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COrNACOBAHO
1O MPUMECHCHHUIO JICKAPCTBECHHOTO IperiapaTta JUIs MCAHIIUMHCKOTO TP

HHCTPYKuMﬂi

Kanap0
TOProBO€ HAMMEHOBAHHUE JIEKAPCTBEHHOTO Tpernapara

Peruncrpaumonnsiii Homep:
Toprosoe nHanmenoBanue: Kanap0
MexayHapoaHoe HeNaTeHTOBAHHOE HAaHMeHOoBaHue: (humacapTaH

Xumuueckoe HanMeHoBaume: 5-[4'-({2-OyTui-5-[(aumernikapdbaMoTHOMIT)Me-THT|-4-MeTHII-6-
oKco-1,6-auruiponupumuiui- 1-un ymetun)-[ 1, 1'-6udennn|-2-unl-1H-1,2,3 4-tetpaszon-1-uq

KaJIusl TPUTHpaAT
JlekapcTBennasi popma: TabieTKH, NOKPHITBIE TUIEHOYHONH 000JI0UKON

Cocras

B OJIHOHM TabJeTKe COMEPKMTCH: Oelcmeyiouiee Geujecmeo (pumacapraHa Kajaus TPUTHApAT
66,01/132,02 mr B mnepecuere Ha ¢umacapran kanus 60,0/120,0 mr; ecnomozcamenvhole
eeujecmea: 1akTo3bl MoOHoruapar 43.99/87.98 wmr, nemwnon03a  MHUKPOKpUCTA/UIMYECKas
11,75/23,50 wmr, kpockapmesuio3a Hatpus 22,50/45,0 Mr, THApPOKCHIIPONHIIIE/UIIONO03A
3,50/7,0 mr, maraus creapar 2,25/4,50 mr,; obonouxa: *onaapait 03B62599 sxentwiii 3,75 mr
(runpomeruiosa (E464) 62,50 %, turana auoxcun (E171) 25,52 %, makporon (E1521) 6,25 %,
kpacutesb taprpasud numeBoit (E102) 3,00 %, xpacutens kene3a okcua keatbii (E172)
2,70 %, xpacurenb OpuumantoBelii ronyboit (E133) 0,02 %, Kpacuteiab KpacHbIH
ouaposaresbhblii (E129) 0,01 %); **onaapaii 03B63253 opanxesplii 7,50 mr (runpomesniosa
(E464) 62,50 %, turana mmoxcun (E171) 25,23 %, makporon (E1521) 6,25 %, xpacureinb
conHeyHbli 3akat xenteiid (E110) 6,00 %, kpacurens xeneza okeua yepubiii (E172) 0,01 %,
KpacuTelb jkenesa okeu 1 kentsiit (E172) 0,01 %); kapuay6ekuii Bock (E 903) 0,25/0,50 mr.

*onapait 03B62599 xentoiit — Tabnetkn 60 Mr
**onaapait 03B63253 opanskeBblii — Tabnetku 120 mr




Onucanune

Tabnerkun 60 wmr: HICCTUYTOJIBHBIC  JIBOAKOBBIITYKJIBIC TabJIeTKH, IMOKPBITHIC IJICHOYHOM

000JIOUYKOI JKEJITOro 1BETa ¢ PUCKOH JUIS JIeJieHus U rpaBupoBKoil «B|R» ¢ oaHO# cTopoHbI U
«FMS 6» ¢ apyroii. Ha nonepeynom paspese BHIHBI JiBa cl10s: sApo Oenoro nsera v 000s104Ka
KEJITOrO LIBETA.

Tabnerkn 120 Mr: MmECTHYroJIbHBbIE JBOSKOBBINYKJIbIC TAaOJETKH, MOKPBITHIC IIJICHOYHOM

000JI0YKOI OpaHIKEBOIO 1IBeTa ¢ PUCKOM JUIS JeJIeHus 1 rpaBUpoBKOil «B|R» ¢ 0/1HO# cTOpOHBI
n «FMS 12» ¢ japyroi. Ha nmonepeunoM paszpese BHAHBI JiBa CJI0s: sJIpo Oesoro msera u

000J104Ka OpaHIKEBOTO 1IBETA.

dapmakoTepaneBTHYeCKas Ipynna: auruoreHsuHa Il perenTopoB aHTaroHuCT
Koa ATX: C09CA10

dapmako.IorH4ecKoe jeiicTBue

Mapmakoaunamuka. (Pumacapran SBISETCS HENENTHJAHBIM  AHTArOHUCTOM  PELENTOPOB
auruorensuna Il (tun AT)) juis npuema BHyTpb.

Anrnorensut Il — kinoueBoe 3¢ pekropHoe coeIMHEHHE PEHUH-aHTHOTEH3UH-aJIb/I0CTEPOHOBOH
cucteMbl (PAAC), kotopasi urpaer BaXXHYIO pOJib B PEryjsilMd apTepHalbHOIO JaBJICHUS H
naToreHese apTrepHalbHON runepreH3uu. AHrnoreHsuH Il noselaeT aprepuanbHOEe JIaBICHHE,
3a CYeT BBIPAKEHHOTO COCY/I0CYKMBAIOIIETO BIUSHUS W MOBBIIIEHHS 001Iero nepugepuyeckoro
COTPOTHBIICHHUS COCY/IOB, aKTHBAIIMK BBIPAOOTKH 3MUHEPpHHA, BBICBOOOKIECHUS allbJ0CTEPOHA,
BJIUSIHUS HA peabcopOIUIO HATPUSL B IUCTATBHBIX OTJIEIaX MMOYEYHBIX KaHAJIBLEB U YBEIMYCHHUs
HUPKYJIMpYIOIero obdbema KpoBH. JlelicTBHE ero ocyuiecTBisercss yepes crenuduyeckue
AQHIMOTEH3UHOBBIE PELENTOPHI, IPH ITOM OCHOBHBIC (hu3Hrosornueckue 3pQekTrl, B TOM yucie 1
HeOnaronpusTHele, onocpeayiores AT -peunentopamu. JleiictBue ¢umacaprana o0yciI0BIEHO
CeleKTHBHBIM cBs3biBaHHeM ¢ AT -peunentopamu anrunorensuna II: ¢pumacapran He oGnagaer
YaCTHYHBIM aroHUCTHYECKUM 3¢ dexToM Ha peuentopel aurnorensuna I, 4to xapakrepHo Jjuis
MEeNnTUIHBIX OJI0KaTOPOB perentopos anrnotensuna Il (nanpumep, capanasuna). Ilpu nsyuenun
pa3IMYHBIX MOJeNIei JKMBOTHBIX, (HUMacapraH I10cji€ OJHOKPATHOIO WM IOBTOPHOIO
MepopajibHOTO0 W BHYTPMBEHHOro BBeJACHHMs OS(P(EKTUBHO M J0303aBUCHMO  CHHIKAJI

APTCPHAIBHOC JIABJICHUEC.




B OpraHu3Me 4YCJIOBEKa (bnMacapTaH MOBBIIIAJI AKTUBHOCTHL PE€HHHA IJIa3Mbl B COYETAHHHU C

yBeJIMUYCHHEM KOHIIeHTpaluu anrnotensuna I u 11, yro noarBepkaaer cnenuduyeckyro 610kany
peuentopoB anruorensuHa Il. Tak, mnocie 0 HOKpaTHOrO MNEpPOPAILHOIO IMPHMEHEHMS
¢umacaprana B 03¢ ot 20 10 480 Mr, OH BBbI3bIBAJI YBEJIMYEHHE AaKTHBHOCTH PEHHHA I1JIa3MBbl,
anruorensuna | u anrnorensuna Il ¢ MakcMMaIbHBIM YBEJIMUEHHEM, KaK MPABHIIO, MEKIY 6 M
8 4 rocJie BBEJICHUS J103bl, KOTOPOE JUIMTEIBHO cOXpaHsiioch (710 48 4 nociie npuema). [1pu sTom
CBSI3aHHBIX C MPENapaToM H3MEHEHHH B aKTHBHOCTH aHIMOTEH3UHIIpeBpalaiomero gepmenTa u
anpJocTepoHa He Habmonanoch. MumacapraH yBeJIMYMBAI AKTHBHOCTH PEHUHA IUIa3Mbl H
KOHIIEHTpalM1 aHruotrensuna Il mocie MHOrokpaTHoro, B TeueHwe 7 JHEH, MCIOJIb30BAHUS
120 u 360 mr B cyTku. MakcumaiibHOE YBEJIIMYEHME J@HHBIX IApaMeTpOB OTMEYAJIOCh, Kak
npaBuiio, yepes 6-8 4 rnociie MpUMEHEHUs, JUTMTEILHO COXPAHUIOCH (/10 24 4 rociie npuema).

