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OBIIASA XAPAKTEPUCTUKA JIEKAPETBEHHOFO-HPEHAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
TAIJAJTTAOUII-AJINYM, 2,5 mr, TabIeTKH, MOKPHITHIC IJICHOYHONH 0007I0YKOH
TAJAJTTAOUII-AJIMYM, 5 Mmr, TaOJIeTKH, TOKPHITHIE TUICHOYHOH 000JI0YKOMH
TAJAJTTAOUIT-AJIMYM, 10 mr, TabneTKH, TOKPHITHIE IICHOYHOW 000I0YKOM
TAIAJTTAOUII-AJINYM, 20 mr, Tabs1eTKH, MOKPHITHIC IJICHOYHONH 0007I0YKOH

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB
JeiicTByro1ee BemecTBO: Taaiadul.

TAITAJIADOUII-AJIMYM., 2.5 mr, TabJIETKU, HOKPHITHIE ILIEHOYHOH 000I0YKON

Kaxxnas Tabnerka conepxut 2,5 Mr taganaduia.

TAIAJIADOKII-AJIMYM, 5 mr, TaOJIETKH, TOKPLITHIE INIEHOYHON 000JI0YKOH

Kaxxnas tabnerka conepxut 5 Mr taganaduia.

TAIJAJIAOUII-AJIMYM, 10 mMr, TabJETKH, HOKPLITHIE ILIECHOYHOMH 000JI0YKON

Kaxxnas tabnerka comepxut 10 Mr Taganaduia.

TAIAJIADOKII-AJIMYM, 20 mMr, TabJIETKH, HOKPLITHIE INIEHOYHOH 000JI0YKON

Kaxxnas tabnerka conepxut 20 Mr Taganadua.
BcnomorarensHble BEIECTBa, HATMYHE KOTOPBIX HAaJI0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npernapara: JakKTo3bl MOHOTHUAPAT (cM. paszens 4.3, 4.4).

[TonHBIN TIEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0neTku, NOKPBIThIE TNICHOYHOH 000104KOM

TAIAJIADOUII-AJIUYM., 2.5 mr, TabJIETKU, HOKPHITHIE ILIEHOYHOM 000JI0YKON

Kpyribie 1BOSKOBBINYKIIbIE TAOIETKH, TOKPBITHIE IIEHOYHON 000JI0UKOM KENTOTrO 1IBETA.

TAIAJIADOHII-AJIMYM, 5 mr, TaOJIETKH, MOKPBITHIE INIEHOYHON 000JI0YKOH

prrJ'IBIe ABOSIKOBBIITYKJIBIC Ta6HeTKI/I, IMOKPBITLIC IJICHOYHOM 000JI0YKOM YKEITOTO OBCTA.

TAIJAJTADOUII-AJIMYM, 10 mMr, TaOJeTKH, HOKPLITHIE ILIEHOYHOM 000JI0YKON

Kpyribie ABOSKOBBIMYKIbIE TaONETKH, MOKPHIThIE IMJICHOYHOW OOOJIOUKOM KEJNTOTo IIBETa, C
PHUCKOM.

TAIJAJTADOUII-AJINYM, 20 mMr, TaOJETKH, HOKPHITHIE ILIECHOYHOM 000JI0YKON

JIBOSIKOBBINTYKJIbIE TAOJIETKH MPOJOJITOBATON (DOPMBI CO CKPYTIEHHBIMU KOHIIAMH, TOKPBITHIC
TJICHOYHON 000JIOYKOM JKEJITOTO I[BETA, C PUCKOM.

Jlunus paznoma (pucka) He IpeAHa3HAYEHA I pa3iaMbIBaHUS Ta0JICTKH.
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Ha MOMEPCUHOM pa3pe3C AApO Ta0JIETOK BCEX AO03UPOBOK-OCTHOT O Tt TOY T OCHOTO OBCTA:

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHHIO

Jledyenue 3peKTUILHOM TUCHYHKIIUH Y B3POCIBIX MY>KUHH.

CuMnToMaTHYECKOE JICUCHHE TOOPOKAYECTBEHHOM TUTIEPIIA3UH MTPEACTATEIBHOMN Kele3bl — JIs
JIO3UPOBKH Ipenapara 5 Mr.

OpekTuibHast UCPYHKIMS y MAUEHTOB C CUMITOMAaMU CO CTOPOHBI HMKHUX MOYEBBIBOISIINX
nyTei Ha ¢oHE NOOPOKAYECTBEHHOM T'MIEpIUIa3suy MPeICTaTeNbHOM Kene3bl — sl JO3UPOBKU
npemnapara S5 Mr.

Oobazamenvubim ycnosuem IQpghekmusnocmu maoanaguna A61a1emcs CeKCyatbHas CIMUMYIAYUA.
4.2. PesxuMm 103MPOBaHMS U CTIOCO0 MPUMEHEHUsI

Pexxum 103upoBaHus

Ipumenenue npenapama TA/[AJIADUII-AJIHYM no noxkazanuio spekmunvras oucghynxyus (31)
Jns manMeHTOB C YacTOM CEeKCyalbHOM AakTUBHOCTBIO (2 pa3a B HeAeno U 0osee):
PEKOMEH/I0BaHHAs 4acToTa MpUueMa — €XEIHEBHO, | pa3 B CyTKHM B J03€ 5 MI, B OJIHO U TO XK€
BpeMsi, BHE 3aBHCUMOCTH OT BpEMEHH IpueMa nuiu. J{o3a MoxeT ObITh CHUXeHa 710 2,5 mr 1 pa3
B CYTKM B 3aBUCUMOCTM OT WHIUBUAYaJbHOW UyBCTBUTENIBbHOCTH. llenmecooOpa3HOCTh
€XKeJIHEBHOT'O PUMEHEHUS Iperapara JoJKHA IEPUOJUUYECKH TepecMaTpUBaThCS.

Jns manmMeHTOB ¢ HEYACTOW CEeKCyaJdbHOM aKTUBHOCTBIO (peke 2-X pa3 B HEACIH0):
pexkomennyemas no3a npenapara TAIAJTAOUII-AJIMYM cocraBisger 20 Mr, KOTOpbIe
IPUHUMAIOTCS NEpE] INPEAINONAraéMold CEKCYaJlbHOM aKTHBHOCTBIO HE3aBHUCHUMO OT IpueMa
nun. [Ipenapat cneayer npuHUMaTh Kak MUHUMYM 3a 30 MUHYT J10 CEKCyalbHOW aKTUBHOCTH.
MakcumanbHas yacToTa nmprema — 1 pa3 B CyTKH.

Tamanadun B 1o3e 20 Mr mpeaHa3HaueH i MPUMEHEHHS TIepe]] MpeanoiaraeMoi ceKcyanbHON
AKTUBHOCTBIO M HE PEKOMEHIyETCs JUIsl IOCTOSHHOTO €5KE€JHEBHOTO IIPUEMA.

Ilpumenenue npenapama TAJAJIADUII-AJIUYM  ons  cumnmomamuueckou  mepanuu
dobpoxkauecmeeHHOU 2unepniasuu npeocmamenvrol okcenezvl (AI'TDK) unu spexmunvrou
oucghynxyuu y nayuenmos ¢ cumnmomamu JI'TDK

PexomeHnyemas 103a cOCTaBiII€T 5 MI' B CyTKH, KOTOPbIE IPUHUMAIOTCS IPUMEPHO B OJJHO U TO
K€ BpeMsl KaX]Iblil IeHb HE3aBUCHUMO OT IpuemMa Mmuui. [t B3pociablX My»XYKH, TPOXOISIINX
JieYeHne Kak OOpOKaueCTBEHHOM T'MIIepIUIa3uH MPEACTaTeNbHOM Kene3bl, TaK U 3PEeKTUILHOU
TUCYHKIMHN, peKOMEHyeMas 71032 TaKKe COCTaBJIsIeT 5 MI' B CYTKH, KOTOpble MPUHUMAIOTCS

IMPUMEPHO B OJHO U TO K€ BpEMA KaXObIN IeHb.
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Oco0ble rpyInbl NALKUEHTOB

Tlayuenmul nodicunoeo 6ospacma

VY manueHToB MOXKUIJIOro Bo3pacTa moa0op 1036l He TpeOyeTcs.

Tayuenmsi ¢ Hapywenuem QyHKyuy novex

VYV NanMeHToB ¢ ITOYEYHOM HEJNOCTATOYHOCTBHIO JIETKOW U CPEIHEH CTENECHH TSKECTU KOPPEKLMs
J103BI TIpenapata He Tpedyercs. Y MalueHTOB ¢ MOYeYHON HeI0CTaTOYHOCTHIO TSDKENIOM CTereHH
MaKCHMaJdbHOW pPEKOMEHIYyeMOH [J1030i1 TMpu MNpuUMEHEHHWH 10 TpeboBaHuio (Tepen
MIPEANOJaracMoi CeKCyallbHOW aKTHBHOCTBIO) sIBIIsieTCs 103a 10 Mmr.

ExenneBHbI mpuem Taganaduina B jgo3ax 2,5 WM 5 Mr Kak Ui JICYCHUS SPEKTHILHON
TUCYHKIUM, TaK U 10OpPOKaYeCTBEHHON THIEPIUIa3uH MPEACTAaTeIbHON KeNe3bl MalueHTaM ¢
MOYEYHON HEAOCTATOYHOCTBIO TSKEJION CTENIEHU HE PEKOMEHAYETCA.

