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IO MEJUITTHCKOMY IITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA
I ommaiin®

PerucrpanuoHHbII HOMeEp:
Toprosoe HamMeHOBaHHUe: Tommnaiu®

MexayHapoHoe HelaTeH TOBAHHOe HAMeHoBaHue: cHOyTpaMuH
JlekapcrBeHHas1 popMa: KarcyJibl

CocraB

1 xancviia 10 Mr COOEpIKHUT:

Heticmeyrouee eeryecmso: cubyTpaMuHa ruapoxiopuaa monoruapat — 10,0 mr.
Benomocamenvruvie 6ewyecmea: nakroza — 232,0 Mr, mejunrojioza MUKpPOKpUCTAJUIMUECKAsi, THII
102 — 30,0 mr, kpeMHHST TUOKCHJT KOJUTOWIHBINA — 1,0 MT, Maraus cteapat — 2,0 Mr.

Cocmage 0OONOUKI KANCYRbL:

Kporuweuxa xancynei: kpacutenb asopyomn (E122), wunpurokapmun (E132), Harpus
naypuicynbdaT, TUTAHA TUOKCH/T, KEJIATHH.

Kopnyc kancynvl: KpacuTeslb COJHEUHBIM 3akar dkentbii (E110), kpacuTenb XUHOJIUHOBBIN
skenteiil (E104), Hatpus naypuicyibdart, THTaHA THOKCH/T, JKEJIATHH.

BemomMoraTenbHbIe BENeCTBa, HAIHMYKME KOTOPHIX HAJIO VUMUTHIBATH B COCTaBe JICKAPCTBEHHOTO
mpemnapata: Kaxgas TalbiieTka cojepkut 232,0 Mr JakTosbl, KpacuTenb aszopyoun (E122),
KpacuTesb CoJHEeUHbIN 3akaT kenatbid (E110) (eMm. pasmenbl «IIpoTuBomokazanus», «Ocobbie
YKazaHUusD).

1 xamcyia 15 MT CONepIKUT:

Heticmeyrowee eeujecmso: cubyTpaMUHa THIPOXJIOpHIa MOHOTHIpaT — 15,0 Mr.
Benomocamenvuvie eewgecmea: nakroza — 227,0 Mr, 1eJUTI0I03a MUKPOKPHUCTAIUTHYESCKAS, THII

102 — 30,0 mMr, kpeMHHUS TUOKCH] KOJUTOUAHBIN — 1,0 M, MarHus cteapaT — 2,0 Mr.

Cocmae 0b6ONOUKU KANCYNbL:

Kpviwieuxa xancynet: xpacutenb azopyoun (E122), wumgurokapmun (E132), wHatpus
JIaypuicyiabdat, THTAHA JUOKCU, HKEJTATHH.

Kopnyc xancynuvi: HaTpus Jaypwicyibdat, TATAaHA JUOKCH]T, JKEJIATHH.

BenomMoraTenbHble BeNeCTBA, HAJIMYKME KOTOPBIX HAJIO YUMUTHIBATh B COCTaBe JICKAPCTBEHHOTO
mpemnapata: Kaxmasi Tabierka cofep:kur 227,0 Mr JakToswl, KpacuTesdb asopyoun (E122),
KpacuTelslb coHeuHbIH 3akaT kenthiit (E110) (em. paszmemst «lIpoTuBomokazanusi», «Ocobbie

YKazaHUusD).
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Onucanue

Kancynol 10 me: TBep/IbIe JKEJIATHHOBBIC KATICYJILI pazMepoM No2 ¢ CHHEH KPBIISUKON U JKEJITBIM
KOPILYCOM, COJISpIKaIIie MOPOIIOK OT OeJI0ro 10 MOUTH OeJIoTo I[BeTA.

Kancynor 15 m2: TBeppble jKeTaTHHOBBIE KaICyJIbl pazMepoM Ne2 ¢ cHHeH Kpbllieukol u OelbIM

KOPITyCOM, COJIepKallie MOPONIOK OT OeJIoro A0 MOUTH 6eJIoro IBeTa.
dapmakoTepaneBTHUYeCKas TPYIIIA: IIpeNapaThl I JSUSHUS 0KUPSHUSL, KpOME JIMe TUUSCKUX
IPOAYKTOB; MperapaThl JJIs JIeUSHUS OKUPEHUS LIEHTPAJIbHOTO JeHCTBUS.