CHMKEHME IJIJA3MEHHOTO YPOBHS allbJI0cTepoHa HadJ101an0ch npu 0oJiee JUIMTEIbHOM IIpHEMe
¢umacaprana (B teyenue 28 aueil). DpdexkTuBHOCTh PUMacapTaHa B TEpaNeBTHUECKHX J103aX
60 u 120 Mr B OTHOIIEHWH CHHXKEHHUS apTepUalbHOrO JaBieHus ObLla J0Ka3aHa B
CPaBHUTE/ILHBIX PAHAOMH3UPOBAHHBIX KJIMHMUYECKUX ucciaenaoBanusx. [lpu  stom, Obuio
YCTAHOBJICHO, YTO apTepHaIbHOE JABJICHUE IIPH IPUEME IMpernapata CHHXKAETCS B TEUYEHHE
2 HeJeNlb OT Hayajla JIeYeHHs, MaKCHUMaabHbIH 2 ¢ekT Habmoaaercs npuOIM3UTEIBHO uepes
8 — 12 nenenp. ®umacapran JICHCTBYET Ha apTepuHalbHOE JaBJICHHE HA NMPOTSIKEHUM 24 4,
obecrieunBasi CTaOWIBHBIH M IJIaJKUH OpoQHIIb apTepHAIBLHOTO JIaBJICHHUS, JIOCTHIKEHHIO
KOTOPOro Tak)e crnocoOCTByeT npuem (umacaprana B OJAHO M TO e BpeMsl CYTOK (JUis
MUHHMH3ALUU Kosebanuii nasinenus). [lpu HazHayenun umacaprana Ha JUIMTEIBbHBIH MEpHOJL

(24 Henenu) TOJNIGPAHTHOCTD K HEMY HE pa3BUBAJIACH.

dapMaKoOKHHETHKA

- gcacvleanue

®dumacapran ObicTpo abcopbupyercs mocie nepopabHOrO NPUMEHEHUs: HHTEPBal BPEMEHHU J10
JIOCTHXKEHHUS! TUKOBOM KOHIeHTpalMu (TCp,y) B 1J1a3Me KPOBH TOCIIE NMPUEMA y 3710POBBIX JIUIL U
MalMEeHTOB ¢ apTepHaIbHOM runeprensueit coctapisut 0,5 - 3 uwu 0,5 - 1,3 4, COOTBETCTBEHHO.
[Ipu wmccnenoBanuu (papMaKOKMHETHYECKMX XapaKTEPUCTUK IpernapaTa HENOCPEJACTBEHHO B
MOMYJISIIUHA POCCUMCKUX MALMEHTOB ¢ apTepuaibHoi runeprensuei TC,,a Takxke onpeensiiach
B npejenax ot 0,5 10 4 4 (nmpu 0JJHOKpATHOM IpUeMe rpenaparta B j103e 60 mr).

[Tocne noctuxenust Cpax HabMOAATOCH ABYX(a3HOE CHHIKEHHE KOHLEHTpaluHu (pumacapraHa B
I1asme, Mpu TOM Havyaslo (asbl AMMMHHALMK Habmoaanock yepes 2,5-8 yacoB 1ocie npuema
npenapara y Bcex manueHToB. KoJMmyecTBeHHO orpejiesisieMble KOHUEHTpaluu gumacaprana B
iasme HaOJIIOAAIUCh 10 Mocie/IHel BpeMeHHOH Touku cOopa oOpasuoB yepe3 24 yvaca nocie
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npuema npernapara B auanaszone ot 1,33 go 11,2 ur/mn. BapuabGenbHocTh moka3sateneii Mexy
nauueHtamu (reomerpuueckoe cpeaHee CV9%), Oblta BBICOKOH, MpPH ITOM 3HAYEHUS JUIs
AUC ) q1ast, AUC.0o B Cpax cocTaBuiii 50,1%, 53,9% u 86,8%, cOOTBETCTBEHHO.

B poccuiickom uccaepoBanun NeCC09042014 nokaszarenu (hapMakOKHHETHKH TOJIYYECHBI Y
MalMEHTOK KeHCKoro nosa. ConocraBieHue JIaHHBIX C MOMYJISLIUEH 30pOBLIX J00POBOJILIEB
MYIKCKOTO I10J1a T0Ka3aJ10, YTO MOC/e 0/IHOKPATHOTO IpUeMa BHYTphb (pumacaprana B jo3e 60 mr
y 3/I0pOBBIX JI0OPOBOJIBLIEB BpeMs JOCTHKEHHMsI NMUKOBOH KoHueHTpauuu mnpenapara (TCa)
HAcTynajo Ha 2 yaca MO3)Ke 0 CPAaBHEHHIO C MAlUEHTaMHM C apTepHalbHOM THIepTeH3UEH.
IIukoBoe cucremuoe Bo3zaeicTBue (Cyax) ObUI0 B 1,4 pa3a BbllIe y MAIMEHTOB C apTepHAIbLHON
runepren3ueii. Ilpu stom oOmee cucremuoe BozjelcTBHe (AUC).. U AUCoqaq) ObLIO
COINOCTABMUMO B O0EUX MOMYJISIHUSX.

ComnocTaBieHue JaHHBIX C KOPEHCKON MOIyJIsuel MalueHToB ¢ apTepralbHONH THIIepTeH3neH
MoKa3aso, 4To Mocie 0JIHOKpaTHOro npuema ¢gumacapraia BHyTpb B J103e 60 Mr meauana TC g
B MOMYJISIUSX POCCHMCKMUX M KOPEHCKHX MAlMEHTOB cOCTaBWia NpuOiusutensHo 1 yac ¢
MHIMBUYATBbHBIM JHanazonom 3Hadenuid ot 0.5 jio 4,0 yacoB u ot 0,5 po 6,0 yacoB nocie
npuema rnpenapara, cooTBeTcTBeHHO. [lukoBoe cucremuoe BozjedcTBUe (Cpay) M 0OIIEE
cucremHoe BosjeiictBue (AUCO-00 u AUCO-tlast) umacapTana conocTaBUMbl B IOMYJISIIASX
POCCUMCKHX ¥ KOPENCKHUX IMAIUEHTOB.

AbGcomoTHas OM0I0CTYITHOCTh (puMacapTana y 3/J0pOBbIX CYOBEKTOB IIPU MEPOPATLHOM IPHEME

60 mr oxoJio 19 %.

- pacnpeoenenue u cea3vlsanue ¢ benkamu

B Jl0K/MHUYeCKUX HCCle0BaHUsAX ObUIO MMOKa3aHO OrpaHHYEHHOE paclpejiesieHue Ipernapara
10cJie NepopajbHOTO BBEJACHHUS.

[Ipn xonuentpanuu ¢umacaprana or 0,01 go 100 Mxr/mia in vitro csizbiBaHue ¢ OeJIKOM B

IU1a3Me KpOBH 4esloBeKa coctaBiiseT oT 95,6 10 97,2 % u He 3aBUCHUT OT JI03bI.

- Memabonuzm

CYP3A4 sBisiics ocHOBHBIM (epMeHTOM MeTaboausupyomum ¢umacaprad. Bmecre ¢ tem,
poJsib MeTaboM3Ma B Ipoliecce BhIBeIeHUs (hUMacapTaHa He3HaYUTelIbHA, MOCKOJIbKY HCXO/IHBIH
npenapar  cocraBiusier >85 % ot ¢dopm ¢umacaprana, oOHapyKEHHBIX B IUIa3Me KPOBH
4eJioBeKa, KpOME TOr0 YpPOBEHb CHCTEMHOIO BO3JCHCTBHS (uUMacapTraHa HEMHOIO
yBeJIMuMBaeTcs nocpeactsom cnenuduyeckux uuruouropoB CYP3A4. Jlecynwdo-pumacapran
u ¢umacapran — S-okcua ObUIM  onpejieieHbl  Kak  HauOoJiee  pacrpocTpaHEeHHbIE
LMPKYJIUpYIOIUe MeTaboauThl (puMacaprana B IjiazMe y 3/0pOBBIX MyxuuH. Dumacapran He

SBJISICTCS. MHYKTOPOM MJIH HHTHOMTOPOM JpyruX (pepMEeHTOB ceMelcTBa LUTOXpoMoB P450.