Tlayuenmsi ¢ HapyweHnuem yuKyuy nevexu

[Tpu nedyenuu spekTUiIbHON auchyHKImu ¢ npuMmeHerneM npenapara TAJLAJTAOUNII-AJINYM
o TpeOOBaHMIO peKOMeHAyeMas Jo03a cocraBisieT 10 Mr, KOTOpble NPUHUMAIOTCS Iepen
MPEANOJaraéMo CEeKCyallbHOW aKTHUBHOCTBIO, HE3aBUCHMO OT Mmpuema numu. VmMerorcs
OTrpaHHYEHHBbIC KIMHUYECKHE HaHHble 0 Oe3omacHoctu mpemnapata TAHAJIAOUII-AJINYM y
MAlMEeHTOB C MEYCHOYHON HEAOCTAaTOYHOCThIO Tskenon creneHu (kimacc C mo mkane Yaiina-
[Tpt0); mosTOMY MNpH HA3HAYEHUM JAHHOIO IIpernapara BpayoM JOJDKHA ObITh IPOBEACHA
TLIATENbHAs MHAMBUIyallbHasl OLIEHKAa COOTHOLLIEHUS MOJIb3bl U PUCKA €ro NpuMeHeHus. J(aHHble
0 MPUMEHEHNH MallMeHTaMHU C IeYeHOYHON HEeJI0CTaTOYHOCThIO TaAanaduia B 1o3ax 6oixee 10 mr
OTCYTCTBYIOT.

ExxenneBHbI mpueM Tajanapuia Kak Ui JIEYEHHUS DSPEKTWIbHOM JTUCOYHKIUHU, TaK U
N00pOKaueCTBEHHOW THUIEPIIa3uu MpPEeICTaTeNIbHOM JKele3bl Yy MAlUEeHTOB C IEeYEHOYHOMU
HEJ0CTaTOYHOCTBIO HE OLICHMBAJICS; MO3TOMY IIPM HAa3HAYEHWM JIaHHOIO IIpenapara BpauoM
JIOJDKHA OBITH NMPOBEJICHA TIATeIbHAs MHIMBUAyalIbHAs OIIEHKA COOTHOILEHHS MOJb3bl M PUCKA
€ro MPUMEHEHHS.

Iayuenmul ¢ caxapnvim ouabemom

VY manueHToB ¢ caxapHbIM 1uabeToM noa00p 403kl Ipenapara He TpeOyeTcs.

Cnooco0 rmpuMeHeHus

BnyTpb.
4.3. IlpoTuBONOKA3aHUS

* ['unepuyyBCTBUTENBHOCTh K Tajanaduiy W/WIH K JIIOOOMY U3 BCIIOMOTATENIbHBIX BELIECTB B
CoCTaBe Ipernapara.

« [Ipuem Tananaduaa mpOTHBOIIOKA3aH MAIIMEHTAM, PETYJISIPHO MM TIEPUOTTICCKH TPHHUMAIOIIAM

m00bIe JIEKapCTBEHHBIE MpernapaThl, COJASp)Kallhue OpPraHWYeCKHe HHUTPAThl. B KIMHUYECKHX
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UCCIIEIOBaHUSX OBLIO MOKa3aHo, YTO TaJalladui-yeriBacT THITOTCH3NBHOC ACHCTBIIC HUTPATOB:
Cunraercs, 4TO 3TO CBA3aHO C KOMOMHMPOBAHHBIM BO3ACWCTBHEM HHUTPATOB M Tajganaduia Ha
MeTabOoJINYECKHI My Th oKkcua azora/ul MO.

Bo3spact g0 18 ner.

Hanuuue npoTuBomoka3zaHuil K CEKCyaJdbHOM aKTUBHOCTH Y IMAlMEHTOB C 3a00JIEBAHUSIMU
CEepPAEYHO-COCYIUCTON CUCTEMBL. Bpauu OJKHBI YUUTHIBATH BO3MOXKHBIM KapAHOJOTMYECKHI
PHCK CEKCyaJbHOM AaKTUBHOCTH Yy MAalMEHTOB C CEPAECYHO-COCYIUCTHIMHM 3a00JEBAHUSAMHU B
aHaMmHe3e. Ciieiyroliye rpynisl HalueHTOB ¢ 3a00JIeBaHUSIMU CEPIEYHO-COCYIUCTOM CUCTEMBI HE
ObUIM BKIIOYEHBl B KIMHUYECKHE MCCIIEJOBAHUS, B CBS3M C 4YeM IpHEeM Tajanaduia um
IPOTHBOIOKA3aH: MAIMEHTHI ¢ UH()APKTOM MHOKap/a B TeueHue nocieauux 90 aHel, mauneHTsl
C HeCTaOWJIBHOW CTEHOKapAueW WM BO3HUKHOBEHHMEM IIPUCTYINA CTEHOKAPAMU BO BpeMs
II0JIOBOT'O aKTa, MAIMEHThl ¢ XPOHUYECKOW CEpAEYHON HEN0CTaTOYHOCTHIO I Kacca U BblIIe 1O
knaccupukanun NYHA B TedeHue mocieqHux 6 MecsIeB, MAMEHTH ¢ HEKOHTPOJIHPYEMBIMU
apuTMHSIMH, apTepuaibHoi rumnotrensueit (AJ] menee 90/50 MM pT. CT.), HEKOHTPOIHPYEMOMH
apTepUaJIbHON TMIIEPTEH3UEN, TALIUEHTHI C HUHCYJIBTOM B TEYEHHE NTOCIETHUX 6 MECALIEB.

VY nmauMeHToB € 3MM30aMHU Pa3BUTHs HEAPTEPUUTHOM NEpelHEd HMIIEMUYECKONH HeWpomaTuu
3pUTENBHOIO HEPBA C MOTEPEN 3peHus Ha OMH IJ1a3, HE3aBUCHMO OT TOTO, OBbLIM JIU 3TH 3MHU30/1bl
CBs3aHbl C MPEbIIYIIUM NpuMeHeHueM uHruouropa ®JI3-5. OgHoBpeMeHHOE NPUMEHEHUE ¢
JTIOKCA303MHOM, € JpyruMu uHruouropamu ®J13-5 u ipyruMu BapuanTaMu Tepanuu 3peKTUIbHOM
TUCHYHKITUH.

OnHOBpEMEHHOE MPUMEHEHHE CO CTHUMYJIATOPAMHU TIyaHWIATUUKIA3bl, TAKUMHM KakK PHOLUIYaT,
MPOTHUBOIIOKA3aHO, TOCKOJIbKY OHO MOXKET MMPUBECTH K CHMITOMATU4YECKON THIIOTEH3UH.
IIppuMeHeHne y NManMeHTOB C XPOHMYECKOW ITOYEYHOM HEIOCTATOYHOCTBIO TSKEJIOW CTENEHU
(kyupeHc kpeaTuHUHA MeHee 30 Mi1/MUH).

HenepenocumocTh ~ 7akTo3bl,  JA€DUIUT  JaKTa3bl, CHHIPOM  TJIIOKO30-TaJaKTO3HOM
MaJbadCcopOoIuu.

4.4. OcoOble ykazaHusl M1 Mepbl PeI0CTOPOKHOCTH NIPH IPUMEHEHUH

C 0CTOPO’KHOCTBIO

VY manueHToB ¢ MEYSHOYHOW HEI0CTAaTOYHOCTBIO Tskenon crenenu (kimacc C mo mkae Yaidm-
[1p10) B CBSI3M C HETOCTATOYHOCTHIO TAHHBIX.

VY mamueHToB ¢ MpeapactoioKeHHOCTIO K MpUanu3My (MPU CEPIIOBUIHO-KIETOYHON aHEMUH,
MHO>KECTBEHHOW MUEIOME HITH JIEHKEMHUH ) U ¢ aHATOMUYECKOi Aedopmarireil moIoBoro 4ieHa

(yrioBoe HCKpHUBIIEHUE, KaBEPHO3HBIH (hrnbpo3 uimu 6ome3Hs [leliponn).
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N P2AA

° HpI/I OOHOBPECMCHHOM IPUCME C I/IHFI/I6I/I Pamt nou(i"}bylwunla EXYP3IA4 (yulunabny,
CaKBUHABUP, KCTOKOHA30JI, UTPAKOHA30JI, KIIAPUTPOMHUILIUH, SPUTPOMHUILINH, I‘pef/’IH(bpYTOBBH;'I COK),

TUIIOTEH3UBHBIMU CPEACTBAMH, MHTHOUTOpaMu S-aibda-peayKTasbl.

VY nanyeHToB, MPUHUMAFOIINX aTb(a-aIpeHO0IOKaTOPBI, TOCKOJIBKY OJJHOBPEMEHHOE PUMEHECHHE B
HeKOTOprX cnyqaslx MOXKET HpI/IBeCTI/I K CI/IMHTOMaTI/I‘IeCI(Oﬁ apTepHaJIBHOfI THUIIOTCH3UU.
Oco0ble yKa3zauus

Ilepeo nauanom mepanuu npenapamom TAJAJIADUII-AJTTYM

[lpexne 4YeM NpUHATH pemieHHe O (hapMakoTepanuu, HEOOXOIUMO COOpaTh MEIMIIMHCKUIN
aHaMHE3 U MPOBECTH MEIUIIUHCKUNA OCMOTP AJI TUATHOCTHUKU IPEKTHIILHON AUCOYHKIIMHA HITU
JT00pPOKAUECTBEHHOM TUTIEPILIA3HH TIPECTATEILHON JKeJIe3bl U OMPEICIICHUS] BO3MOKHBIX MIPUYNH
UX Pa3BUTHSL.