CubyTpaMuH OTHOCHUTCSI K CIHHCKY CHJIBHOJACHCTBYIOMIUX BEIIECTB, YTBEPIKICHHOMY
[ToctanoBnenueM npaputenabeTBa PO o1 29.12.2007 1. Ne964.

Kox ATX: AOBAAIQ

dapMakoornyecKre cBolicTBa

CulyTtpamMuH sBJISIeTCS IPOJICKApCTBOM M MPOSIBIISIET CBOe JEHCTBHE In VIVO 3a CUeT
MeTa0O0IUTOB (NEpBHUYHBIX M BTOPUYHBIX aMHHOB), MHIUOHPYIONMX OOpaTHBIH 3axBaT
MOHOAMHUHOB (CepOTOHMHA, HOpaJpeHAJIMHA U JodaMuHA). YBEJIUUYEHHE COJEpIKAHUA B
CHHAIICaX HEUPOTPAHCMHUTTEPOB IIOBBINIAET aKTHBHOCTH LEHTpaJIbHBIX SHT-cepoTOHMHOBBIX M
a/IpeHePTUYECKUX PpEIeNTOPOB, YTO CIHOCOOCTBYeT YBEJIMUCHHIO YYBCTBA HACBHIMICHHUS H
CHIDKSHHUIO MOTPeOHOCTH B MHINE, a TAKKe YBEJIMYCHMIO TePMOIPOAYKIUH. OnocpenoBaHHO
aKTUBUpYs OeTaz-aJApeHOPELeNTOPbl, CHOYTpaMHUH BO3JSHCTBYeT Ha Oypylo JKMPOBYIO TKaHb.
CHmwkeHHe Macchl Tejla COIPOBOXKIASTCSl YBEJIMUYSHHEM KOHIEHTpAIMM B IUIa3Meé KpOBH
JunonpoTenHoB Bbicoko# tWioTHOocTH (JIIIBII) M moHmwkKeHWMEeM KOJHMYEeCTBA TPUTIIUIICPHUIOB,
ofIero XoJjieCTepuHa, JUNONpPOTeHHOB HU3KoM miotHocTH (JIIIHII) M MoueBoM KHCIOTHL
CubyTpaMuH U ero MeTaboJIUTHI He BJIUSIOT Ha BRICBOOOXK/ICHHE MOHOAMUHOB, HE HHTHOUPYIOT
MoHoamMuHOOKcHAa3y (MAQO); o01aialoT HHU3KHM  CpPOJACTBOM K  OOJIBIIOMY  YHCIY
HEeHUPOMETMATOPHBIX pellenTopoB, BKiIovas ceporoHuHoBsie (5-HT1, 5-HTia, 5-HTis, 5-HT2c),
aapeHepruueckue (6etar, O6etay, Oetas, anbdai, asbdaz), ropamunossie (Di, D2), MyckapuHOBBIE,
ructamuHoBsie (Hi), Genzoquazenunobie U riryramarubie (NMDA) penentopsl.
Dapmaxoxkunemuxa

[Tocne mpuema BHYTpH OBICTPO BCACBIBASTCA M3 JKeNMyqouHO-KHIeuHoro Tpakra (OKKT) He
MeHee uyeM Ha 77 %. Ilpu «mepBHYHOM MPOXOXKASHHUW» 4epe3 II€UeHb I10/IBepraercs
ouotpancopmanuu noj BiausHUeM uzodepmenta CYP3A4 ¢ oOpasoBaHHeM JBYX aKTHBHBIX
MeTabonmuToB (MoHomecMeTwicuOyTpamua (M1) u mumecmetwicubytpamun (M2)). Ilocme
npueMa pa3oBod 703kl 15 Mr MakcuMalibHas KOHI[GHTpalusi B IUiazMe KpoBU (Cnax) M1
coctapisieT 4 Hr/mi (3,2-4,8 Hr/mi), M2 — 6,4 ur/miu (5,6-7,2 Hr/mi). Cmax TOCTHTASTCS Uepes
1,2 u (cubyrpamun), 3-4 u (M1 u M2). OnHOBpeMeHHBIH NpHeM NHUIMH TOHMWKAET Cmax

MeTabonutoB Ha 30% U yBeIHMUMBACT BpeMs ee JocTxkeHus Ha 3 1, He usmensas AUC. Beictpo
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M2). PaBHoBecHas] KOHIICHTpAIIMSI aKTUBHBIX MeTaOOJIMTOB B IUIa3Me KPOBHU JOCTUTASTCS B
TeueHue 4 HeH Mocie Havajla IPUMEHEHHUs] U IPUMEPHO B 2 paza IPEBbIIIAET KOHIICHTPAIUIO B
IUIa3Me KpOBH IOCie MpHeMa pas3opoi 103wl [lepuon mosyewiBegeHus cubyrpamuna — 1,1 |,
M1l — 14 4, M2 — 16 4. AKTHBHbIE METaOOJMTHI TOJBEPralOTCS THAPOKCHIHPOBAHUIO H
KOHBIOTAlMK ¢  0o0pa3oBaHUEM  HEAKTUBHBIX  METAOOJIMTOB, KOTOpbIE  BBIBOJATCS
IIPEUMYIECTBEHHO IMOYKAMH.