- BbIBCOCHUE

[Tocne onHokpaTHOro npuema ¢gumacaprana B g03e ot 20 10 480 Mr y 3/10poBbIX CYyOBEKTOB
Mepro/1 nosyBeiBeeHus (t,) coctariser or S 10 16 4, B KOpeHCcKOH NOMyJIsiuy MalueHToB ¢
HCCEHIMAIBHOM TUrepTen3ueit npu BeegaeHuu 103 ot 20 o 180 Mr ty, HaxouiCcs B nipejenax ot
7 no 10 4, B momyJsllMM POCCHICKMX MAlMEHTOB C runepreHsueit - or 4,4 g0 7.9 4 npu
OJIHOKpaTHOM Mpueme mnpenapata B jio3e 60 mr. CucTteMHOEe BO3JICHCTBHE OIICHMBAETCS Kak
JMHEHHOe B IIMPOKOM juana3oHe J103. Mujekc Hakorenuss coctasiusia ot 1,20 no 1,26 y
310poBbIX sl U 0T 1,02 1o 1,08 y nuu ¢ aprepuansHoi runeprensueil. [lpu onenke y 310poBbIX
MYXKYHMH M Yy MNAIMEHTOB C apTepualibHOH runepreHsueid B TeueHue 24 wim 144 u nocie
MepopaibHOrO BBEJACHHUS B Moue OOHapyKHMBaJoCh HpuUMepHO 3-5% 0T BBEAEHHOH 03B
¢umacaprana. Takum oOpaszom, yyacTHe Noyek B BbIBEJCHHH (UMacapTaHa HE3HAUMTEIILHOE.
OcCHOBHOH MyTh BBIBEJICHUs - ¢ KaJloM. Tak, nociie nepopajibHOro npueMa OIHOKpPaTHOH J103bl
120 Mr  MEYEeHHOro  paJMOAKTUBHBIM  H30TOIOM g (umacaprana B rpyIime
6 3/10pOBBIX MY)KUHH cpejHee oOliee BbIBEJCHHME PaJIMOAKTHBHOIO IpernapaTta B Kaje U Moye
COCTABMJIO OKOJIO 86 % OT HA3HAYCHHOMH JIO3bI, IPH ATOM IKCKPELHUS ¢ MOUYOil COCTaBIIsIA OKOJIO

4,6 %.

DapmMaKoOKUHEMUKA Y 0COOBIX 2PYNN RAUUEHMOE

Jluya nodxcunozo 6o3pacma

VY NOXWIBIX NalUeHTOB (TO €CTh, Y NAIMEHTOB B BO3pacTe crapme 65 JjeT) CHCTeMHOe
BO3/IeiicTBUE mpenapata B 1,69 pasza Oosee BbIpaXeHO, 4eM Yy MOJOJAbIX Jojeil. OjaHako
yBEJIMYEHHE CUCTEMHOTIO BO3JICHCTBHUS Y MOKUIIBIX MMALUEHTOB, Cy/Is M0 BCEMY, HE MPUBOIUT K
OoJiee 3HAYUTEILHOMY CHHIKEHHIO apTepUaIbHOrO JIaBIeHHs, TaKk Kak akTUBHOCTE PAAC y aT0ii

I'PYIIIbI HACCJICHUS, KaK IMPaBuJIO, HUIKE, YEM Y MOJIO/IbIX JIIOJICH.

Jluya ¢ noweunou nedocmamo4nocmoio

dapMakoKMHETHYECKHE TMapameTpbl (uMacapraHa W3y4aluch Y TMAlMEHTOB C IOYEYHOU
HEJIOCTATOYHOCTBIO; NALMEHThI, HAXO/SAIIMECS Ha TEMO/IHAIN3€e UCKIIOYAIIMCh U3 MCCIICIOBAHUS.
[Ipu npueme npenapata B 03¢ 120 Mr npu TsxkeslI0oM HapylmeHUH (YHKIMH 10YeK (pacueTHas
ckopocTh KiyboukoBoit ¢puinbrpanun (CK®d) menee 30 mur/mus/1,73M° mwiommam ITOBEPXHOCTH
TeJla) MoKasaTead NMUKOBOH KOHUEHTpAlHuH (Cpax) M IUIOIAAM MO KPUBOH «KOHIEHTpAllUs B
miasme — Bpemsi» (AUC) cpaBHHUBAIKCH ¢ TAKOBBIMH Y 30POBBIX 100p0oBOJIBbIER: Chpax 1 AUC y
MalMEHTOB € I[IOYE€YHOH HEJOCTAaTOYHOCThIO yBeauuyuBatuch B 1,87 wu 1,73  pa3sa,
cooTBeTcTBeHHO. [IpHn onenke npoduiis 6e30nacHOCTH B ABYX I'PyMIax pa3JIndyuii BBISBICHO HE

Obuto.  Jlns  mManmMeHTOB ¢ TSOKEJIOW  TOYEYHOH  HEJOCTATOYHOCTBIO  (KJIMPEHC




kpeatuHuHa<30 MJI/MHH) TpeOyercs Koppekius 103bl (cM. paszensl «Crnocod NpUMEHEHUs U

J103b1», «C OCTOPOIKHOCTBIO?).

Jluya ¢ nevenounoit neoocmamo4nHocmsio

dumacapran B 7103e 120 Mr HazHavascs naueHTam ¢ e4eHOYHOH HEJJ0CTaTOUYHOCTBIO (Kilace A
1 B no mkane Yaiina-I1s10). Cpax 1 AUC cpaBHMBAJIMCH € 9TUMH K€ 110Ka3aTEIAMH Y 3710POBBIX
nobpososblieB. ['eomerpudeckne cpeanne koddpdunuenta orHomeHuid Cpa 1 AUC Obun
paBubl 0,77 u 1,10, cOOTBETCTBEHHO NpPH pacyeTe MoKasaTesied JUid MallHeHTOB ¢ IeYeHOYHOH
HEJIOCTAaTOYHOCTBIO Kilacca A M 370poBbIX J00poBosibleB. [Ipu pacuere nokasarenei B rpyniax
MAIMEHTOB C MEYEHOYHON HEJIOCTATOYHOCTHIO Kiacca B 1 3710poBbIX JI0OpoBOIIBIEB — 0,55 JUIs
Cmax ¥ 5,2 juist AUC. Tlpu 5TOM 3HaYMMBIX pa3IMYuil B apTepHAIbHOM JIaBJICHHH U npoduiie
0e30MacHOCTH MEXK/y TPeMs IPyIIaMHu BbIIBICHO He ObL10. /118 ManueHToB ¢ JIErKOH CTENEHbIO
MEYCHOYHON HEJI0CTATOYHOCTH HA4yallbHOM KOPPEKIMH J03bl Ipenapara He TpelOyercs. Y
MAalMEHTOB CO CPeIHEeH M TsKENIOH MeYeHOYHOH HEA0CTATOYHOCTHIO Ipernapar INpUMEHSATh He
pekomenjiyercs (cM. pasjen «Crnocod mnpumenenus u o J103bl»,  «llpoTuBomnokazanus» u

«C 0CTOPOIKHOCTBIOY).

Iloka3anusi K npUMeHEHUI0

AptepuanibHas runepreHsus 1 u 2 creneHu.

Hponmonoxazamm
l) NalMEHThI C TOBBIIEHHOM YYBCTBUTCJIbHOCTBIO K JI!O6OMy U3 KOMIIOHCHTOB IIperiapara,
2) 6CpCMeHHbIe JKEHIIMHbI W JKCHIIWHBI B [E€pHUOA T'pPyAHOI0  BCKapMJIMBaHHA,

IUTaHUPYIOIIHEe OepeMeHHOCTh JKeHIIMHBI (cM. paszzien «lIpumeHenue npu OepeMEHHOCTH M B
HEPUOJL IPYAHOTO BCKAPMIIMBAHUSI»);
3) MalMeHThI, HAXO/IAIIMECs Ha reMoiMain3e (OTCYTCTBYET OIBIT IPUMEHEHUs Ipernapara y

ATOM MOMYJISIUUA [TALUEHTOB);

4) Cpe/iHe-TsDKeNble U TsoKelble HapylieHus (GyHkuun nedenu (6osee 7 GauioB 1o mkase
Yaiinja-I1s10);

5) MAIMEHTBI ¢ 00CTPYKUMEH JKETYEBBIBOASAINX ITyTEH;

6) 0/IHOBPEMEHHOE IPUMEHEHHE C QJIUCKUPEHOM M Ipernaparamu, COAepKaluMu

QIMCKUPEH, Y TMAlHEHTOB C CcaxapHbIM JUHa0eTOM M/MIM YMEPEHHBIMH MM  TSOKEIBIMH
HapylmIeHussMH  QYHKIHH 1o4eKk (ckopocTh kiyboukoBod ¢uibtpauun (CK®) wmenee

60 ma/mun/1,73M” muioman MOBEPXHOCTH TeJIa);




7) [lamentel ¢ auabetnueckoit  Hedponatved,  NMPUHUMAIOIIME  HHTUOMTOPBI
aHruoTeHsuHnpeppaniatoiero Gpepmenta (MAIID) (cm. pazgen «B3aumoaeicTBue ¢ JIpyrumMu
JIEKapCTBEHHBIMH IIperapaTaMu»);

8) MAlMEHThl C TEHETHYECKUMU HAPYLICHUSIMU, TAKUMH KaK HENEPECHOCUMOCTD TaJlaKTO3bl,
BPOXKIEHHAS HEJIOCTATOYHOCTD JIAKTA3bl WIM CHHJIPOM MaslbadCOpPOLMM TJIHOKO3bI U TalaKTO3bI
(mpenapar COIEepKHUT JIAKTO3Y ),

9) Bo3pacT 0 18 ser.