[lepen Hawasom JOOOTO JICUEHHS JPEKTHIIBHOW IUCPYHKIMU Bpaydl JOJDKHBI YYUTHIBATH
COCTOSIHUE CEpACYHO-COCYUCTONH CHCTEMBI CBOMX MAI[MEHTOB, IIOCKOJBbKY CYIIECTBYET
OTIpeNieNIeHHasl CTEeTeHb KapAHOJIOTUYECKOTO PHCKA, CBSI3aHHOTO C CEKCyallbHOW aKTHBHOCTHIO.
Tananadun ob6namaeT cocyIOpacIUPSIONUME CBOMCTBAMH, YTO MPUBOAMUT K HE3HAYUTEIHBHOMY
NPEXOSIIEMY CHHXKCHUIO apTepUAIbHOTO JIABJICHUST W, TakuM o0pa3oM, yCHJIMBAeT
TUTIOTEH3UBHOE JICHCTBUE HUTPATOB.

[lepen wawamom seueHus tamanapmiom AI'TDK cinemyer oOciemoBarh NAIMEHTOB, YTOOBI
UCKJTFOUUTh HAJIMYKE PaKa MPeACTaTeIbHOM JKeJIe3bl, M IPOBECTH TIIATEIBHYIO OIICHKY COCTOSIHUS
CepAEYHO-COCYTUCTON CUCTEMBI.

JlmarHocTHKa SPEKTHILHOW TUC()YHKINA JTOJDKHA BKIFOYATh B C€0s BBISBIICHUE MTOTCHIIMATHLHON
OCHOBHOU TPHYUHBI, COOTBETCTBYIOIICE MEIUIIMHCKOE OOCICIOBAaHUE U ONMPEICICHHE TAKTHKU
JICYCHHUS.

OddexTuBHOCTH Mpenapara y NalleHToB, MePEeHEeCIINX XUPYPruuecKyto onepalfo Ha OpraHax
MAaJIOro Ta3a Wi PaJuKaIbHYI0 MPOCTATIKTOMUIO O€3 COXpaHEeHHsI COCYIMCTO-HEPBHBIX MyUYKOB,
HEM3BECTHA.

Cepoeyno-cocyoucmas cucmema

[To maHHBIM TOCTPETUCTPALIMOHHOTO HAOMIOJNCHHS W/WIM KIMHUYECKUX HCCIEAOBaHUN, ObLIN
3aperuCcTPUPOBAHBI CEPHE3HBIE OCTIOKHEHUSI CO CTOPOHBI CEPACUHO-COCYTUCTON CUCTEMBI, B TOM
guciie WH(ApKT MHUOKapja, BHE3alHas CcepjaedyHas CMepTh, HecTaOWibHAs CTCHOKApIWS,
KEITY0IKOBAs ApUTMUS, HHCYJIBT, TPAH3UTOPHBIC UIIEMUYSCKUE aTaKH, 00JIb B TPYIHOM KIIETKE,
cepanedrenne U Taxukapavsa. BoJbIIMHCTBO MAIMEHTOB, Y KOTOPBIX OBUIH 3apEeTrUCTPUPOBAHBI
JaHHBIE TPOSIBJIICHUS, UMETIM B aHAMHE3€ CEpJIEYHO-COCYANCThIe (haKTOphl pucka. TeM He MeHee

HCBO3MOXHO OKOHYATCJIbHO ONpPEACINTh, CBA3aHBI JIM OTHU SBJICHHUA HCIIOCPCACTBEHHO C
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(bakTopamMu prcka, IPUEMOM Iperapara, CeKCyansHOW - aKTHBHOCTHIO THTIT KOMOMHATICH TCX T
UHBIX (PaKTOPOB.

VY NanueHToB, IMOJYYaroIIUX COIMYTCTBYIOUIYIO AHTUIMIIEPTEH3MBHYIO TEpaIluio, Tajanadui
MOJKET BBI3bIBAaTh CHM)KCHHME apTepUalbHOrO NaBicHMs. llepen HadaaoM e€XKeQHEBHOrO Ipuema
Tajanaduiaa cienyer paccCMOTPETh BOMPOC O BO3MOXKHOW KOPPEKIMM J03bl THIOTCH3MBHBIX
CPEICTB.

Y nanueHTroB, KOTOpbIE NPUHUMAIOT alb(dai-agpeHO0IOKaTOPbl, OJHOBPEMEHHBIM IpHeM
Ipernapara B HEKOTOPBIX CIIy4asX MOXET IPHBECTH K CHMIITOMAaTHYECKOM T'MIIOTEH3HH.
[Tpunumats Tananaduia B COUETAHUN C JOKCA303MHOM HE PEKOMEHTYEeTCsl.

3penue

[Ipu npueme mpenapara v Apyrux HUHruouropos PJID-5 Habmroganuch ciaydad HapyLICHHs
3peHUs U pa3BUTUs HEAPTEPUUTHOU NEpEAHEH MIIEMUYECKONW HEWPOIIaTUU 3PUTENIBHOIO HEpBa
(HIIMH3H). Ananu3 gaHHbIX HaOMIOJEHUM CBUAETEILCTBYET O MOBBIIIEHHOM PUCKE Pa3BUTHS
octpoit HIIMH3H y My>x4uH ¢ 3peKTHIBHON TUChYHKINEH 1mociie Bo3IeicTBr Tananaduia nim
npyrux uHruouropo ®J13-5. IlockoiabKy 3TO KacaeTcs BCEX NAIMEHTOB, IOIYYaroLIUX
Tajanadui, UM cieayeT coodlaTh, YTO B CIy4ae BHE3AIHOTO HapyIIEHHs 3pEHUs OHU JIOJKHBI
IPEKPATUTh IIPUEM IIperapaTa U HEMEAJIEHHO 00paTUTHCS K Bpauy.

CHuoicenue unu ene3anHas nomeps ciyxa

Coob1manocs 0 ciayyasx BHE3AIHOW IMOTEpH CllyXa IHocjie NpuMeHeHus Tananaduna. XoTs B
HEKOTOPBIX CIydasx MPHUCYTCTBOBAIM Jpyrue (GpakTopbl pucka (Takue Kak BO3pacT, caxapHbIH
nuaber, aprepuainbHas TUIEPTEH3US M CciOydyad T[OTEpU Cilayxa B aHaMHe3e), CcleayeT
PEKOMEH/I0BaTh MPEKPATUTh MpHEM Tajanaduiia U ONepaTUBHO OOPaTUTHCS 32 MEAUIIMHCKON
IIOMOIIBIO B CIIy4ae BHE3AITHOTO CHUXKEHUS WM ITOTEPH CIIyXa.

Tloueunas u neuenounas HeOOCMAMOUYHOCMb

N3-3a noseimeHHbIX 3HaueHU AUC, OrpaHMYEHHOro KIMHUYECKOTO OINBITa U OTCYTCTBHS
CIIOCOOHOCTH BJMATh Ha KJIMPEHC MyTEM JUalii3a MpUEM Ipernapara B €KETHEBHOM PpEXKUME
MAlEHTaM C [TOYEYHON HEAOCTATOYHOCTBIO TSKEJION CTENIEHN HE PEKOMEHYETCS.

HmeroTcs orpaHuueHHblEe KIMHUYECKHE JlaHHbIE O O€30MacHOCTH OJHOKPAaTHOIO IpHeMa
npernapara naleHTaMH ¢ IeYeHOUYHOM HeI0CTaTOYHOCTBIO TsKeoil cTenenu (kinace C o mkane
Yaiina-I1e10). ExxeqneBnblil npuem Taganaduia Kak Juist JeUeHUs SpeKTUIbHON TUChYHKIINH, TaK
U JTOOPOKAYEeCTBEHHOW THIEPIIA3UM TPEACTATEILHON >KeJe3bl y TMAalMeHTOB C IEYECHOYHOH
HE/I0CTaTOYHOCTHIO He olleHuBaJIcs. [103TOMy Npu Ha3HaYeHUH MpernapaTa BpauoM J0JKHA ObITh
[IPOBE/ICHA TUIATENIbHAsA WHAMBHUAYajdbHas OLICHKA COOTHOILUECHMS IIOJB3BI M PHUCKA €r0
IIPUMEHEHUS.

Hpuanumxz u anamomudecka degbopjvzauuﬂ noJjloeoco 4jieHda
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COOTBETCTBYET ZKCNEPTHOMY OTY ETr

[TareHTH! OIKHBI OBITH TPOMH(GOPMHUPOBAHBI 'O-HEOOXOAMMOCTI HEMCTICHHOTO- 00 patCHIST 32
MEIUIIUHCKON TTOMOIIBIO B CITydae BOSHUKHOBEHHS SPEKINHU, POoIoJDKatoleiics 4 yaca u bosnee.
HecBoeBpemeHHOe JiedeHHE MpUanu3Ma BeIeT K MOBPEXKJACHUIO TKaHEW IMOJOBOro 4YieHa, B
pe3yJibTaTe Yero MOKeT HAaCTYMUTh HeoOpaTuMas MMIOTEHIIHSI.

[Ipenapat cieayeT NPUMEHATh C OCTOPOKHOCTBIO Y MAIIMEHTOB C aHATOMUYECKOH Jieopmanneit
MOJIOBOTO 4ieHa (yTJOoBO€ MCKPUBJICHHE, KaBEPHO3HBIN (uOpo3 wim Oones3np [leliponn) wim y
MNAIMEHTOB C MPEAPACIOIOKEHHOCThIO K IpUanu3My (IIPH CEPHOBHUIHO-KIETOYHON aHEMHH,
MHOKECTBEHHON MUEIOME WUJTH JICHKEMHUH ).

Ipumenenue uneuoumopos CYP3A4

CrnenyeTr nposBIATH OCTOPOKHOCTh IPU HAa3HAYEHUM Ipenapara MauueHTaM, HUCIOJIb3YIOIUM
unruoutopsl CYP3A4 (putoHaBup, CAKBUHABUP, KETOKOHA30J, UTPAKOHA30 M 3PUTPOMUIIMH),
MOCKOJIbKY TIPM COBMECTHOM TPUMEHEHHH JaHHBIX IPEnapaToB HaONIOAaIoCh MOBBILICHHUE
sHauenuit AUC Taganaduia.