HUwmeromuecs: B HacTosIIee BpeMsi OTpaHUYCHHBIC JaHHbIE HE YKAa3bIBalOT Ha CYIIECTBOBAHHUE
KJIMHUYECKH 3HAUUMBIX Pa3Iuui B papMakoKHHETHKE Y MYKUUH H JKSHIHH.

JInIa IMOKHI0ro BO3pacTa

(QapMaKOKMHETHKA Y ITOXKHJIBIX 3JOPOBBIX JIULL (CpelHUH Bo3pacT 70 J1eT) aHaJIOTHYHA TAKOBOH Y
MOJIO/IBIX.

Iloueunas nedocmamournocmo

IToueynasa HeMOCTATOUYHOCTH He oKaspiBaeT Aedicteusa Ha AUC akTuBHBIX MeTaboimTor M1 um
M2, xpome wmerabGomuta M2 y TIAIMEHTOB ¢ TEePMHHAJILHOH CTajguedl MOYCUHOU
HE/I0CTATOYHOCTH, HaXO/SIMXCs Ha THATIN3e.

Ileuenounas HeOOCMamoYHOCb

Y DanueHTOB ¢ YMEpeHHOM IeUeHOUYHOM HEeJOCTATOYHOCTHIO IMOCJe OJHOKPAaTHOTO IpHeMa
cubytpamuta AUC akTupHBIX MeTaGomuToR M1 u M2 Ha 24 % BbIIIe, YeM Y 3JOPOBBIX JIHII.
IloxazaHu s K IPHMMeHEeHHIO

[Ipemapat [Nonnmaiin® mokasaH K MPUMEHEHHIO V B3POCILIX MAIHSHTOB OT 18 mo 65 ser nng
CHWDKEGHHSI MAcChl TeJla IIPH CJIEAYIONUX COCTOSHUAX:

- aJTIMeHTapHOE OKUPEHHe ¢ HHAeKcoM Macchl Tera (MMT) 30 kr/m? u Gonee;

- aIMMEHTApHOE OXKHMPEHHE ¢ MHISKCOM Macchl Tejia 27 Kr/M* 1 Gojiee B COUSTAHHM ¢ CaXapHbIM
auaGeToM 2 THIA U JUCITUIIUIEMHUEH.

IIpoTHBONIOKA3aHUA

- THIIEPUYYBCTBUTENILHOCTE K CHOYTpaMHMHY W/HIM JIIOOOMY M3 BCIIOMOTATeJIbHBIX BEHIECTB B

COCTaBeE IIpeIiapara;

HAJIMYUE OpPTAaHUUECKUX IPUUUH OXKHUPEHUS (HApUMEp, THIIOTHPEO3);

CCPBE3HBIC HAPYIICHUA ITUTAHUA — HCPBHAA aHOPCKCHUS WA HEPBHAsA GYJ'II/IMHSI',

IICUXHYCCKHC 3360J16B21HI’I$I',

cunipom JKuiib fie 151 TyperTa (TreHepaliu30BaHHbIE THKH),

OJTHOBpEMCHHBIM TpueM HHTHOHTOpoB MAO (mampumep, deHTepMuHa, (eHbIypamuna,
nexcdendiypaMuHa, >TuiaMpeTaMuHa, >deIpHHa) WK IPUMEHEHHE B TeUeHHUE 2-X HeJelb J10

npuemMa npenapata 'onmain® u 2-X Heeb MOcJie OKOHYAHUS €T0 IpueMa APYTUX IIpenapaTos,
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CEepOTOHMHA (HAlpUMep, AHTH/SIIPECCAaHTOB, HEHUPOJISNITUKOB); CHOTBOPHBIX IIPENapaTtos,
COJIepKANIUX TPUNTO(AH, a TaKKe JIPYTHX MPeNapaToB HEHTPAIbHOTO ASHCTBUS JJI CHUKCHHUS
Macchl TeJla WM JJIs1 JISUeHUS ICUXUUECKUX PacCTPOUCTB;