C 0CcTOpPOKHOCTBIO

Crneayer cobmonaTh 0coOble MEpbl MPEJTOCTOPOKHOCTH HPU MPUMEHEHUH (umacaprana y
MAlMEHTOB CO CJICAYIOUIMMH COCTOSHUAMH/3a00J1€BaHUSIMH :

1) Crudicenue obvema yupryiupyloweu HCUOKOCmu uid co1e60e UCmoujeHue. 'y 3THX
NalMeHToB  (HampuMep, MAalMEeHTOB, MOJYy4YalolMX  BBICOKHME  JI03bl  JIHYPETHKOB) €
aktuBupoBaHHoi PAAC mosxeT HaOMoOAaThCs CUMIITOMATHYECKAs apTepHalibHasi THIIOTEH3HUS B
Havale Tepanuu (uUMacapTaHoM WM TPH YBEJIUYCHUH J103bl Ipenapara. Takue NanueHThl
HYK/JIAI0TCSl B TIATEILHOM MOHHUTOPHUHTE.

2) Iloyeunas nedocmamoynocms: y TAUMEHTOB C TOBBIIIEHHONH YYBCTBHUTEIBHOCTBIO K
uHruouposannio PAAC moryt Habmoaatbes u3MeHenust Gpynkunu novek. IIpumenenne nAlld
WM aHTarOHUCTOB pelenTopa aHruotreH3uHa Il MoxxeT conpoBOKIATLCS Pa3BUTHEM OJIMTYPHH,
MPOrpecCUpyIONIe YpPeMUH H, B PEJIKHX Cllydasx, OCTPOH MOYEYHOH HEA0CTATOYHOCTBIO WIIH
JeTalbHBIM UCXOJIOM Y TAIIMEHTOB, Y KOTOPBIX (hyHKIUS 1MoYeK 3aBUCUT OT akTUBHOCTH PAAC
(HanpuMep, y MAlHEHTOB C XPOHUYECKOH cep/IeuHON HeI0cTaTOUHOCThIO, IV GyHKIHOHAIBHBIN
Ki1ace no kinaccupukanun NYHA).

3) Penosackyniapnas eunepmenszus: y NAUMEHTOB C OJHOCTOPOHHUM HJIM JIBYCTOPOHHHUM
CTEHO30M [OYEYHOH apTepuu HAOJIOACTCsl  IMOBBILIEHHBIH PUCK  PAa3BUTHS  TSKEIIOH
apTepHaIbHOI TMIIOTEH3WH WM MOYEYHOH HEJ0CTAaTOYHOCTH Ha (poHe npuema JIeKapCTBEHHbBIX
npenaparos, Biustomux Ha PAAC, Takux kak ¢pumacaptan (cM. pasjen «OcoOble yKa3aHHus»).
4) Kak ¥ B ciay4yae NpuUMEHEHHsS APYrHX Ba30MJIATaTOPOB, HEOOXOAMMO coOI0aaTh
0c00YI0 OCTOPOKHOCTD IIPH JICUCHHH TALUEHTOB CO CMEHO30M AOPMAIbHO20 UIU MUMPATILHO20
K1anana, 06CmpyKmuHou wiu 2unepmpopuieckoil Kapouomuonamuetl.

5) [lepeuunviti  cuneparvoocmeponusm:  TPUMEHEHHE  JIGKAPCTBEHHBIX  CPEJICTB,
MHIHOMPYIOLIMX PEHUH-aHTHOTEH3WHOBYIO CHCTEMY, Kak npasuio, He >(dexkrtusno. [TosTomy
Ha3zHavyaTh (puMacpaTaH TaKUM MAIUEHTaM HE PEKOMEH/yeTCsl.

6) I'unepranuemus.

7) [oocunou 6o3pacm.




8) Qonospemennoe npumeHenue npenapamos JTUmus.
9) Hwemuyeckas 6onesnsb cepoya.

10)  Ilepebposackynsipnas 601e3Hb.

IIpumenenune npu 6epeMEHHOCTH U B IIEPHO/L IPYAHOI0 BCKAPMJIHBAHUSIL.

Eepe.ueHHbze HCEHU{UHbL

[Ipumenenne npenapara Kanap0 npu 6epeMeHHOCTH IPOTUBOIIOKA3aHO.

JlekapcTBeHHBIE ITpenapaThbl, KOTOPbIE OKa3bIBaloOT npsimoe jeiictue Ha PAAC, MOryT BbI3bIBaThH
3a0oseBaHus U TUOEIb 1U10/1a U HOBOPOXK/JICHHOIO B CJIy4ae TepaluH IpernaparoM OepeMeHHOM
KEHIIUHBI. |lpuMeHeHne neKapcTBEHHBIX IpenaparoB, OKa3bIBAIOIIUX IIPSAMOE JICHCTBHE Ha
PAAC, BO BTOpPOM M TpeTbeM TpUMecTpax OepeMEeHHOCTH OBbLIO acCOIMMPOBAHO C BPEIHBIM
BO3/ICHCTBHEM Ha ILJIOJ M HOBOPOXKACHHOIO, BKJIIOYAs PAa3BUTHE TI'MIIOTEH3MH, HEOHATAJIbHOU
TUIOIUIa3HM  KOCTeH  dYepema, aHypueil, oOparumoii u  HeoOpaTUMOH  1OYEYHOMN
HEJ0CTAaTOYHOCTBIO M JIeTaIbHBIMH  HMcXojaMu. Taxke ObUIO  ONMCAaHO — MajOBOIME,
IPEINOI0KUTENIBHO, KaK pe3yibTaT yXy/umeHus (GyHKuMu nodek ruioga. MaoBojaue ObLIO
acCOIIMMPOBAHO C pa3BUTHEM KOHTPAKTYp KOHEYHOCTEeH Yy 1uoja, Jedopmanmeit koctei
JIMILIEBOTO Yepena u runoruiazueit jerkux. Kpome toro ormevanuch ciydyau HEIOHOLIECHHOCTH,
3aJIep’)KKM BHYTPUYTPOOHOIO pa3BUTUs IUIOAA U OTKPBITOrO apTepUaIbHOrO MPOTOKA, XOTS He
SICHO, OBUIN JIM 5TU HApYLIEHUs BbI3BaHbI BO3/ICHCTBUEM JIEKAPCTBEHHOTO Iperapara.
[Tpumenenne npenapara Kanap® npoTuBornoka3aHo y MeHUMH, IUIAHUPYIOIHUX O€pEeMEHHOCTD.
B ciydae nactyruienus 6epemeHHocTH (pumMacapTaH HEOOX0IMMO KaK MOYKHO CKOpee OTMEHUTh.
Takue HexenaTenbHble SBICHHSA, MO-BUIUMOMY, HE SBISIOTCS pPe3yJIbTaTOM BHYTPHYTPOOHOIO
BO3/ICHCTBHUS, OrPAaHUYEHHOTO TepBbIM TpumecTpoMm. Creayer uHpOpMHpoBaTH 00 3TOM
JKEHILMHY, MOJIYy4Yarollyl0 aHTarOHUCT pelenTopa aHruoteHsuHa Il B TeueHue TOIBKO MEPBOTrO
Tpumectpa OepemenHocTu. Tem He MeHee, NIPU HACTYIUIEHHH OepeMEHHOCTH Bpad JOJDKEH Kak
MOXKHO CKOpee OTMEHHTH mpenapar. HoBopokaeHHbIE, MojBepraplIMecs BHYTPUYTPOOHOMY
BO3/JCHCTBUIO AHTAarOHUCTOB peuentopa aHruoTeHsuHa Il  JO/DKHBI HAXOIUTBCS MOJ
NPUCTAIbHBIM ~ HAOMIOJAEHHEM Ha IpeJMeT BO3HUKHOBEHHS TMIIOTEH3UM, OJIMTYPUH U
TUIIEPKATTUEMHH.

B nepuoo epyonoco sckapmiusanus

HewusBectHo, Bbyiensiercs M GumacapTan ¢ IpyJIHBIM MOJIOKOM JKEHIIHH, HO OBLIO BBISIBIICHO,
410 (pUMacapTaH BbIIEISETCS C MOJOKOM JIAKTUPYIOIIMX KpbIc. [loaToMy KopMmsiuM Marepsm
He peKoMeH/yeTcss npumeHeHue (umacaprana. HeoOXoaMMo NpHHSATH pelleHHe, CIeAyeT JIH
IPEKPaTUTh KOPMJIEHHE TI'PYJAbI0O WM OTMEHHTh ()UMacapTaH, YYHTHIBas BaXXHOCTH TEPAIHH

IpernapaToM IJis1 MaTCpH.