Ipenapam TAJ/[AJIADUII-AJIUYM u Opyaue npenapamol 0151 iederusi 3peKmuibHOU OUCPHYHKYUU
bezonacHocts u 3 dextrBHOCT, KOMOUHanuK npenapata TAJJAJTAOWIT-AJIMYM u npyrux
uHruOuTopoB MJID-5 unu Apyrux CpeicTB JICYCHUS IPEKTUIBLHOU TUCHYHKIIMN HE U3YYaIUCh.
[TaruenToB cnemyer uHDOpMHpoBaTh, uyTo mpuem mnpemnapata TAJAJIAOWI-AJIMYM B
COUYETaHUH C ITUMHU IIpenapaTaMu HeKelaTeseH.

4.5. B3aumMmopeiicTBHe ¢ [IpPYrMMH JIEKAPCTBEHHBIMH IpenapaTamMM M JApyrue BHAbI
B3aMMO/EHCTBUA

HccnenoBanusi J1eKapCTBEHHOTO B3aMMOJECHCTBHS NpoBOAWIM ¢ TaganapmwioM 10 mr u/mmm
20 MT B COOTBETCTBHH C yKa3aHUSAMH HIDKe. UTO KacaeTcs TeX UCCIeIOBAaHHI B3aUMOICHCTBHS, B
KOTOpBIX MPUMEHsUIach TOJIbKO Jj03a Tajganadwia 10 Mr, Hemb3s MOJHOCTHIO HMCKIIOYHUTH
KIIMHUYECKH 3HAUMMBbIe B3aUMOJICHCTBUS IIPU MIPUMEHEHUU 00Jiee BBICOKUX J103.

Biausuue Ipyrux npenapaTtoB Ha Taz[anad)pm

Hneubumopor yumoxpoma P450

Tananagun B ocHoBHOM MeTabonuzupyercs nuzopepmentom CYP3A4. CenekTUBHBIN UHTHOUTOP
nzopepmenta CYP3A4 kerokonazon B no3e 200 mr B cytku ysenuuuBaer AUC taganaduia
(10 mr) B 2 pa3a, u Cmax Tamanaduna va 15 % ortHocutensHo 3HadeHuid AUC, u Cmax mpu
NPUMEHEHUHU Tajanaduia B MOHOTepanuu. A KeTokoHa3ou B Jjo3e 400 MI B CyTKH YBEITHYHMBAET
AUC Taganadwna (20 mr) B 4 paza u Cmax Tamanaduna Ha 22 %.

WNuruburop nporea3 puronasup (200 mr 2 pasa B CyTKH), KOTOPBIH MOJaBII€T aKTUBHOCTh
uzopepmentoB CYP3A4, CYP2C9, CYP2C19 u CYP2D6, yenmuuuBan AUC Ttaganaduia
(20 mr) B 2 paza 0e3 uzMeHEHHU Cmax. XOTA crenu(puuecKkue B3aUMOJEHCTBHS C JIPYyTUMHU

MHTHOMTOpaMu IpoTea3, TAKUMHU KaK CaKBUHABHp, U ApyruMu unrudutopamu CYP3A4, Takumu
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KaK 3pUTPOMUIINH, KIAPUTPOMHUIINH, UTPAKOHAZOI T TPCHIPPyTOBEITCOK; HC N3 YIaNNCh, X
ClleflyeT Ha3HauyaTh COBMECTHO C TagaladuiioM C OCTOPOXKHOCTBIO, NOCKOJIBKY OHH MOTYT
CIocoOCTBOBATH MOBBIINICHUIO KOHIEHTpauu Tadanaduia B mia3me KpoBu. CienoBaTelbHO,
4acTOTa HEXKENATeIbHBIX PEAKIMi MOXKET MOBBILIATHCS.

Ilepenocuuru

Posb mepeHocunkoB (Hampumep, p-TIUKONPOTEHHA) B pacHpeAeNeHNH Tajanaduia Hen3BeCTHa.
CymectByeT  BO3MOXKHOCTh  JIEKAPCTBEHHOTO B3aMMOJICICTBYS, OTOCPEIOBAaHHOTO
MHTHOMPOBAHUEM MEPEHOCUHKOB.

Hnoyxkmopwr yumoxpoma P450

CenextuBHblii uHAykTop u3odepmenta CYP3A4, pudamnunus, cHmwxkaer Benmmuuny AUC
taganaduia Ha 88 % B cpaBHeHuu co 3HaueHUsIMU AUC npu MmoHoTtepanuu taganaduaom (10 mr).
Bo3smoxHOo, mnpu 3TOoM CcHIKaercss dA(QexTUBHOCTh Tajnanaduiia; CTENEeHb CHIKEHUS
3 PEKTUBHOCTH HEM3BECTHA. MOXKHO MpENoiararh, 4YT0 OJHOBPEMEHHOE PUMEHEHUE IPYTHX
uHaykTopoB m3opepmenta CYP3A4 (Takux xak (enoGapOuTan, GpeHUTONH WM KapOamMa3eriH)
TaK)Ke MOXKET CHIDKATh KOHIICHTPAIUIO Tajanaduiia B Iia3Me KPOBH.

Biausuue Taz[anadmna Ha APpYTHUEC JCKAPCTBCHHLBIC IIPCIIaAPAThI

Humpamui

B xnmHMYecKkux HcclieqoBaHUAX OBLIO IMOKa3aHo, yTo Tajgamadua (5, 10 u 20 mr) ycunuaer
TUIIOTEH3UBHOE JieiicTBHEe HUTpaToB. [loaToMy npumeHeHue npenapara Ha ¢poHe nmpuema Jr00on
(GopMBl OpraHMYECKUX HUTPATOB MPOTUBONOKa3zaHO. KiMHHUYeckHe McclaeloBaHus, B KOTOPBIX
MAIMEHTHI Ha MPOTSHKEHUH 7 THEH eXKeTHEBHO B pa3HOE BpeMs Mmorydanu tagaitadui B no3e 20 mr
U CyOJIMHIBaJIbHBIN HUTpOruuepyH B 103e 0,4 Mr, mokas3aiu, 4To B3auMOJeicTBre AnuTcs Ooliee
24 yacoB M HE OMNpeeNsIeTCs] IO UCTeUeHUH 48 YacoB TMOCIE MOCISAHEeTro mpuemMa Tajaanaduia.
Taxkum 00pazom, y MAIMEHTOB, MOJYyYAIOUIUX Mpernapar B 000 nu3 103 (ot 2,5 mr 1o 20 mr), B
cllydyae BOSHUKHOBEHHS] MEAMIIMHCKOM HEOOXOAMMOCTH MPUMEHEHUS HUTPATOB B yrpokarolei
YKU3HU CUTYAIH JOJDKHO MPOUTH KaK MUHUMYM 48 4acoB 1ocJje MOCIeAHEro mprueMa npernapara,
YTOOBl MMETh BO3MOXKHOCTH BBeCTH HMTpaT. IIpu Takux oOCTOSITENHCTBAX HUTPATHI CIIETYET
BBOJIUThH NOJ TIIATEIBHBIM MEIUIUHCKUM HAONIOJICHUEM C COOTBETCTBYIOIIUM MOHUTOPHHIOM
reMOIMHAMUKH.

T'unomen3susHule npenapamsi (6K110YAsL O10KAMOPLL MEONEHHbIX KANbYUEBbIX KAHALO08)

[Tpuem nokcazosnHa (4 1 8 MT B CyTKH) B cOYeTaHUH ¢ Taganaduiaom (cyrouHas go3a S mr u 20 mr
B BUJEC OJHOKPATHOW J03bI) 3HAYMTEIHHO YCHJIMBACT AHTUTUINEPTEH3UBHBIA A(PPEKT TaHHOTO
anba 1-agpenobmokaropa. IToT 3pdexr mmTcs He MeHee 12 yacoB M MOXKET HPOSIBIATHCS
CUMITOMAaTUYECKH, BKJIIOUass 00MOpoUHbIe cocTostHUS. [IoaTOMY Takast KOMOMHAIMS TpenapaToB

HE PCKOMCHAOYCETCH.
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B wuccnenoBaHMsX JE€KapCTBEHHOTO B3aMMOACHCTBIIST—C—aib(y303MHOM TN ~TaMCYTO3HOM;
NPOBEICHHBIX C YYacTUEM OrPAaHUYEHHOTO KOJMYECTBA 3/0POBBIX JOOPOBOJIBLIEB, TaKUX
s dexToB 3apeructpupoBano He Obutio. Tem He MeHee cielyeT MPOSIBISITh OCTOPOKHOCTh MPHU
MpUMEHEHUHU Tajanaduiaa y manueHToB (0COOCHHO TMOXKUIIOTO BO3pAcTa), MOJyYaroIuX aibda-
azpeHobmokaropel. JleueHne JOKHO HAYMHATHCS C MHUHUMAIBHOW JO3bI M TOCTENECHHO
KOPPEKTHPOBATHCSI.