- CepAeUYHO-COCYTUCThIe 3a0osieBaHMsl (B aHAMHe3e WIM B HACTOSIIEE BpeMs): HIIeMHYEcKas
OGone3ns cepana (uHpapkr wmuokapga (MM), creHokapaus), XpoHHUECKasl cepAcuHast
HEJIOCTATOYHOCTh B CTAUH JCKOMIICHCAIIMH, OKKJIIO3HOHHBIE 3a00sIeBaHUs NepUpepHuScKUX
apTepuH, TaXWKapAus, apuUTMUsL, IepeOpoBacKyJisApHbIe 3a001eBaHUs (MHCYJIBT, TPAH3UTOPHBIS
HapyIIeHUsI MO3TOBOTO KpOBOOOpaIeHUs),

- HEKOHTpOJMpyeMas apTepHaJlbHas THIEpTeH3HA (apTepHaibHOe JapiieHue (AJl) Beime
145/90 MM pT. cT.);

- 3aKpBITOYTOJIbHAS JIAYKOMA;

- THPEOTOKCHKO3;

- TsDKeJIbIe HapyIIeHusl GYHKIUH MeUeHU W/ WIN TI0YeK;

- ToOpokadecTBeHHAsI TUIIEPILIA3Us IPECTaTeIbHOM JKeJIeshl;

- (peoxpomonuTOMa;

- yCTaHOBJICHHAsI (hapMaKoJIOTHYecKast, HApKOTUUYECKAs HIIH AJIKOTOJIbHASI 3aBUCHMOCTD;

- HENEpEeHOCHMOCTh TaJaKTO3bl, Je(QUIMT JaKTasbl Jomaped WIH TJI0KO30-rajakTo3Has
MaThabcopOIus;

- OepeMEeHHOCTh U MIEPUO/ IPY/IHOTO BCKapMIIUBAHUS,

- BozpacT 10 18 jet u crapme 65 Jer.

C 0CTOPOKHOCTBIO CJe[yeT Ha3zHauaTh Hpemapar [omiiaiH® IpH CleAYIOMUX COCTOSHHSAX:
ApUTMHUU B aHAMHe3e, XPOHMUYSCKOM HEJTOCTATOUHOCTH KpoBooOpaleHus, 3a00JeBaHMIX
KOPOHApHBIX apTepuid (B T.U4. B aHaMHe3e), KpoMe HIIeMuueckou Oosesnu cepamna (UM,
CTEHOKApJUH), IJIayKoMe, KpPOME 3aKpBITOYTOJIbHOM TIJIAYKOMBI, XOJIEJMTHA3E, apTepHabHOU
THIEPTeH3UU (KOHTPOJUPYEeMOW M B aHAMHE3e), HEBPOJIOTMUECKMX HApYIICHMSX, BKIIIOYAs
3a/1epKKY YMCTBEHHOTO Pa3BUTHS M CYJOPOTH (B T.U. B aHaAMHe3e), SIHJICIICUH, HApyIIeHUH
(YHKIIMHU TIeUeHHU W/HIIK MOYeK JISTKOW U cpe/lHeH CTeNeHHU TsDKECTH, MOTOPHBIX M BepOaIbHBIX
THKAaX B aHAMHe3€e, CKJIOHHOCTH K KPOBOTEUYEHHIO, HApYIISHHIO CBEPTHIBAEMOCTH KPOBH, IIpHEMe
IpenapaToB, BIMSIONIUX Ha TeMOCTa3 WIH (PYHKIMIO TPOMOOIIUTOB.

IIpyMeHeHMe B Iepuoj GepeMeHHOCTH U I'PY/JHOT 0 BCKAPMJIMBAHUA

bepeMeHHOCTD

ITockoMbKy [0 HACTOANIETO BpPEeMEHH HE HMeeTCs JOCTaTOYHO OOJIBIIOTO KOJIMYeCTBA
UCCJICTOBAHUHM B OTHOIICHHUH O€30IACHOCTH BO3JCHCTBUA CHUOyTpaMHMHA Ha IUIOJ, JAaHHBIN

mperapat MNpoTHBOIIOKa3aH B IICPHUO] 6epeMeHHOCTI/I.
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JlakTarus
®

ITpoTuBONIOKa3aHO IPUHUMATS IIpenapat ['ojulalin® Bo BpeMsi IpyAHOTO BCKapMJIMBAHHUSL.
JKeHuunvl ¢ 0emopoOOHbIM NOMEHYUATIOM

JKeHmuHbI, HaxXoANIMECs B PeNpoJYKTHBHOM BO3pacTe, BO BpeMs IpHeMa Ipenapara
I"omuialiH® TOJDKHBI TOJIB30BATHCSA KOHTPALGITHBHBIMU CPEACTBAMHU.

