEPEUNCIICHHBIE ITpEnapaThl.

Dapmaxokunemuka

Abcopbyus

[Ipenapar TeoputuH® M® mpakTH4eCKH IOJHOCTBIO BCACHIBAETCA B KEIYIOYHO-KUIIEYHOM
TpakTe, OTHOCUTENIbHASI OMOIOCTYTHOCTh COCTABIISIET OKO0JIO 95 % mocie npuemMa 5 Mr mpenapara.
MakcumanbHass koHUeHTpauus (Cmax) B IUIa3Me KpOBU JocTturaercs uyepes 3 + 1,3 uaca u
cocraBnser 2,04 + 0,89 wr/mn. Ilnomanp mox xpuBor «koHIEHTparusa-Bpemsd» (AUCo.«o)
cocTtaBisieT 26,56 + 13,06 Hr*u/mir.

Pacnpeoenenue. Tlpenapar Teoputun® M® Hanboyee MHTEHCHBHO pacHpeesseTcss B XOPOIIO
BACKYJIIPU3UPOBAaHHBIX OpraHax (Ie4yeHb, Cele3eHKa, JIETKUe, MOYKH), HECKOIbKO B MEHbLIEH
creneHn (B 2-3 pa3a) B MEHEE BACKYJISIPU3UPOBAHHBIX OpraHax (Cepie, MO3T, MBIIIIIHI,
OpbDKeiika).
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HEU3MCHHOM BHJIC C MOYOM U KaJIOM BBIBOJIUTCS, COOTBETCTBEeHHO, 0,23 % 1 0,33 % o1 BBeaeHHOMI
JIO3BL.
[Tepuon nonyBbeIBeIeHHS coCTaBisieT okoio 11 +4,93 gacos.

Iloxa3zaHus K NPUMEHEHHIO
CuMnTOMaTHYecKoe JIEYEHHE — XPOHMYECKas MIAMONATHYECKas KpalMBHUIA, CE30HHBIN
aJUIEPrUYECKU PUHHUT.

IIporuBONOKa3aHUS
e [loBblcHHAs YYyBCTBUTEIBHOCTh K JICHCTBYIOIIIEMY BEILIECTBY WM JIIOOOMY Apyromy
KOMIIOHEHTY TIpernapara;
e bepemMeHHOCTh U MepUO/] TPYAHOT'O BCKAPMITUBAHUS;
e Jlerckuii Bo3pacT 1o 18 ner;
e JloyeyHast, meyeHOYHAsI HEJOCTATOUYHOCTD.

C 0CTOPOKHOCTHIO
3aKpBITOYTOJIbHAS TJIayKOMa, TUIIEPILIA3HS MPEICTATEIbHOM JKENe3bl.
IToxxunoi Bo3pacT.

IIpumeHenune npu 6epeMeHHOCTH U B EPHO/I I'PYAHOI0 BCKAPMJIMBAHMS
[Ipumenenne npenapara TeoputnH® M® mpOTHBONOKA3aHO NPU OEPEMEHHOCTH U B IEPHUOJ
TPYyAHOTO BCKAPMIIMBAHUS.

Cnoco06 npuMeHeHus u 103bl

BuyTps, no 4 mr 1 pa3 B cytku. IIpenapat xenarenbHO NPUHUMATh YTPOM, B OJJHO U TO K€ BPEMS.
JlnuTenbHOCTB Kypca jieueHus 14 nuei.

Ecnu nocrie nieyeHus yiydiieHUsl HE HACTYNAET UM CUMITOMBI yCYT'YOIISIOTCS, MU TOSIBIISIFOTCS
HOBBIE CUMIITOMBI, HEOOXOIMMO MPOKOHCYJIBTUPOBATHCS C BPAuOM.

[IpumensiiTe npenapaT TOJIBKO COIJIACHO TEM IOKa3aHUSAM, TOMY CIIOCOOy IMPUMEHEHMS U B TEX
7103aX, KOTOPbI€ YKa3aHbl B UHCTPYKLUU.

ITo0ouHoe neiicTBUE

[IpakTHyecku Bce HEXeNaTeNbHbIE SBJIEHUS, BHIIBICHHBIC B X0/1€ KIMHUUECKUX HCCIIEeI0BaHUMH,
OTHOCHJIMC K JIETKOH CTeTeHH TshkecTH. He Obl10 3aperucTpipoBaHO HU OJTHOTO Clly4asi pa3BUTHUS
CEPHE3HOTO HEXKETATESIBHOTO SIBIICHUS, BBISIBJICHHBIC HEXKEIIATETbHBIE SIBIICHHS ObUTH KITMHUIECKU
HE3HAYUMBI U HEe TpeOOBaIU MPUHATHS KAKUX-TH00 KOPPEKIIHOHHBIX MEp.