B xinHnyeckux (papMakoIOrHuecKux HCCIEAOBAHUAX ObUI M3yueH MOTeHIuan Tajanaduia B
OTHOIICHUH YCHUJICHUS AHTUTUIEPTEH3UBHBIX A(P(EKTOB TMIIOTEH3UBHBIX JIEKAPCTBEHHBIX
npenapatoB. BbuUIM M3ydeHBl OCHOBHBIE KIACChl THUIOTEH3WBHBIX JIEKAPCTBEHHBIX CPECTB,
BKIItOYasi OJIOKATOpPBl MEJICHHBIX KAJIBIMEBBIX KAaHAIOB (AMJIOJWNHH), HWHTHOUTOPHI
aHTMOTEH3WHIIPEeBpaniamIiero ¢gepMeHnta (dHamanpui), OJokaTopsl OeTa-aJpeHePrHuYecKUX
perenTopoB  (METOMPOIION), THA3UAHBbIE JUypeTHKH (OeHapodiayasua) W aHTAarOHUCTHI
penentopoB anrnoTeH3nHa 1 (pa3muyHbIe THITBI ¥ 103bI, OTJICIBHO WU B COUYETAHUH C THA3HIAMH,
OJIoKaTopaMU MEJICHHBIX KaJbI[MEBBIX KaHAIOB, OeTa-aapeHOOJIoKaTOpamMHu W/WiM anbda-
aapenoOnokaropamu). Tamamadun (10 mr, 3a UCKIIOYEHHEM HUCCIEIOBAHUNA C aHTarOHUCTAMU
perenTopoB anruotTeHsuHa Il u aMmiaounuHOM, B KOTOPBIX TPUMEHSIACh 032 20 MT') He POSIBIISLI
KJIMHUYECKH 3HAYMMOTO B3aMMOACWCTBUS HU C OJHUM U3 BBIIICIEPEUYNCICHHBIX KJIAcCOB
JICKapCTBEHHBIX TIpenapaToB. B 1pyrom KIMHHYECKOM (DapMaKOIOTHYECKOM HCCIIeIOBAaHUN
u3ydanu npuMeHenue taganaduia (20 Mr) B couetanuu ¢ 4 KjaccaMy TMIIOTEH3UBHBIX CPEJCTB.
VY y4acTHUKOB, MOTYYaIOUINX HECKOJIBKO TUITOTEH3UBHBIX MpPENapaToB, KoiaeOaHUsI U3MEPEHHOTO
B aMOyJaTOPHBIX YCJIOBHUSIX apTEpUANbLHOTO MIaBIICHHsS, TO-BUAMMOMY, OBLIH CBSI3aHBI CO
CTETIEHBIO KOHTPOJISI apTEPUATBHOTO JaBJICHUS. Y YIaCTHUKOB MCCIIEIOBAHUS, b€ apTEPUATBHOE
JIABJIEHUE XOPOIIO KOHTPOJIIMPOBAIOCH, CHIDKEHHE OBUIO MHUHUMAIBHBIM M CXOXHM C
HAOII0TaeMBIM Y 3J0POBBIX TOOPOBOJIBIIEB. Y YUACTHUKOB, apTepUaIbHOE JaBIEHUE KOTOPBIX HE
KOHTPOJIMPOBAJIOCH, CHIDKEHUE OBLIO 0oJiee BBIPAKEHHBIM, XOTS Y OOJBIIMHCTBA HUCIBITYEMBIX
OHO HE CONPOBOXJAIOCh TUMOTEH3UBHBIMH CHMIITOMAMH. Y TIAlIMEHTOB, TTOTYYAIOLIIX
COMYTCTBYIOIIEE AHTUTUNIEPTEH3UBHOE JieueHue, Taganadui B go3e 20 Mr MOXKeT BBI3BIBATh
HE3HAYUTeNbHOE (32 MCKIIOYEHHEM ajb(a-O0J0KaTOPOB) CHIIKEHUE apTEepPHATbHOTO IaBJICHUS,
KOTOpOE€, CKOpee BCEro, He SBISETCS KIMHUYECKH 3HAYMMBIM. AHAIN3 JTaHHBIX KIMHHUYECKHX
uccnenoBanuii III ¢a3pl He mnokazan pazauuus B Npoduiie HeXelaTeIbHbIX SBICHHM,
3apeTUCTPUPOBAHHBIX Y TAIIMEHTOB, MOIYYaBIINX Tagagadil B MOHOTEPAIIUU M B COYETAHUH C
TUTMOTEH3UBHBIMU TpernapaTaMu. TeM He MeHee MalMeHTaM, MOJIyYalolUM THUIOTCH3UBHBIC
mpemnaparsl, CIeAyeT JaTh COOTBETCTBYIOIIME KIMHHYECKHE PEKOMEHIAIMH OTHOCHUTEIBHO
BO3MOYKHOTO CHIDKEHHSI Y HUX apTePHAIHHOTO JIaBJICHUSI.

Puoyuecyam
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B KkIuMHMYECKMX ~ HCCIENOBaHMUAX  OBLIO “—TOKa3aHO; —YTO—PHOHUTYaT —yCIIIBacT
aHTUTUIEepTeH3UBHbIE 3(PQexTsl uHruouTopoB DJD-5. JlokazaTenbCcTB OIaronpusTHOTO
KIMHU4ecKoro 3¢ ¢dekra oT NMpUMEHEHHs KOMOWHAUUMU B MPOAHATU3HPOBAHHOW MOIMYJISIIUU
MAIMEHTOB MOIy4eHo He Obu10. ComyTcTBYIOIEE MPUMEHEHHWE PHOLUIyaTa ¢ MHIMOMTOpaMu
®J12-5, Brirovast Tafganadui, mpoTUBOIIOKA3aHO.

Hueubumopwt 5-anvgha-pedyxmaszol

LleneHarnpaBieHHbIX ~ HCCIEAOBAaHUN  JIEKAPCTBEHHOT'O  B3aUMOJIEHCTBUS Tajganadpuina u
UHTHOUTOPOB S-anb(a-peayKTa3bl He IPOBOAUIIOCH, PU WX OJHOBPEMEHHOM IpHEME CIEAyeT
co0Ir0aTh OCTOPOKHOCTb.

Cyocmpamol CYPIA2 (nanpumep, meoguniun)

[Tpu mpumenenuu taganaduna B go3e 10 Mr ¢ TeopuuIMHOM (HECENEKTUBHBIM HHTHOUTOPOM
docdoaurcrepasb) B KIIMHUYECKOM (hapMaKoIOruyecKoM UCCJICTIOBAaHUH
(apMaKOKMHETUYECKOTO B3aMMOACUCTBUS 3apETUCTPUPOBAHO He Obuto. EaMHCTBEHHBIM
dapmakonmHaMIIeCKUM (P (HEKTOM SBISUIOCH He3HauuTenbHoe (3,5 yA. B MHHYTY) yBEIMYCHUE
YacTOTHI CEPJICYHBIX COKpalleHni. XOTs AaHHbIN 2P EeKT ABISETCS HE3HAYUTEIbHBIM U HE UMEIl
KIIMHUYECKOTO 3HAYEHHS B JaHHOM HCCIICJJOBAHUM, €r0 CIEAYyeT YYHUTHIBATh MPU COBMECTHOM
NPUMEHEHHUH 3TUX JICKApPCTBEHHBIX IPENapaToB.

Dmununscmpaouon u mepoymaiun

Tananadun BbI3BIBACT yBeIHUYEHUE OMOAOCTYIMHOCTH STUHWIACTPAAUOINA MPU IMpHUEMe BHYTPb.
CxoaHoe MOBBIIEHHE OMOAOCTYMHOCTH MOXKHO OXHJAaThb IpPU NpHEMe BHYTpb TepOyTaiauHa,
OJTHAKO KIIMHHYECKHE MOCIIEICTBUS HE yCTAaHOBJICHBI.

Anxozonw

Tananapun (10 mr unu 20 Mr) He OKa3bIBaJ BJIMSHMS HAa KOHLIEHTPALMIO aJKOTouis (CpemHsis
MaKkcUMaibHasi KoHUeHTpalus B kpoBu 0,08 %) npu coOBMECTHOM IpHEMe, KaK U aJKOrojib He
OKa3bplBaJl BIMSHMS Ha KOHIEHTpalUuio Tajganadmia uepe3 3 dyaca IOCIE€ COBMECTHOTO
IPUMEHEHHUS. AJIKOrojb NMPUHUMAIIN TaKUM 00pa3oM, YTOObl MaKCHMHU3HPOBATh CKOPOCTH €ro
BCachIBaHMs (YTPOM HATOIIAK C BO3JEp)KAaHHEM OT MpHEeMa MUINA B TEUYEHHE 2 YacoB MOCIE
ynotpebnenus). [Ipu Bricokux mozax ankorois (0,7 r/kr) mpuem Tajnanaduiia HE BbI3bIBAI
CTaTUCTHYECKH 3HAYUMOI'O CHUXKEHHS CpeJHEH BEIUYMHBl apTepUaNbHOTO JaBlIeHUS. Y
HEKOTOPHIX MAIMEHTOB HAONIONANINCH IOCTypAIbHOE TOJIOBOKPYKEHHE W OPTOCTATHYECKas
runiotensus. [Ipu mpueme taganaduia B couetaHnu ¢ 00yiee HU3KUMU 103aMu ankorods (0,6 1/kr)
CHIDKEHHME apTepHalIbHOTO JIaBJICHUSI HE HAOII0IaoCh, @ TOJOBOKPY)KEHHE BO3HUKAJIO C TOU Ke
YaCTOTOM, UTO MPH MIPUEME OJHOTO AJTKOTOJIS.

Tagamadwr (10 Mr) He ycuauBai BIUSHUAE aJTKOTOJIS HA KOTHUTUBHBIE (DyHKIIUH.

Jlexapcmeennvle npenapamol, Memabonuzupyemole yumoxpomom P450
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Tamanapun He OKa3blBaeT KIMHWYECKUA 3HAYMMOTO—BIITHIT —Ha —KINPCHC —TPCHapaTos;
METa0O0JIM3M KOTOPBIX MPOTEKAeT C ydacTHeM H30()epPMEHTOB CHUCTeMbl IToxpoma P450.
HccnenoBanus MOATBEPIWIM, YTO TaAanaduil He UHTHOUPYET U He MHAYLHUPYET N30(epMEHThI
CYP1A2, CYP3A4, CYP2C9, CYP2C19, CYP2D6, CYP2EL.