Crioco6 nmpyMeHeHHs U 1035bI

Ipenapar Tomuiaitn® mnpunmMaror BHYTp 1 paz B cyTkd. JIo3y YCTAaHABJIMBAIOT
UHIUBUIYAJIbHO, B 3aBUCHUMOCTH OT TEPSHOCHMOCTH U KIMHHYECKOH 5S()(PeKTUBHOCTH.
Pexomennyercsi HadasibHas jo3a 10 Mr, npu MI0XOM NepeHOCHUMOCTH PEKOMEH/I0BAH IEPEBOJ
NanEeHTa Ha TpueM npenapara [omuiaiin® B oze 5 Mr. Kancysisl ciie/lyeT IpHHEMATh yTPOM,
HE pa3KeBbIBas M 3alMBasl JOCTATOUYHBIM KOJHUYECTBOM JKMJKOCTH (cTakaH BoJbI). [Ipemapar

Tommnaiu®

MOJKHO TIPUHUMATH KaK HATOMIAK, TaK M COUETATh C IPUEMOM THITH. EcTu B TeueHHe
4-x HeZeNb OT HaYaJla JICUSHUsSI He JIOCTUTHYTO CHIDKEHHE Macchl Tesla Ha 5% u Oolee, To J03a
YBEJIMUUBALTCA 10 15 MT/CyT.

Jleuenne mpenapatom Lommiaia® He JODKHO NpoJoKaThes Gojlee 3 MecsleB Yy NAIHEHTOR,
KOTOpbIe HETOCTATOUHO XOPOIIO PEearupyroT Ha Tepaluio, T.e. KOTOPhIM B TeUeHHE 3-X MECAICB
JIeYCHUSI HE YIaeTcsl JOCTUTHYTh CHIJKEHHSI Macchl Tesia Ha 5% OT HCXOJIHOTO 3HAYCHUSL.
JleyeHue He creayeT MpoOJOKATh, €CIM IpH JajbHEHIIeW Tepamuu, Mocjie JOCTUTHYTOTO
CHI)KCHHSI MAcChl Tella, MalMeHT BHOBh NMpHOaBIsieT B Macce Tena 3 Kr U Gosee. JTHTEILHOCTD
JIeYCHUsI He JIOJDKHA TMPEBBIMATh 1 TOJA, MOCKOJBKY B OTHONICHHH OoJiee MpPOJODKUTEIHLHOTO
nepuo/Ia nmpuemMa cuoyrpaMuHa JaHHbie 00 3G PeKTUBHOCTH U Ge30MACHOCTH OTCYTCTBYIOT.
Jleuenne mnpenaparoM LomanaliH® MODKHO OCYHMISCTBIATHLCS B KOMIUIGKCE C JIHETOM H
(UBHYSCKUMH YIPAKHSHUSIMH 10T KOHTPOJIEM Bpada, UMCIOMETO MPAKTHYSCKHH OTIBIT JICUCHUS
OJKHUPCHHSI.

HesxenarennHble peaKkiiuu

Yame Bcero He)kenaTesIbHbIE pPeaKIMM BO3ZHUKAIOT B Hayajie JieUueHHUs (B IepBble 4 HeIeH
npuema). UX BhIpaKeHHOCTh M YacTOTa ¢ TeUCHHEM BpeMeHH ociabeBaroT. HexenatenbHbie
peaKlUU HOCAT, B ICJIOM, HETsDKeJIBIH UM oOpaTuUMbIH xapakTep. HexenmaTesnbHbIe peakivu, B
3aBUCHMOCTH OT BO3JICHCTBUSI Ha OpraHbl U CHCTEMbI OPTAHOB, MPEJICTABICHBI B CIEAYIOIEM
nopsiyike: oueHb acto (> 10 %), wacto (= 1 %, HO < 10 %).

Hapywenus co cmoponvl HepsHOll cucmemsl: OUSHb YACTHIMU HEKeNaTeJIbHBIMH peaKIUsIMU
SIBJISIFOTCST CYXOCTh BO PTY M OSCCOHHUIA, aCTO OTMEYAIOTCS TOJIOBHAS 60JIb, TOJIOBOKpPY)KEeHHE,
OeCTOKOUCTBO, MAPECTe3HH, a TAKIKE H3MEHEHHE BKYyCa.