Hwxe mnpuBeneHb HEXeNaTeIbHBIE pPEAKIUN, HAONIOMABIINECS B XOJ¢ KIWHHYCCKHX
UCCIIEIOBaHUI, C yKa3aHMEM YacTOThl UX pAa3BUTHUS B COOTBETCTBUU C KiIacCHpHKAIUEH
Bcemupnoii opranuzarmu 3upaBooxpanenus (BO3): ouens wacto (>1/10), yacto (>1/100, <1/10),
Hevyacto (>1/1000, <1/100), peaxo (>1/10000, <1/1000) u ouenn penko (<1/10000), gactora
HEW3BECTHA (IT0 MMCIOIIMMCS JAaHHBIM YCTAaHOBUTH YaCTOTY BO3HUKHOBEHUS HE MPEICTaBISIIOCH
BO3MOYKHBIM).

Hapywenus co cmoponul cepoeuno-cocyoucmoti cucmemol: O4€Hb PeIKO (€AUHUYHBIE CITyYaH) —
cHUXeHue yacToThl cepaeunbix cokpamenuit (HCC), nossimenue YCC.

Hapywenus co cmoporul dceny0ouno-KumeyHo2o mpaxma: 4acTo — CyX0CTb BO PTY; OYE€Hb PEIKO
(eIMHUYHBIN CITy4aii) — TUCTencusi, 00Tb B )KUBOTE.

Hapywenus co cmoponsl yenmpanvhoti Hep8Hoti cucmemsbl: 4acTO — FOJIOBHAs 00JIb; OUYEHB PEAKO
(eIMHUYHBIN Cllydaii) — FOJIOBOKpYKEHHE, C1ab0CTb.

Hapywenus co cmoponbvl nouex u mMouesvbigo0aujux nymeil. 04eHb peIKo (€MUHUYHBIN CiTydaii) —

IU3YpHUSL.
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MOBBIIICHUE AaKTHBHOCTH 'NEYEHOYHBIX" TpaHCAMWUHA3 W YPOBHA OWIMpYyOMHA; PEIKO —
OunupyOuHYpHS, MPOTEUHYPHs; OYEHb PEAKO — MoBbIIICHHE pH MouM, M3MEHEHHEe ypOBHs
TJIMKEMUH (TTOBBIIICHUE WM CHUKEHHUE).

OKI': HewacTOo — HapyLIEHHE TNPOLECCOB PENOJISIPU3ALMU; OYEHb PEAKO — HapylIeHue
MIPOBOIUMOCTH.

Ecnu niobvie u3 yKazauuvlx 6 uHCmMpyKyuu nooounvix rhgexmos ycunuearomcsa unu Bol
3amemunu oOpyzue nodoounvie 3IPgeKkmol, He YKA3ZAHHbIE 6 UHCMPYKUUU, 00A3amMeNbHO
cooouiume 06 3mom epauy!

B xo0/1e poBeIeHNs HAYAIbHBIX CTAJUN KIMHUYECKUX UccienoBannii npuem Teoputuna® M® B
03¢ 5 Mr IPUBOAMI K HEKOTOPHIM M3MEHEHUSM (HOPMYJIBI KPOBH — M3MEHEHHUIO KOJMYECTBA
JIEHKOIIUTOB, B TOM YHCIie JIUM(OIUTOB, HEHTPODUIOB U TPOMOOIIUTOB.

Ilepeno3upoBka

B xoJze kiIMHMYECKHUX MCCIeOBaHUN IpU IpueMe 4 Mr mpemnapara B CyTKU B TedueHue 14 nHei
CJIy4aeB IepeIO3UPOBKU HE OIUCAHO.

Jleuenue: B cilyd4ae NepeO3UPOBKHM cilelyeT oOpaTHTbCs K Bpady. PexoMmenmyercs
CUMIITOMaTHYECKOE JIeUeHHe, IPOMbIBaHue keyaka. Crenupuueckuii aHTU0T OTCYTCTBYET.

B3aumoaeiicTBHE C APYTUMH JIEKAPCTBEHHBIMHU CPeACTBAMU

B xoze KIMHWYECKUX MCCICAOBAHWM HE BEBIIBIICHO KIMHHUYECKH 3HAUYMMBIX B3aMMOJCHCTBUM C
JIPYTUMH JIEKapCTBEHHBIMU cpeficTBaMu. [Iprem mumm He oka3pIiBaeT BIMsIHUE Ha d3PPEKTUBHOCTh
npenapata Teoputun® M.