Cyocmpamuvr CYP2C9 (nanpumep, R-sappapun)

Tamanadun (10 u 20 mMr) He oka3pIBaeT KIMHUYECKH 3HaunMoro Biusiaus Ha AUC S-Bapdapuna
win R-BapdapuHa u He BIUsSET HA H3MEHEHHE NPOTPOMOMHOBOTO BpPEMEHH, BBI3BAHHOE
Bap(hapuHOM.

Acnupun

Tananapun (10 1 20 Mr) He cOCOOCTBOBA YBETUYEHUIO BPEMEHN KPOBOTEUEHUSI, BEI3BAHHOTO
MIPUEMOM alleTUIICATUIIUIOBON KHUCIOTHI.

T'unoznuxemuuecxkue npenapamol

HccnenoBanuii B3aMMOICHCTBHS C TUMIOTJIIMKEMUYECKUMU TIpenapaTaMy He MPOBOANUIIOCH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JIAKTALMSA

[Ipenapat He mpenHa3HAYEH 715 IPUMEHEHUS Y KEHILKH.

4.7. Bausinue HAa CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMU CpeACTBAMH M padoTath ¢
MeXaHMu3MaMH

[Ipenmapat oxa3piBa€T MHUHUMAIBHOE BIHUSHHE HA CIIOCOOHOCTH YIPABIATh TPAHCIIOPTHBIM
cpeacTBOM W paboTaTh ¢ MexaHu3MamMu. HecmoTps Ha TO, YTO YacToTa BO3HUKHOBEHUS
TOJOBOKPY)XeHUsI Ha (QoHe mianebo M Taganaguia OJUHAKOBA, B MEPUOJI IMPUMEHEHHS
HEOOXOMMO COOIIOAATh OCTOPOXKHOCTH TPH  YNPABIEHUH TPAHCIIOPTHBIMU CPEICTBAMU U
MEXaHU3MaMH, 3aHATHU JPYTUMH TIOTCHIHMAIBHO ONACHBIMH BHAAMH  JESITEIHHOCTH,
TPeOYIONMMH MOBBIIIEHHOW KOHIIEHTPAIIUH BHUMAHHSI U OBICTPOTHI ICUXOMOTOPHBIX PEAKIINH.
4.8. Hexkes1aTelbHbIEe peaKIUH

Pe3roMe HeXeTaTeIbHbIX PEeaKIUuid

Haubonee gacto peructpupyemMbIMu HeKeNAaTEIbHBIMU PEAKIMSIMH Y TAIIUEHTOB, IPUHUMAIOIINX
Tafanaduia A JEeYEHUs SPEKTHIbHOM AUCHYHKUMU WM J10OpOKAuYeCTBEHHOM TUIlepIlia3uu
IpEeCTaTeIbHOM KeJe3bl, SBISUIMCh TOJIOBHAs OO0sb, JUCHENcusi, 00jb B CIMHE M MHUAITHS,
4acTOTa KOTOPBIX YBEIMYMBAJIACh C YBEJIMYEHHMEM JO3bl IIpemnapara. boJBIIMHCTBO
He)KeNlaTeJIbHbIX PEaKI1il ObIBAIOT, KaK MPaBUJIO, JIETKOM UM CpeIHEN CTENeHH TAKECTH U HOCAT
Npexoasdluil xapakrep. BoibIIMHCTBO ciay4yaeB TroJIOBHOW OO0JIM, 3aperMCTPUPOBAHHBIX MpU
©KEHEeBHOM IpueMe Tajganaduia, UMelId MecTo B TeueHue mepBbix 10-30 nHeil oT Haudana
JICYCHMUS.

Bo3MokHBIE HEkenaTeslbHble peakuuu Ha (QoHEe mpuema Tajanaguia pacnpeneiaeHbl 110

CUCTCMHO-OPraHHbIM  Kj1acCaM C YKa3aHMEM  4YaCTOTbl HWX BO3HHKHOBCHHA COIJIACHO
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pexomernanusm BO3: ouensr wacro (> 1/10);~wactro~(>1100;—~<10)—mewacto—(>—1/10006;
< 1/100); pemxko (> 1/10000, < 1/1000); ouens penko (< 1/10000); gacroTa HeW3BeCTHa
(HEBO3MOIKHO OIIPENICIIUTh HA OCHOBAHHUH JOCTYITHBIX JJAHHBIX ).

Hapywenus co cmopoHbl uMMYHHOU cucmembl

HeuacTo: peakiuu runep4yBCTBUTEILHOCTH.

Pejiko: aHTMOHEBPOTHYECKHi OTEK?.

Hapywenus co cmopoHbl HepsHOlL cucmembl

YacTo: rosioBHast 00JIb.

HeuacTo: rooBokpyskeHue.

Penxo: uucynasT! (B TOM 4HCIe TIeMOpparMueckue sBIeHHs), OOMOpPOK, TPAH3UTOPHBIE

MITEMUYECKUE aTaKU', MUTPEHbZ, CyI0pOTH2, TPAH3UTOPHAS AMHE3HS.
Hapywenus co cmoponvl opeana 3penus
HedacTo: HEUETKOCTh 3pUTEIBHOTO BOCHPUSATHS, OOJIEBHIC OIIYIICHHS B IJIA3HOM SOJIOKE.
Penxo: HapymieHue 1noned 3peHHs, IPUIYXJIOCTh BEK, KOHBIOHKTHUBAIBbHAS TUIEPEMUs,
HeapTepUUTHAs MepeHss HIIeMHYecKass HeWponaTHus 3pUTENIbHOrO HEpBa, OKKIIO3HS COCYJIOB
ceTuaTKH riasa’.
Hapywenus co cmoponul opeana ciyxa u 1adupunmuvie HapyuleHus
HeuacTo: 3BOH B ymax.
Penxo: BHe3amHast motepst ciyxa.
Hapywenus co cmopousl cepoya*
Heuacro: Taxukapausi, onymmeHue cepaieOneHus.
Pexo: na(apKT MuOKap/a, KeTy10UKOBbIE HAPYIIEHHS PUTMAZ, HECTAOMIbHAS CTEHOKAPUSZ.
Hapywenus co cmopoHbl cocy0os
YacTo: npuIrBbI KPOBH K JIUILY.
HeuacTo: CHUKEHHE apTepUANbHOTO JaBJIEHHUS >, TIOBBIIIEHNE APTEPHATHLHOTO JaBIEHHUS.
Hapywenus co cmopoHbl 0bixamenbHoU CUCmeMbl, Op2aH08 2PYOHOU KIeMKU U CPeOOCHeHUs.
YacTo: 3aJ10KEHHOCTh HOCA.
HeuacTo: ofpliika, HOCOBOE€ KPOBOTEUEHHUE.
Kenyoouno-kuuieunvie HapyueHus
YacTo: TUCIIEIICHS.
Heuacro: 60sb B )KuBOTE, racTpoasodareabHblil pedtokc, pBoTa, TOLUIHOTA.
Hapywenus co cmopoHbl Kodicu 1 NOOKOICHBIX MKAHE
HeuacTo: K0>XHast ChIIb.
2

Penxo: kpammBHMIA, cuHApoM CruBeHca — JIXKOHCOHA®, HSKC(ONMATHBHBIA JEpPMATHT?,

THIEPrUpo3 (MOBBIIICHHAS TOTIUBOCTB).
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Hapymenuﬂ CO CMOPOHbL CKeNemHO-MbIUEYHOU T COCONHUNTETEHOU KT
Yacro: 600J1b B CIIMHE, MUAITHS, 00JIb B KOHEUHOCTSX.

Hapywenus co cmoponsl nouek u mMouesvbi800auux nymeti

Heuacro: rematypus.

Hapywenus co cmopoHvl no106bix opeanos u 2pyoHOU dicenes3vl

Heuacro: pnmurensHas spexius.

Penxo: npuanusm, reMatocrnepmMusi, KpOBOTEUEHHE U3 MTOJOBOTO YICHA.
Obwue paccmpoticmea

Heuwacto: 6016 B rpyan’, nepudepuueckuii 0TeK, yCTanocTb.

Pejiko: OTek NuIaZ, BHE3aMHAas CepieuHas CMepTh+,

1V GonpumHCTBA MAMEHTOB B aHAMHE3€ OBLIN CEepPEUHO-COCYANCThIE (haKTOPHI PHCKA.

2 TlocTperucTpalMoHHOE HAONIONEHHE BHIBMIO HEKENaTeNbHBIE PEAaKIHH, KOTOphle He
HaOJIIOJATUCH B TUIAIIe00-KOHTPOIUPYEMBIX KIMHUYECKUX MCCIICIOBAHUSIX.

% Yame nabmomamuch, Koraa Taganaduia NPUMEHSUICS y MAlUEHTOB, YK€ MPHHAMAONINX
TUIIOTEH3UBHBIE CPEICTBA.

Onwncanue OTACIBHBIX HEXKEIATSAbHBIX PeaKITUM

Cpenu mamueHToB, mojiydaBmmx taganaduin 1 pas B CyTKH, cooOIIalioch O HEMHOTo Oolee
BBICOKOM 4acTOTE, B CPAaBHEHUH C IUIane00, OTKIOHEHUH oT HOopMbI napametrpoB DKI', mpexe
BCEro CUHYCOBOH Opanukapiauu. BoIbIIMHCTBO M3 3TUX OTKJIOHEHHMH HE COIMNPOBOXKIAIUCH
HEXeNaTeJIbHBIMU KIIMHUYECKUMHU MPOSBICHUSIMHU.