Cnocob npumMeHeHus H 1035l

Pekomenayemas HauvaibHas Jio3a (umacaprana cocrasiseT 60 Mr OJMH pa3 B CYTKHM BHE
3aBUCHMMOCTH OT BPEMEHHU IpuemMa nuinu. Eciau aprepuanbHoe J1aBiIeHUe He YIaeTcs aZeKBaTHO
KOHTPOJIMpOBaTh Ha (pOHE MpHUMEHEHMs mpenapara B jo3e 60 mr, jo3a (umacapTaHa MOXKeET
ObITh yBeaMueHa Jio 120 Mr ojauH pa3 B cyTkH. [1o BO3MOKHOCTH peKOMEHyeTcsl IPUHUMATh
(umacapTaH B 0JIHO M TO K€ BpeMmsi JIHs (Hanpumep, yTpom).

AHTHTUIIEpTEH3UBHBIA Y deKkT PumacapraHa B OCHOBHOM pPa3BHBAETCSl B TeUeHHE 2 HEJEIb,
MaKCUMaJIbHOE CHUXKEHHE JlocTUraeTcst 00bIYHO vepes 8 — 12 Hezienb Tepanuu.

DddextuBHOCTL pUMeHeHus npenapara Kanapd B Teuenue Oosee yem 24 Henenb He ObLia

HU3yYCHaA B KIIMHUYCCKHX UCCIICOBAHUAX.

Ocoobie 2pynnsl nayuenmog

[ooicunvie nayuenmoi

B uccrnenoBanum i cpaBHeHUS (PapMAKOKUHETHKH Yy TMOXKHIIBIX 370POBBIX JI0OPOBOJIBLEB B
BO3pacTe 65 jer wiu crapiie U y MoJjoabix jgo0pososbleB, AUC ¢umacaprana y naiueHTOB
cTapiiero Bo3pacra yBeduuuBajiack Ha 609 %. Opnako, pazauuuii 1o 5((EKTHBHOCTH H
0e30MacHOCTH  MEXJ1y MOXKMIBIMM M 0Oojiee MOJOJBIMH TMallMeHTaMUu IIpU  CPaBHEHHUH
21 nmoKWIBIX ManueHToB (>65 ner, 9,3 %) u3 226 nauMeHToB, MOJIyYaBIIMX (UMacapTaH B
KIMHUYeckux uccienoBanusx ¢asel I, BeisiBieno ne Obwro. [losToMy KOppekuus 103b1 Y
MOKMJIBIX TIAMEHTOB (BO3pacT >65 Jier) He TpeOyeTcs, XOTS HEelb3sl UCKIIOYUTH HECKOJIBKO

60.TII>I_IJy}O BOCIIPUUMYUBOCTL Y HCKOTOPBIX IOJKHJIBIX TTallTUCHTOB.

Iayuenmol ¢ noueynoil HeOOCMamMoOYHOCMbIO

JUis manMeHToOB € JIETKOW MM CPEIHETSKENIOW TMOYeUHOH HeJI0CTaTOYHOCTBIO (KJIMpEHC
kpeatuuuHa 30 — 80 mi/MHH) HayaibHas KOpPPEKLUMH J103bl npenapara He TpeOyercs. Jlis
HAIMEHTOB C TSKEJION TMOYeYHOM HEJ0CTATOYHOCTBIO (KIMpeHC KpeaTMHHHA <30 MII/MUH)
peKOMEeH/IOBaHHasi HayajlbHas Jo03a coctaBiserT 30 Mr OAMH pa3 B CYTKHM, CYTOYHas J03a
npernapara He JoJpkHa npebimarh 60 mr. [lpu Haznayenun 10361 30 Mr pumacaprana cieayer
NPUHUMATH /2 yacTh TabieTku 60 Mr, pa3/ie/IuB ee 1o JIMHUH pa3jioMa.

[TarieHTaM ¢ MOYEYHOM HEIOCTATOYHOCTHIO, MPHHUMAIOIIMX ATHCKHPEH, TAK)KE MallMeHTaMm,
KOTOPBIM ITPOBOJIUTCS IeMOJIMAIIN3, IIperapar He mokasan (cm. pasjesbl «lIpoTuBonokasanus» u

«C 0CTOPOIKHOCTBIOY).

Hal[lleHmbI C NeYEHOYHOU HeOOCMAMOYHOCMbIO
I[JISI MMAlMEHTOB C JIETKOM II€YCHOYHOH HEJ0CTATOYHOCTHIO HayvajbHas KOppEeKIusa O03bL

npenapata He TpeOyetcs. Ilpumenenue ¢umacapraHa He PEKOMEHJYETCSl y IMAlUEHTOB CO
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CpeIIHCTSI)KeIIOﬁ HIIHA TSDKEJION MEYEHOYHOM HEI0CTAaTOYHOCTBIO (CM. pas3jaciibl

«[TporuBonokaszanusi» 1 «C OCTOPOIKHOCTHIOY).

Iayuenmor 0oemcko2o 6o3pacma
DddexTuBHOCTL M Oe30MacHOCTh (pUMacapTaHa y MalueHToB B Bo3pacte 18 et uiam MeHee He

YCTAHOBJICHBI.

Ilayuenmol co  CHUIICEHHBIM E6HYMPUCOCYOUCBIM  00BLEMOM  YUPKYIUPYIOWETU  HCUOKOCMU
(Hanpumep, nayuenmol, NOIYYAIOWUE 6bICOKUE O03bl OUYPEMUKOE)

JU1s ManMeHTOB C IMOBBIIIEHHBIM PUCKOM TMIIOTEH3HH, HallpuMep, BCJIEJCTBHE YMEHBIICHUS
BHYTPUCOCYJMCTOrO 00beMa LMPKYJIUPYIOMIEH JKUIKOCTH, pPEeKOMEHJ/yeMas HauyallbHasi J103a

npenapara coctariseT 30 Mr OMH pa3 B CyTKH (cM. pazjien «C 0CTOPOIKHOCTBION).

IloGounoe eiicTBHe

be3zonacnocth (umacaprana B KOpeWckoil momyssiiuu Obuta u3yueHa y 406 manueHToB U3
852 manMeHToB ¢ ACCEHUMAIBHOM TUIEPTEH3UEH, KOTOpBIE Mojiydain (pumacapTan B J03ax OT
60 no 120 mr B Teuenue 4 — 12 Hexenb, U KOTOpble OBUIM BKIIOYEHBl B KIMHUYECKUE
UccleloBaHus M oToOpaHbl Juis aHanu3a Oe3zomacHOcTH (T.e., MH(OpMAIMs O KOTOPBIX
coctaBuiia 6a3y JaHHBIX 110 Oe30macHOCTH). 85 MalMEHTOB Mojlydainud GumacapraH B TeUCHHE
6 MecsiteB uiaM 0osiee. boJIBIIMHCTBO OTMEUEHHBIX HEXKEIaTeIbHbIX SBIICHUH UMEITH JIETKYIO HJIH
CPEIHETSDKEYIO CTEIEeHb M IPEeXOJsllUi XapakTep, 4acTOTa BO3HUKHOBEHHUsS SIBICHUH He
3aBHcena OT J03bl npernapara. Haubosiee yacTo BO3HUKABIIMMHU HEXeJIATeIbHBIMU SIBJICHUSIMHU
ObuM roj0BHAs 60Jb M ros0BOKpYyxkeHue. B Tabmune 1 nepeyncienbl HexenaTelbHble peaKiiu
(T.e., HeXelaTeIbHBIC SBICHMS, pACLEHEHHbIE KakK OIPEJC/ICHHO CBsi3aHHbIC, BEPOSTHO
CBSI3aHHBIC WM BO3MOJXKHO CBSI3aHHBIE C IpUMEHEHHeM (uMacapTaHa) COIJIACHO
knaccupukanun  BO3  HexenarelabHBIX — peakUMd 10 4acTOT€  BO3HMKHOBEHMS,
3apEruCTPUPOBAHHBIE B XOJI€ KIMHUYECKMX MCCIIE/IOBAaHUSIX C NMpUMEHeHHeM (umacapraHa B

Kopee.