OcoOble ykazanus

Crnenyer coOuiofaTh OCTOPOKHOCTh HpPH MPUMEHEHMHM Ipernapara y MHalMeHTOB MOKHIIOTO
BO3pacTa, NallUeHTOB C 3aKPBITOYTOJBbHOM IJ1ayKOMOM U TUIIEpILIa3uel MPeACTaTEIbHOM KEIEe3bl.
Coxpansiite HHCTpYKIH0. OHAa MOXKET MOHAT00UThCS BHOBb. Eciin y Bac BO3HMKIM BOTIPOCHI,
oOpaTHTeCh K Bpady.

Baunsinue Ha cnocoOHOCTH YNIPABJISITH TPAHCIIOPTHBIMH CPEACTBAMM, MEXaHU3MaMH
Uccnenosanuii o Biausauu  npenapara  TeoputuH® MO Ha cHOCOOHOCTH  YIPaBJIATH
TPAHCTIOPTHBIMH CpPEACTBAMH, MEXaHH3MaMU He MPOBOAMIOCH. [lalMeHThl MOJKHBI OBITH
OPEAYNPEXRACHBI O BO3MOKHOCTU Pa3BUTHs HEKEIATEIbHBIX SBIECHUH CO CTOPOHBI HEPBHOMU
CHUCTEMBI, B TOM YHCII€ TOJOBOKpYxkeHus (cM. pasnen «lloOouHoe neHCTBHE»), UTO MOXKET
OTPULIATEJIbHO TOBJMATH HA CIOCOOHOCTh YHPAaBIATH TPAHCIOPTHBIMH  CpEICTBaMH,
MexaHu3MaMu. [Ipy nosiBI€HNN ONMMCAHHBIX HEKEIATENIbHBIX SIBJICHUSAX CIEAYET BO3AEPKATHCS
OT BBIIIOJTHEHUS YKAa3aHHBIX BUJIOB JACATECIBHOCTH.

®opmMa BBINIYCKA

IIpu npouszsodcmee na AO « OXPK», Poccus

Tabnetku 2 mr u 4 mr.

ITo 10 TaGieTok B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY M3 IUIEHKU MOJUBUHWIXJIOPUIHON U (OIBIH
ATFOMUHHUEBOM MEYaTHOMN JIAKUPOBAHHOM.

ITo 1, 2, 3,4, 5 win 6 KOHTYPHBIX SYEUKOBBIX YIAKOBOK BMECTE C MHCTPYKIIMEH O MPUMEHEHUIO
MOMEINAIOT B MMAYKy U3 KapTOHA.

IIpu npouszsodcmese na AO «Banenma @apmy, Poccus

Tabnetku 2 mr u 4 mr.

ITo 10 TabneTok B KOHTYpHYIO SYEHKOBYIO YIIAKOBKY WJIM B KOHTYpPHYIO STMEMKOBYIO YMAaKOBKY C
nepdopanueil 13 IICHKN NOTMBUHWIXJIOPUIHON U (DOJIBIY AIFOMHHHEBOW TTeYaTHON JTAKUPOBAHHOM.
Ilo 1,2,3,4,5 wim 6 KOHTYPHBIX YIIaKOBOK BMECTE C MHCTPYKIMEH MO MPUMEHEHHUIO IOMEIAIOT B
[IauKy 13 KapTOHA.
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YcaoBusi XxpaHeHUs
[Ipu Temnepatype He Bbie 30 °C.
XpaHUTh B HEAOCTYITHOM JJIs1 IETEN MeCTe.

Cpox roaHoctu
3 rona.
He MNPUMCHATDH 110 UCTCYCHUHU CPOKa 'OJHOCTH.

YcioBus oTIycKa
OTmyckarot 6e3 penenra.

Opunnyeckoe JHMIO0, HA WM KOTOPOr0 BBIIAHO PErHCTPANMOHHOE YAOCTOBepeHue/
Opranuszanus, NPUHAMAOIIAS NPeTeH3NH NMOTpeduTe1ei

AO «Banenra ®apm»

141108, Poccusi, MockoBckas o6nacts, 1. lllenkoso, yn. ®abpuunas, 1. 2.

Ten. +7 (495) 933 48 62, pakc +7 (495) 933 48 63.

ITpousBoanTe N

AxunonepHoe o0uiecTBo «OOHMHCKas XUMUKO-papManeBTryeckas komnanus» (AO «OXDK»),
Poccus

Kany»xckas 06:1., 1. O6HUHCK, mocce Kuesckoe, 31. 107;

Kany»xckas o6:1., 1. O6HUHCK, mocce Kuesckoe, 31. 3a, c1p. 3.

WIIH

AO «Banenra @apm»

141108, Poccusi, MockoBckas o6sacts, T. lllenkoso, yn. ®abpuunas, 1. 2.

Ten. +7 (495) 933 48 62, daxc +7 (495) 933 48 63.