HDVFI/IC 0CO0EIe TNOMYJIAIMHA IMMAITUCHTOB

JlaHHBIE KIMHUYECKUX MCCIEAOBAaHUN O MallMeHTax cTapiie 65 JeT, MoayJarolmx Taganapui s
nedeHust spekTiiibHON qucdynkuuu audo AI'TDK, orpanndensl. B KIIMHUYECKUX MCCIIEOBAHUSIX C
npuMeHeHHeM Tafaidaduiaa mo TpeOOBaHWUIO MJIsl JICYEHUS HPEKTHIBHON AUCHYHKIUU Cpeau
MaIMEeHTOB B BO3pacTe cTapiie 65 JIeT Yalle perucTpUpOBAIUCH Clydau Auaper. B kImHHuYecKux
WCCIIEIOBAaHMSIX C €XKETHEBHBIM MpUMEHeHueM Tafanadwmia B no3e 5 mr s neuenus JI'TDK cpeau
MAIMEHTOB B BO3PACTE cTapule 75 JIET Yallle perucTpUpOBATIMCH CIIy4an TOJIOBOKPY/KEHUS U UAPEU.

COO6H.ICHI/IC 0 TOAO03PECBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

Baxno COO6H_[aTB 0 TIIOAO3PCBACMBIX HECKCIATCIBHBIX PCaKIUAX IIOCJIIC PCrucTpanuu
JICKApCTBCHHOT'O Ipenapara C OCIJIBIO obecrneueHUs HCMIPEPBIBHOT'O MOHUTOPUHTA
COOTHOLICHUSA «IIOJIb3a — PHCK» JICKApCTBCHHOI'O IIp€riaparta. Me)II/IHI/IHCKI/IM pa6OTHI/IKaM
PEKOMEHAYECTCA COO6H_[aTI) (o) JTFOOBIX MMOoJ03pE€BACMBIX HEXKCEIAaTCIBbHBIX peakuugax
JICKApCTBCHHOT'O npemnapara qcpes3 HallMOHAJIbHBIC CHUCTCMBI COO6H.I€HI/I$I (O)

HCIKCJIIATCIBbHBIX PCAKIHUAX I'OCYAapCTB-1JICHOB EBpaSHﬁCKOFO 9KOHOMHUYECCKOIo COro3a.

Poccuiickas @enepanus
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Anpec: 109012, r. MockBa, CnaBstHCKas IUTOIIAAE; A4 cTp—t

®denepanibHas ciryx0a 1Mo Ha30py B chepe 3apaBooxpanenus (Poc3apaBHanazop)

Tenedon: +7 (800) 550-99-03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHHUKAIIMOHHOM ceTH «MHTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

[Ipr Ha3HaueHWM 3IO0POBBHIM JOOPOBOJBIAM Tadajaduia OAHOKpAaTHO B go03e A0 500 mr m
nanueHTaM MHOrokpatHo a0 100 Mr/cyT HexxenaTelbHble peakliMi ObUIM TAKUMHU XK€, KaK U Ipu
npuUMeHeHUHU Oosiee HU3KUX 103. B ciydyae nepeno3upoBky HE0OX0IUMMO IPOBOAUTH CTaHAAPTHOE

CUMIITOMATHYCCKOC JICYCHUC. HpI/I reMoaunain3e Ta,I[aJ'Ia(l)I/IJ'I IMPAaKTUYICCKU HC BBIBOOAUTCA.

5. PAPMAKOJIOTHTYECKHWE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOlicTBA

®apMakoTepaneBTUYECKas TPyIIa: CPeJICTBA, IPUMEHSIEMbIE B YPOJIOTUH; CPEACTBA JUIs JI€UEHUS
9PEKTUIBHON TUCHYHKLNU.

Kon ATX: GO4BEO8

Mexanusm neiicteus, hapMakoauHaMmuueckue 3hdheKThl

Tananadun siBiseTcst 00paTUMBIM CEIEKTUBHBIM HHTHOUTOPOM el (PUIECKOM K IIUKINIECKOMY
ryanozuaMoHodocdaty (i’ M®) docdonuscrepaszsr 5 tuna (OJ3-5). Tamanadun BMmMecTe ¢
okcusioM azota (NO), o6pazyromuMcs T0KaJIbHO BO BPEMsI CEKCYyallbHOW CTUMYJISLIMHU, TPUBOAUT
K TOBBIIICHUIO cojaepx)aHusg I’ M® B KaBepHO3HBIX (IMEIIEPUCTHIX) TEJIaXx TMOJOBOTO UJICHA.
CrnenctBreM 3TOTO SBISETCS pacciaadbieHue IMaAKUuX MBI, TPUTOK KPOBH K KABEPHO3HBIM TellaM
Y DPEKLIUS [TOJIOBOT'O YICHA.

Oobazamenvhuvim ycnosuem Igpgekmusnocmu maoanaghuna a611emcs CeKCyarbHaAsA CHUMYIAYUA.
JloOpokauecTBeHHas runepIuiazus npeacraresnbHoi sxkenessl (JAI'TDK)

B rnaaxoii Myckynatype mpencTaTeslbHOM Kelle3bl, MOYEBOrO My3bIpsl U COCY/I0B, KOTOPBIE UX
KpoBOCHaOXaroT, nHruoupoBanue MJ13-5 okaszpiBaeT aHAJIOTMYHOE BIUSHUE Ha KOHIIEHTPALUIO
ul'M®, kak ¥ B IELEPUCTOM TEJIE TIOJI0BOrO YjeHa. B pe3ynbTare rinaakas MycKyJiaTypa coCy10B
paccnabiisieTcs, YTO MPUBOAUT K YBEIHMUEHHUIO Nepdy3un KPOBU U, KaK CIIEACTBHE, K CHHUKEHUIO
BbIpaxkeHHOCcTH cumnToMoB JI'TDK. WMuruGupoBanue addepeHTHON aKTUBHOCTH HEPBOB
MOYEBOT'0 My3bIps U pacciiabiieHue INIaKoW MyCKyJIaTypbl IPeACTaTeIbHON KeJe3bl U MOYEBOT0
My3bIPst MOTYT JONOJHUTEIBHO YCUIUBATh COCYAUCTHIE 3(P(PEKThI.

®apmakoarHamMuueckue 3P HeKThI
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HccnenoBanus in vitro mokasaid, 4yTo Tajanadui-siBAseTes CCNCKTHBHEIM HHrHOnTOpoM - DAI-5:
®J1D-5 mpencrapiser coboit GpepMeHT, OOHAPYKEHHBIN B TIIAJKOM MYCKYyJaType MemepUcToro
TeNa, COCYAUCTON M BUCIEPAILHON TJIaJKOM MYCKyJaType, CKEIETHBIX MBIIIIAaX, TPOMOOIUTAX,
noukax, Jierkux u mozxeuke. Cpeau Bcex (ocdoamdcrepas HanOosiee BBIPAKEHHOE BIIHMSHHE
taganadui okazpBaet Ha OJ[D-5. Boustaue tananadpuna Ha @J19-5 6omnee uem B 10 000 pa3 Beie,
yem Ha OJID-1, ®AD-2, ®/ID-3 u O/AD-4 (bhepMeHThI, KOTOPBIC HAXOIATCS B CEPIIE, TOJIOBHOM
MO3re, KpOBEHOCHBIX COCYJAax, MEYeHU M Jpyrux opraHax). M36upatensHocTh Tananaduia B
otHommeHnn ®J19-5 o cpaBaeHnto ¢ J13-3 umeer ocodoe 3HaueHue, NockoabKy DJ13-3 sBisercs
(hepMEHTOM, PETyJIHUPYIOUINM COKPATUTEIBHYIO CIIOCOOHOCTh MUOKapaa. Kpome Toro, BiusHUE
tananapmia Ha OLD-5 npubmuzurensao B 700 pa3 Beime, yeM Ha PJI3-6 (PpepMeHT, KOTOPHIit
HAXOJIUTCSl B CETYaTKe W OTBe4aeT 3a QoroTpaHcaykuuio). Tamanadun takxke Oonee yem B
10 000 pa3 6oinee aktuBeH B oTHOIIeHUH DJD-5, yeM B oTHOIICHNH DJ[D-7— DJ[D-10.

5.2. apmaKkoKUHEeTHYEeCKHUeEe CBOHCTBA

AOGcopouus

[Tocne mpuema BHYTph Taganadui ObICTpo BcackiBaeTcs. CpeaHsiss MaKCUMallbHAs KOHIEHTpaIus
(Cmax) B ma3mMe KpOBH JOCTUTAETCS B CpEIHEM depe3 2 yaca mocie npuemMa BHyTpb. CKOpOCTh
U CTEIICHb BCACBhIBAHUS Tajajaduia He 3aBUCAT OT BPEMEHHU MpUeMa IHIIHU, IIOITOMY Mpernapat
MO>KHO MPUMEHSTH BHE 3aBUCUMOCTH OT IpUeMa MHIIU. Bpemsi mpuema (yTpoM Wi BEYepoM) He
OKa3bIBAJIO KJIMHUYECKHU 3HAYUMOTO BIIUSHUS HA CKOPOCTDb U CTETICHb BCACHIBAHUSI.

Pacnpenenenue

Cpenuuii o0BbeM pacrpeiesieHusl COCTaBIsIET OKoJo 63 1, cliegoBaTebHO, Taaanadui
pacripeieniieTcsi B TKaHIX opraHu3Ma. B tepaneBTuueckux KoHIeHTparusax 94 % tananaduna B
TUTa3Me KpOBH CBSI3bIBaeTCs ¢ Oenkamu. Hapymenue GyHKIMU MMOYEK HE BIUSET Ha CBS3bIBAHUE
Taganaguia ¢ GenKamH.