Tabauna 1. HexkenrateibHble peakuuu, 00yc/I0BJIeHHbIE IPUMEHEHHEM (lmmacapTaHal)

Knacendgukanms mo kiaccam Yacrora
2) CHuMITOMBI

CHCTEM OPraHoB BO3HHKHOBEHHSH
Hapyienust co cTopoHsI Yacto I"0;10BHast 60JIb, FOJIOBOKPYKEHHUE
HEPBHON CHCTEMBbI Heuacto OOMOpOK, cefalusi, MUTPEHb
Hapy1enust co cTOpOHBI Hewacto Jlucnencus, TomHoTa, pBota, 00Jb
DKEJTy I0YHO-KHUIIEYHOT0 TPaKTa B BEpXHHX OTJIEJIaX )KUBOTA
OO0ume paccTpoiicTBa U Hewacto ACTEHHUsI, OLLYLIEHUE HHOPOJAHOTO
HapYyLIEHUs B MECTE BBEJICHUS Tesa
JlaGopaTopHbie 1 Heuacto IMoseumnenue aktuBHocTH AJIT,
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Kinacenpukanus no kiaaccam Yacrora

2) CuMnromsl
CHCTEM OPraHoB BO3HHKHOBEHHS
MHCTPYMEHTAJIBHBIEC JJaHHBIE nosbimenne aktueHocTH ACTY,
(oTKJI0HEHM s TabOpaTOPHBIX TPOMOOLIMTONICHHS, TOBBILLICHHE
IoKa3aTelIei) axrusHoctn KOK” B KPOBH
Hapymenust co cTopoHbI
JIbIXaTEJIbHON CHUCTEMBI,
% Heuacto Kammens

OpraHoB I'PYJAHON KJIETKU U
CpEIOCTEHHUSI
Hapyuienust co cTOpoHBI

. MpI11euHble MOAepruBaHus,
CKEJICTHO-MBILIEYHON H Heuacto

o MBbIIICYHasi CKOBAHHOCTDb
COCAMHHUTCIBHONW TKAaHH

HapymeHust co cTOpOHBI KOXKH KoHbI 3y, JIOKaIu30BaHHAs

. Heuacto

M I10IKOKHBIX TKaHEH KparuBHHUIA
Hapyenus co cTOpOHBI

Py p Heuacto [IpunuBbIL, runepeMust
COCY/IOB
Hapy1enust co cTOpoHbI
MOJIOBBIX OPraHOB M MOJIOUHOMH Heuyacto DpeKTHIIbHAsL TUCHYHKIIHS
bKEJIe3bI

1) HexenaTelbHbIC SBJICHUS, JUIS KOTOPBIX B3aUMOCBS3b C MpUMeHeHUWeM (umacaprana Obuia
OIIpE/ICJICHHON, BEPOSITHOM, UM BO3MOKHOM.

2) oueHb yacto BosHHKawmme (>1/10); wacto Bo3nukaromme (>1/100, < 1/10); Hewacto
BosHukawmue (>1/1000, <1/100); peaxo Boszumkarouge (>1/10000, <1/1000); oueHs peako
BosHuKaromue (<1/10000); yacTora BO3HUKHOBEHHUSI HE U3BECTHA (HE MOXKET OBbITH OmnpejeieHa
10 UMeloIIeicss HPOpPMAIUH ).

3) AJIT = ananunamunoTpancgepasa.

4) ACT = acnapratamuHoTpaHcdepasa.

5) KOK = kpearundocdokunasa.

B poccuiickoit nmomynsuuu, 6e3omnacHocts pumacaprana Opuia u3ydena y 89 uz 179 nauuenTos ¢
aprepuaibHoit runeprensueii I-11 crenenn, nonyvaBmmx ¢pumacapran B g03e ot 60 10 120 Mr B
TeyeHue 12 HeJenb B MCCIEAOBAHUM C HCIOJIBL30BAHUEM Jl03apaTaHa B KadecTBe Ipernapara
cpaBHEHMs. B JaHHOM HCCIIEIOBaHUM OTMEUYAIUCh CIEAYIOIIME HEKeIaTeIbHble peaklluy,
o0ycJIOBIeHHBIE NpUMEHEeHHeM (umacapTana: TomHoTa y 4 (4,5 %) mauuMeHToB, MMOBBILLICHUE
aktuBHOCTH ACT y 1 (1,1 %) nauuenta, noseinenue aktuBHocTd AJIT y 1 (1,1 %) nauuenra,
rooBokpyxkenue y 1 (1,1 %) nanuenTa, rososuast 00iib y 4 (4,5 %) nauMeHToB, KOKHBIN 3y y
1 (1,1 %) nanuentoB. B poccuiickoil momyJsiiid MAlMEHTOB BbISBJICHbI HEXKejlaTellbHble
SIBIICHUSI, CBSI3b KOTOPBIX C IPHEMOM IIpernapara He yCTaHOBJICHA (aHEMUsl, Mapesi, MOBbIIIEHHE
cojepkanus obmiero xonectepuna u xonecrepuna JIIIHII B kpoBH, ymeHbleHHE KiIuMpeHca

KpeaTHHUHA).

IlepenosupoBka
Her nannbIxX o nepeno3upoBke ¢pumacaprana y mozaeid. HaubGonee BeposTHBIMU IPOSBICHUSIMH

NePEI03UPOBKH MOTYT OBITh apTepHaibHas TMIOTEH3Us W TaXUKapJus. bpaaukapaus MoxeT
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BO3HHKHYTbH KakK CJIC/ICTBHEC CTHUMYIJISTIHHA napacuMHaTuqecxoﬁ HepBHOﬁ CUCTEMBI

(Onyxaromero  Heppa). B ciiyyae  BO3HMKHOBEHHMSI CHMITOMATHYECKOH —apTepHallbHOM
IHIIOTEH3UH HEOOXOMMO TPOBEJICHHE 10UIep)KUBatoleH Tepanuu. HensBecTHO, BHIBOUTCS JIU

(1mmacapTaH U3 IJIa3Mbl ITOCPEJACTBOM I'EMO/IHAJIH3A.

B3anmo/ieiicTBe ¢ IPYrHMH JIEKAPCTBEHHBIMH NIpenapaTaMu

1) Kanuiicoepeeaiowyue  ouypemuxu —u  codepycawjue  kaiuu  npenapamoi.  Ilpu
OJIHOBPEMEHHOM TIpUMEHEHUH (umacapTaHa, Kak M JIPyI'HMX JIEKapCTBEHHBIX IIperaparos,
KoTOpble oka3biBatoT BiausiHue Ha PAAC, m kanmiicOeperaromux JMYPETHKOB (Hampumep,
CIMPOHOJIAKTOHA), J00ABOK, COJEpIKAIIMX KaJlMi, 3aMEHUTENICH COJIM, COJEpKAIUX Kaluhd H
JICKApCTBEHHBIX IpPEnaparoB, KOTOPbIE MOTIYT IMOBBIIIATH YPOBEHb KaJllMs B ChIBOPOTKE
(HarpuMep, rernapuH), BO3MOKHO MOBBIIIEHHE YPOBHS KaJlusl B CBIBOPOTKE.

2) CHIKEHHE apTepUHaJIbHOrO JIaBJICHUS TIPU ITpUeMe GuMacapTaHa MOXKeT yCHIMBATHCS
P OJIHOBPEMEHHOM MPUMEHEHUU C Opyeumu 2unomeH3usHvlMu npenapamamii, BKIKOYas
juypetuku. Ilpu npeamectByronieM NPUMEHEHMM BBICOKHX /103 JIMYPETHKOB  Ha4alio
npUMeHeHus: (umacapTaHa MOKET COIPOBOXK/IATHCS UYPE3MEPHBIM CHHIKEHHEM apTEpHaIbHOIO
JIQBJICHUS BCJIC/ICTBUE YMEHBIICHHUSI BHYTPHCOCYIMCTOrO 00BEMa LUPKYIUPYIOLICH MKHJIKOCTH
(cM. paszensl «C ocTopoKHOCTBION U «C1iocod NMpUMEHEHHUs U J103b1»).

3) IIpenapamer aumus. OOpaTuMoe yBeJMYEHHE KOHLEHTPALMH JIMTHS B CHIBOPOTKE H
TOKCHYECKHE TMPOSBICHHUS OTMEUAIMCh TpH HasHayeHMH st ¢ HAIID. B ciyuae
KOMOMHMPOBAHHOTO  TPUMEHEHHUS]  [PENnapaTtoB JIMTHS € AHTarOHUCTaAMM  pelenrtopa
aurnorensuHa Il Takue peakuuu HabM0OJAIUMCL OYeHb peako. XOTS OAHOBPEMEHHOE
npuMeHeHue (QumacapraHa ¢ npenapatamMu  JIMTUS  OOBIMHO HE PEKOMEHJIYETCs, IpH
HEOOXOMMOCTH TaKOH Tepamuu Ccje/lyeT OCYIIECTBISATh TIIATEIBHBIT MOHHUTOPHHI YPOBHS
JIMTHSE B KPOBH.

4) Hecmepouonwvie NPOMUBOEOCNANUMETILHBLE npenapamol (HIIBII). IIpu
onnoBpemenHoM npumenenun HIIBII (nanpumep, mHrndéuropos mukinookcurenassl-2 (LO1-2),
Al THIICAIMIIMIIOBON KHCJIOTBI B JI03€¢ >3 I/CyT) ¢ aHTarOHHCTaMH PELenTopoB aHrnotensuna Il
MokeT HaOmonatbess ocnabienne runorensuBHoro sdpdexkra. Ha ¢done npumenenus
AQHTarOHUCTOB PelEeNnTOPoB aHTHOTeH3HHa [ B koMOMHAIMK ¢ HHTHOUTOPOM LIUKJIIOOKCHI€HA3bl Y
HEKOTOPBIX TMAIUEHTOB C IOYEYHOH HEJ0CTAaTOYHOCTBIO (HAmpuUMep, Yy MAalMeHTOB C
JIerH/IpaTaled U y MOKHIIBIX MalMeHTOB C HapylleHueM (QYHKIMH M0YeK) ObUIO OTMEUYEHO
ycyryOJieHHe TSDKECTH HapyLIeHWsl BbIICIUTENbHOW (yHKIMM (BKJIIOYas pa3BUTHE OCTPOM
MOYEYHOH HEJIO0CTaTOYHOCTH, XOTs Hu  oOparumoe). [lostomy HeoOxoaumo coOmoaaTh
OCTOPOYKHOCTH TPH OJHOBpeMEeHHOM rpuMeHenuu ¢pumacaprana c¢ HIIBIL, ocobenno, vy
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MOYKHJIBIX TAIIMEHTOB. B 3THX ciryvasx HeoOXoiMMa J10cTaToOYHas ruiparauus u THIATE/IbHbIH

MOHHMTOPHHT (DYHKIIHH TTOYEK.

5) l'uopoxnopomuasuo.  llpu  OJHOBpEeMEHHOM  IpUMEHEHMM  (umMacapraHa H
rUAPOXIIOPOTHA3H /1A CYIIECTBEHHOTO (apMaKOKHHETHYECKOT O JIEKapCTBEHHOTO
B3aUMO/ICHCTBUS HE HAOIII01aJ10Ch.

6) Amnoounun. Tlpy  0JIHOBpEeMEHHOM HpUMEHEHMHM (QHUMacapTaHa M amJIOJUIIMHA
CYILIECTBEHHOT0 (papMaKOKMHETHYECKOTO JICKAPCTBEHHOTO B3aUMO/ICHCTBHUS HE HA0II10/1aJ10Ch.

7) Kemoxonazon. YpoBeHb CHCTEMHOT0 BO3JeHCTBUs (huMmacapTaHa, ONpe/Ie/ICHHbIH 110
IUIOAAM 1MOJ KpUBOH «koHUeHTpauuss — Bpemsi» (AUC), na ¢one conyTcTBylomero
MPUMEHEHHs] KeTOKOHA30/1a MOoBbIIaIcs npudIn3uTeIbHO B /1Ba paza. HeoOxommo cobmonars
OCTOPOYKHOCTH MPH OHOBPEMEHHOM IPUMEHEHUH PrMacapTaHa U KeTOKOHA30J1a.

8) Puchamnuyun unu opyeue uneubumopuvl 6e1K06-nepeHoc uKo6 OpeaHuveckux aHuoHo6
(OATPIBI, OATI). ®umacapran He siBisieTcss cyocTpaTtoM uist cuctembl nepeHoca ABC, Ho
sBisiercs  cyocrpatom  Juisi nepenocuukoB OATI u OAPTIBI. Ilpu oanoBpemeHHOM
npuMeHeHun  ¢umacaprana ¢ pudamnunuaom (uarudburopom OATPIBI) nabmomainoch
yBesmuenne AUC ¢umacaprana npubiamsurensio B 4.6 pasa. [lostomy oanoBpemenHoe
npumMeHenue (QumacapraHa ¢ pudamnuuuHOM He pexomenayetcs. Ilpm xomOuHMpoBaHHOM
MPUMEHEHUH ¢ ApyrumMu uaruoutopamu nepenocunka OATP1B1 (manpumep, LHKIOCTIOPHHOM),
TaK)Ke MOXeT HaOJI0JaThCsl YBEJIMYEHHE CHUCTEMHOrO BO3JCHCTBHS (uMacapraHa, M03TOMY
Takue KOMOMHALIMU HEOOXO0IMMO Ha3HAYaTh C OCTOPOKHOCTBIO.

9) Bapgapun. OaHoBpeMeHHOe NpuMeHeHHe (umacapTaHa CyLIECTBEHHO HE BIIMSUIO Ha
(hapMakoKMHETUKY W (papMakoMHaMUKY BapdapuHa.

10) Amopsacmamun. OjHOoBpeMeHHOe TNpuMeHeHHe (umacaprada He Biausiio Ha AUC
aTopBacTaTMHa W €ro akTHBHBIX MeTaboMuTOB. Cp, aTopBacTaTMHA M €ro aKTUBHBIX
MeTa0oJIMTOB B MJIa3Me MOBBIAIUCh B 1,9 1 2.5 paza, cOOTBETCTBEHHO. J[aHHBIX 0 KIMHUYECKOMH
3HAYMMOCTH ITOTO B3aUMOJCHCTBUS HET.

11) Jueokcun.  OaHOBpeMeHHOE  NpUMeHeHHe  (uMacapraHa He  BIMSUIO  HA
(apMakOKMHETHKY M KJIMPEHC JMIOKCHHA, 3a UCKIIOYeHHEeM yBeJINYeHUs Cay JIMIOKCHHA Ha
30%. B ycnoBusIX KOMOMHHUPOBAHHOM TEPANUKU MOKET MOTPeOOBATHCS TIATEIbLHBIH MOHUTOPUHT
KOHIIEHTPAIIUH JIMTOKCHHA.

12) Jlpyeue anmaconucmol peyenmopoe ancuomenzuna, uAIl® wiu aruckupen. JBoinas
0Jl0Ka/la peHHH-aHTHOTEH3UHOBOH cUCTeMbl OJIOKaTOpaMu peuentopoB aHruoreHsuna II, u
All®D umm aTuCKUPEHOM CONpPOBOXK/1aeTcsi Oosiee BHICOKHM PHCKOM Pa3BUTHS apTepUAIbHON

I'MITOTCH3HH, 06M0p0Ka, FUNEpKaJIMEMHUH U U3MCHCHU A (b)’HKIIPIH IMOYCK (B TOM 4YHCIIC, OCTpOﬁ
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MOYEYHOH HEJ0CTAaTOYHOCTH), YeM B cilydae MoHoTepanuu. Kak mpasuio, cieayer uzderarb
COBMECTHOTO TPUMEHEHHUS HHTUOMTOPOB pPEHUH-aHIMOTEH3MHOBOH cuctembl. He crexyer
OJIHOBPEMEHHO MPUMEHATH ATUCKUPEeH U (puMacapTaH y MAallMEHTOB C CaXapHbIM JHa0ETOM WU
HapymenueM ¢Qyukiuu nodek (CKD < 60 sur/mun/1,73m% muiomanm noBepxHoctu Tena). He
pekoMeHIyeTcst oJIHOBpeMeHHO npumeHsTh HWAIID wu  dumacapran, a y mnamueHToB c
nuabernyeckoil Hedponaruei ojHoBpeMeHHOro npumenenus HAIID u ¢umacaprana cieayer
u3berath (cM. pazaen «lIporuBonokazanus»).

13) Hpyeue crywau nexapcmeenno2o esaumooeiicmeus. PumacapraH He HHTUOMPYET U HE

unayuupyet gpepmentsl cuctembl CYP450.

Oco0ble ykazanus

1) Apmepuanvruas  2unomensus u HApyuileHue B0OHO-21eKMPOIUMHO20 Oaranca: 'y
NAlMCHTOB C YMEHbIICHHEM 00beMa IUPKYIUPYIOLEH JKUIKOCTH MM COJIEBBIM MCTOIICHUEM
(Hampumep, y NAlUEHTOB, MOJYYaIOUIMX BBICOKHE J103bl JTUYPETHKOB, COOJIIOIAIOIIMNX JIUETY C
OrpPaHUYEHHBIM YNOTpeOJIEHHeM COJIM, y THAlMEeHTOB C Juapeed MM PBOTOH) MOXET
HaOII0/1aThCsl CUMIITOMATHYECKasl apTepHalibHas TUIOTEH3Hs, O0COOEHHO, B cllydyae Hadvalja
Tepanuu  (UMacapTaHOM WM [P YBEJIMYEHWUHM  JIO3BI  IIperapara. Y MeHbIICHHE
BHYTPUCOCYAMCTOTO0 00BbEMa IMPKYIUPYIOMIEH JKUIKOCTH MM COJIEBOE HCTOIIEHHE JOJDKHBI
OBITH CKOpPPEKTHpPOBAHBLI JI0 Hayajla Tepanuu (umacapraHoMm, JUO0 HE0OXO0JMMO HAYMHATH
Tepanuio ¢ Oosiee HM3KOM J03bl € MOCIEAyIOIMM ee yBeauueHueM. llpu stom TpeOyercs
TUIATEIbHBI MOHUTOPUHT COCTOSIHUS MTAllUEHTOB.