VY 310poBeIx 100poBosbleB MeHee 0,0005 % npuHATON 1036l 0OHAPYKUBAETCS B CLIEpPME.

buorpaucdopmarms

Tanamagwmr B ocHoBHOM MeTabommsupyercs: nzodpepmerrom CYP3A4 muroxpoma P450. OcHOBHBIM
LUPKYJIUPYIOLMM METAOOIMTOM SIBIISETCS METHIIKATEXOIIIIIOKY POHHUT. DTOT META00JIUT KaKk MUHUMYM
B 13 000 pa3 meHee akTuBeH B oTHomeHnn DJ13-5, uem Taganadui. CrenoBarenbHO, HE 0XKUIAETCS,
YTO METHIIKATEXOJTITIOKYPOHH]T OYET KIMHUYECKH AKTUBHBIM IPH HAOJI01aeMbIX KOHLIEHTPAIHSIX.
OJIMMUHANSA

VY 3710pOBBIX JIOJIEH cpeHuil KIMpeHe Taaaiaduia npu npueMe BHYTph COCTaBIseT 2,5 /4, a
cpeaHMi mepuoj noiysbiBeneHus — 17,5 vaco. Tagamaduin BBIBOAUTCS MPEUMYIIECTBEHHO B
BU/JIE HEAKTUBHBIX META0O0JIMTOB, B OCHOBHOM 4epe3 KUILIEYHUK (0K0JI0 61 % /103bI) U B MEHbILIEN

CTereH! movkamu (0koo 36 % 1036I).
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JIMHENHOCTh/HEJIMHENHOCTD

dapMakoKHHETHKA Tafanaduia y 30pOBBIX JTOOPOBOJIBIEB JIMHEHHA B OTHOIICHUU BPEMEHU U
n03bl. B nuanasone 103 ot 2,5 10 20 Mr miomaak mo1 KpuBoi «koHmeHTpaius — Bpems» (AUC)
YBEIUYMBACTCS MTPOMOPIIMOHAIBHO J03¢e. [Ipu mpueme mpenapara 1 pa3 B cHb paBHOBECHAs
KOHIICHTpAIK B IJIa3ME KPOBH JIOCTUTACTCS B TEUCHHE 5 THEH.

®dapMakoKUHETHKA Tafanaduia, OMNpeeNicHHas TMOMyJSIMOHHBIM METOJOM Yy TIAlMEHTOB C
HapyIICHUEM SPEKIMH, aHaJornyHa (apMaKOKWHETHKE Tperapara y IMalMeHTOB 0e3 HapyIIeHHS
SPEKITUH.

Oco0Bble IPYIIILI TAIUEHTOB

Tlayuenmui nodxcunozo eospacma

310poBbIe JOOPOBOJIBIIBI B BO3pAcTe 65 JIeT U cTapiie UMenu 0ojiee HU3KUN KIUpeHC Taganaduia
[IpU IIpUeMe BHYTPb, UTO BbIpaxanoch B yBennueHud AUC Ha 25 % 1o CpaBHEHHUIO CO 3J0POBBIMU
T00pOBOIBIIAMHE B Bo3pacTe oT 19 1o 45 net. D10 pa3inyue He SBISICTCS KIMHHYSCKA 3HAYUMBIM
U He TpedyeT moadopa 035l

Iloueunas Hedocmamounocms

B ximHnyeckux (papMakoIOrHuecKux HCCIEIOBAHMUSX C OJHOKPATHBIM MpUEMOM Tajanaduia
(5-20 mr) y manueHToB ¢ MOYCYHOIH HEJOCTATOYHOCTBIO JICTKOM CTEMEeHU (KIUPEHC KpeaTHHUHA
[KK] 60—89 mur/mun) u cpenneii crenienn Tsokectr (KK — 30-59 mur/muH), a Takke y TAIIMEHTOB C
TePMHHAIILHOM CTaAWed IMOYeYHOW HEeAOCTATOYHOCTH, HAaXOAAIIUXCS Ha TeMOAHalu3e,
skcno3unus Tananaduia (AUC) npubiu3uTensHO yABauBalachk. Y MalMeHTOB, HAXOISAIINXCS Ha
remoaunanuze, Cmax Obuia Ha 41 % BBIIE TIO CPAaBHEHUIO CO 30POBBIMU JOOPOBOJIBIIAMM.
BriBenenne Tananaduiaa ¢ TOMOIIBI0 TeMOAHANIN3A SIBISIETCS HE3HAYUTEIbHBIM.

lleuenounas nedocmamoyrnocmo

[Tpu mpumenenuun no3bl 10 mr skcnosunus Taganaduina (AUC) y manueHTOB ¢ MEYEHOYHOU
HEJOCTAaTOYHOCTHIO JIETKOW M CcpeiHel cTemneHu TsokecTd (kimacc A u B mo mkane Yaitna-ITsto)
CpaBHMMa C TaKOBOW Yy 3JI0POBBIX JOOPOBOJBIEB. B OTHOIIEHHMM MAIMEHTOB C IMEYEHOYHOU
HEJI0OCTaTOYHOCThIO Tspkenou creneHu (kimace C mo mikane Yaina-I1p10) KIMHUYECKUE TaHHbBIC
orpaHuueHbl. J[aHHBIE O €XKETHEBHOM MPUMEHEHMM Tajanaduia MalueHTaMd C MEYeHOYHOMN
HEJOCTATOYHOCTBbIO OTCYTCTBYIOT. [Ipum Ha3HaueHMM mpenapara B €XKEIHEBHOM pEXUME Y
MAIMCHTOB C TICYCHOYHOW HEIOCTATOYHOCTBIO TSIKEIOW CTEMEHW HEOOXOAMMO MPEABAPUTEIHHO
MIPOBECTH OILIEHKY PUCKA M MOJIb3bl IPUMEHEHUS TIperapara.

Caxapnviii ouabem

VY mamueHToB ¢ caxapHbIM nuabetoM Ha ¢oHe npumeHeHus Tananaduiua sHauyeHne AUC ObLI0
MeHbIIIe TpUMEPHO Ha 19 % mo cpaBHEHUIO €O 370pOBBIMU J0OpoBosbLIaMu. Koppekiu 10361 y

TaKUX MMAaIlMeHTOB HE TpeOyeTcs.
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6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepeyenb BcnoMoraTeibHbIX BellleCTB

JlakTO3BI MOHOTHAPAT

emmono3a Mmukpokpuctainueckas «tur 101»

Kpockapmenno3a Harpust

['unposno3a (rUAPOKCUTIPONIIILIEIITION03a)

Hatpus naypuicynbdar

Marnus creapar

Cocmag obonouxu

['unpomenosa (TUIPOKCUITPOTHIMETHIILIEIIIION03a)

Makporona 6000 (mosmatunenrimkosb 6000)

Turana nMoKcUI

Tanpk

Kpacurens xene3a OKCU KENThIH

6.2. HecoBmecTUMOCTB

He npumennmo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs)

3 rona.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUH

XpaHuTb 1pu Temreparype He Boie 25 °C.

6.5. XapakTep u cofep:kaHue NEPBUYHONH YIAKOBKH

IIo 1, 2, 4, 7, 8, 10, 14 unu 20 TabieTok B KOHTYPHYIO SUEWKOBYIO YINAKOBKY M3 IJICHKU
HNOJMBUHUIXJIOPUIHON U (DOJIBI'H aTFOMUHUEBOM NEUYaTHOM JTaKHPOBAHHOM.

Ilo 1, 2, 3, 4, 5 uiu 6 KOHTYpHBIX SYEHKOBBIX YIAKOBOK BMECTE€ C JIMCTKOM-BKJIAJbIIIEM
MOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH TIPH  YHHYTOKEHHHM  HCIOJH30BAHHOIO
JIEKAPCTBEHHOI'0  Npemapara WIH OTX0J0B, IMOJY4YEHHBIX IOcCJe TPUMEHEHUs
JIEKAPCTBEHHOI'0 NMpenapara,  Apyrue MAaHUIYJISIHUHU € PenapaToM

Het oco0bIx TpeOOBaHMI K yTHIIM3AIUH.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

AO «AJINYM»

Anpec: 142279, MockoBckas 00i1., T. Cepryxos, m. O6osieHck, Tep. KBapran A, 1. 2.
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Tenedon: +7 (495) 646-28-68
OnekrponHas moura: info@binnopharmgroup.ru
7.1. HpeHCTaBI/ITeJIL ACPKATEIA PETUCTPALNUOHHOIO YI0CTOBEPECHUA

[Iperen3zun HOT]Z)C6PITCJ'ICI>1 HaIrpaBJIATH I10 aApCCy.

Poccuiickas @enepanus

AO «AJINYM»

Anpec: 142279, MockoBckas o0i., T. Cepnyxos, . O6oseHck, Tep. Ksapran A, 1. 2.
Tenedon: +7 (495) 646-28-68

Dnexrponnas nmoyra: info@binnopharmgroup.ru

8. HOMEP PETMCTPALIMOHHOI'O VIOCTOBEPEHMS
JITT-Ne(002803)-(PT-RU)

9. TATA NMEPBUYHOM PETMCTPAIIMUA (IIOATBEPKJIEHUS PETMCTPALIMM,
NEPEPEI'MCTPALIUN)
Hara nepsoii peructpanuu: 19.07.2023

10. JATA IEPECMOTPA TEKCTA
OO6mas xapakTtepuctuka jekapcTBeHHoro mpemnapata TAJAJIAOUII-AJIMYM poctynHa Ha

uH(pOpMallMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOrO cO03a B HMH(OPMAIMOHHO-

KOMMYHHKaIIMOHHOH cetn «HTepHEeT»: http://eec.eaeunion.org/.


http://eec.eaeunion.org/