[Ipy BO3HMKHOBEHMM CHMIITOMATHYECKOH apTepHaJbHOM TUIOTEH3UHM [allUeHTa CJIEAyeT
YJIOKHTb B TOPU30HTAJILHOE II0JIOKEHHE U, IMpPU HEOOXOJUMOCTH, HadyaTh HHQY3HOHHYIO
tepanuto. [Ipuem ¢pumacaprana Moxxer ObITH BO30OHOBIIEH MOC/Ee CTaOMIH3AIMH aPTEPHATIBHOTO
JIaBJICHHUSL.

2) l'unepranuemus: JeKapCTBEHHBbIE IIperaparbl, KOTOPbIE OKa3bIBAIOT BIUSHUE Ha
PAAC, wmoryr BbI3BaTh THIEPKAJIMEMHUIO Yy TAIMEHTOB C XPOHMYECKOH cep/iedHOn
HEJ0CTATOYHOCTBIO MJIM TOYEYHOM HE0CTaTOUYHOCThIO. B ciiyuae npumenenus ¢umacaprana y
9THUX MALKUEHTOB PEKOMEH/1yETCs peryJisipHblii MOHUTOPUHT YPOBHSI KaJIKsI KPOBH.

3) Penoeackynapuas eunepmen3sus. y NallMEHTOB € OAHOCTOPOHHEW HIIM JIBYCTOPOHHEI
PEHOBACKYJISIPHOW THIlepTeH3ueit ObLTM OTMEUYEHBI CIIy4Yad MOBBIIIEHUS! YPOBHEH KpeaTHHHUHA U
a30Ta MOYEBUHBI B CBIBOPOTKE Ha (JOHE MIPUMEHEHHUsI aHTArOHUCTOB pelenTopa anruoreHsuna Il,
TakuX Kak (umacapran. XoTs, cOOCTBeHHO (UMacapTaH He MPUMEHSJICS Yy TalHeHTOB ¢
OJIHOCTOPOHHEH WJIM JBYCTOPOHHEH pEHOBACKYJSPHOW THIEPTEH3WEH, B ClIydae TaKoro
IIPUMEHEHHUS MOTYT BO3HUKHYTh 110/100HbIE () PeKThI.
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4) Jleotinoe uneubuposéanue PAAC: 1npu npHeMe JIEKapCTBEHHBIX IPENapaTos,

uarnoupyroumx PAAC cucremy, 0coOeHHO B cilydyae OJHOBPEMEHHOIO HX TNPHMEHEHHS C
npenaparamu, KOTopble Takke MOryT BIusTh Ha PAAC, BO3MOKHO N3MeHEHHE (PYHKIMH MOYEK,
BKJIIOYAsh pa3BUTHE OCTPOH [OYEUHOW HEJAOCTATOYHOCTH Yy MAIMEHTOB € IOBBILIEHHON
4YyBCTBUTEJIBHOCTBIO K 3THM npenaparam. [losromy, asoitHoe unrubuposanue PAAC, T.e.,
OJHOBPEMEHHOE MpPUMEHEHHE aHTaroHucra perentopa adruorensuHa Il w  uHrHOMTOpa
aHTMOTEH3MH-TIpeBpalaomero ¢gepmeHta oObIMHO He pekomeHjyercs. OjaHako B ciyuae
HeoOX0MMOCTH  10JI00Has  Teparus MOKeT HPOBOAMTHBCS Yy psja [alHUEHTOB I0cle
MOJITBEPIK/ICHUS €€ 0e30I11aCHOCTH.

5) Ha ¢one rtepanumu  ¢PumacapranoM  MOXKET  BO3HUKHYTb  MIPAH3UMOPHAA
CUMPMOMAMUYECKas apmepuaibias 2unomen3sus (HalpuMep, oK, MoTeps CO3HAHUs, OJIbIIIKA).
[Ipy NOSBICHUH STUX CHMITOMOB CIIEyeT OTMEHUTH INpernapaT M HayaTh HEOOXOMMYIO
CUMITOMATHYECKYIO TEparuio.

6) ApTepuasibHas THUINOTEH3MsI MOXKET TaK)Ke pa3BUTBCA Yy MAIMEHTOB, IOJIYYaloIuX
aHTaroHUCT peuentopa aHruorenszuna Il 6o epems anecmesuu (naprosza) u onepamuenbix
emewamenbcme 3a cyer uHruOupoanusi PAAC. B oueHb peAkux cilydasiX MOXKET pa3BUTHCH
TsOKelas apTepualibHasi THUIOTeH3us, TpeOyromas HHQY3HOHHONH Tepanu¥ M IMPHMEHEHHS
BazonpeccopoB. 7)Kak u B ciyyae INpUMEHEHHWs JPYTrHX THIIOTEH3MBHBIX IIPENaparos,
BBIPAKEHHOE CHHIKEHHE apTepUAIbHOIO JIABJICHUS Yy MALMEHTOB C ueMu4eckou 001e3nbio
cepoya wuiu  uwemuell cocyoos 20J106H020 M032d MOXKET YXYIHTH TEYEHHE OCHOBHOIO
3abonieBanus. [lpy JedeHHH HTOH TNOMYNSIUH TMAIMEHTOB HEOOX0AMMO co0/r01aTh 0Co0YI0
OCTOPOXKHOCTb.

8) OTCYTCTBYET ONBIT MpUMeHeHus npenapara Kanapd y naumeHToB nocie mpancnianmayuu
NOYKU.

9) VYV nauMeHTtoB  He2pouonou  pacel  OTMEUACTCS  CHWXKEHME  aHTHIHIEPTEH3MBHOM

3¢ GeKTHBHOCTH aHTArOHUCTOB PELENTOPOB aHrnoTensuua Il

Binsinne Ha crnocoOHOCTHL YNPABJASATH TPAHCIIOPTHLIMH CPEACTBAMH, MEXaHH3MaMH

Biusinue ¢umacapraHa Ha crnocoOHOCTb K YIPABICHHIO TPAHCIOPTHBIMH CPEICTBAMH M
MeXaHu3MaMH He u3ydaioch. OjHako, HWHOrja Ha (OHE NPUMEHEHMs T'MIIOTEH3MBHBIX
npenapaToB MOIYT BO3HMUKHYTb COHJMBOCTH W TOJIOBOKPYKEHHE, I09TOMY IIalMEHTOB,

NPUHUMAIOIINX (PUMacapTaH, HEOOXOIUMO MPEeAYIPEAUTH O CYLIECTBOBAHHH TAKOTO PHCKA.

®opma Bbinycka. TabrneTku, NOKpBITBIE IJIGHOYHOH oOosnoukoit, 60 mr u 120 wr.

[To 10 TabieTok B KOHTYPHYIO SUEHKOBYIO YIAKOBKY M3 O€loil Henpo3payHOH TPeXCIOHHON
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IUIGHKH  TOJIMBUHMIXJIOpU/ nojmdTuiaeH/nommsunnmaenxaopua  (IIBX/AID/MIBAX) w
QTIIOMUHUEBOH Goabru Uit 3anevarbiBanus. [1o 1, 2 uian 3 KOHTYpPHBIX SUEHKOBBIX YINAKOBOK

BMECTEC C HHCTp)’KLIPICﬁ 110 MC/IMIIMHCKOMY ITPUMCHCHHIO ITOMEIIAIOT B IMA4YKy M3 KapTOHA.

YeaoBusi XxpaHeHus
B 3amuineHHOM OT cBeTa MecTe npu Temreparype He Boie 25 °C.

XpaHHTb B HCJIOCTYITHOM 1151 JICTEH MecTe.

Cpoxk roanocru 3 roja.

He npumeHsITh 110 UCTEUYEeHUH CPOKa rOJHOCTH!
YeaoBus ornmycka. OTIyCKalOT 10 peUENnTy.

HOpuanyeckoe M0, HA KMSI KOTOPOI'0 BHIIAHO PErHCTPALHOHHOE Y/10CTOBEPEHHE
AO «P-®apm»

123154, Poccus, r. Mockaa, yi1. bepzapuna, a. 19, kop. 1

Ten. (+7 495) 956-79-37, daxc (+7 495) 956-79-38

E-mail: info@rpharm.ru

IlpousBoauresn
bopronur ®apmacsrotukan Ko.JIta, Pecniybnmka Kopes,
107, Heinau-po, TanBon-ky, Ancan-cu, Kénru-J10

107, Neungan-ro, Danwon-gu, Ansan-si, Gyeonggi-do, Korea

Oprannsanus, NPUHHUMAKOIIAs NIPeTeH3HH noTpeduTe el
AO «P-®apm»

123154, Poccus, r. Mocksa, yi. bepzapuna, 1. 19, kopr. 1
Ten. (+7 495) 956-79-37, ¢akc (+7 495) 956-79-38

E-mail: info@rpharm.ru
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