Hapywenus co cmoponst cepoya: 4acTo BCTPEUAIOTCS TaXUKAP/IUs, OMYIICHHE cepIIeOneHHUSL.

Hapywenus co cmoponst cocyoos: 4acto BCTpedaroTes moBbimeHue AJl, BazoauiaTamus.
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9acTO TONIHOTA U 000cTpeHne reMopposi. IIpu CKIOHHOCTH K 3amopaM B IIepBbIe THU HEOOXOIUM
KOHTpOJIb 3a SBaKyaTopHOW (yHKIMeH KumieyHuka. llpu BO3HHKHOBEHHMH 3amopa IpHEM
MpeKpanmaioT U IPUHAMAIOT cIabuTeIhHOE.

Hapywenus co cmopoust Kooy u NOOKOJNCHLIX MKAHel: YacTo OTMeYaeTCs MOBBINICHHOS
MOTOOT/ICJICHHE.

B enqMHUYHBIX CIOyYasX MPH JICUSHHH CHOYTPAMUHOM OIHUCAHBI CISAYIONHES HEeKeIaTeThHbIC
KJIMHUYSCKH 3HAUMMBIC SIBJICHUS: JUCMEHOpEs, OTEKH, T'PUIIIONOAOOHBIN CHHIPOM, 3y KOXKH,
6onp B crnmHE, OO B JKHUBOTE, MapaJIOKCATBHOS IOBBINICHHE AMMeTHTA, KAXKJIa, PHUHHT,
JICTIPECCHsL, COHJIMBOCTh, SMOIIMOHAJIbHASL JIAOWIBHOCTh, TPEBOKHOCTh, Pa3Jpa’KUTEIBHOCTD,
HEPBO3HOCTh, OCTPBIM MHTEPCTUIHAILHBIA HePpUT, kpoBoTeueHHs, nypnypa [llenneiin-I'enoxa
(KpOBOMBITUSIHUS B KOXKY), CYIOpPOTH, TPOMOOIMTOTICHHS, TPAH3UTOPHOE TIOBBIMICHUES
AKTUBHOCTH «II€UCHOUHBIX» (DEpPMEHTOB B KpPOBH.

Hsmenenus cepOedHO-coCyOUCmOTi cucmemul

HaGmomaercsi ymepeHHbIl ogbeM AJl B mokoe Ha 1 - 3 MM PT. CT. M YMEPEHHOE yBeIHUCHHE
nyasca Ha 3 - 7 y1apoB B MUHYTY. B OT/IeIbHBIX Cllydasix He UCKIIIOUAoTCs OoJiee BhIpaXKeHHbIS
noBbimieHUsT AJl ¥ 4acTOTHI cep/IeUHbIX cokpameHul. Kimauuecku 3HaunMbie u3MeHeHusT Al u
NYJIbCa PETUCTPUPYIOTCS MIPSUMYIIECTBEHHO B HavuaJle JieueHus (B mepebie 4 - 8 Heeb).

®

Ipumenenue npenapama IL'ononaiiv® y nayuenmos ¢ nosvieHHoiM AJ[: oM. pasJensl

«IIpotuBomnokazanusi» u «Ocobble YKazaHUS».

Onucanue OT/IeJbHBIX HEIKEeTATSIbHBIX PeaKIui

B xo/le mocTMapKeTHHTOBBIX HCCIICTOBAHHUH ObLIM OTIMCAHBI JIOMOJHUTE/IbHbIC HEKeaTe/IbHbIe
peaKIluH, TIepEUHCIICHHBIC HU)KE M0 CHCTEMaM OPTaHOB!

Hapywienus co cmoponst cepoya: MepliaTeIbHASI ADUTMHSL

Hapywenus co cmoponsvt UMMYHHOU cucmeMbl: PEaKIUH TUIepUYyBCTBUTEIBHOCTH (OT
YMEpPEHHBIX BBICHITIAHUN Ha KOKE M KpAlUBHUIBI O AHTHOHEBPOTHYECKOTO OTeKa (OTeKa
Keunke) u aHaHIaKCHR).

Ilcuxuueckue Hapyuwienus: TCUX03, COCTOSHUSL CYHIIUIAIBHO HANPABICHHOTO MBINLICHHUS,
cyuniu U Manust. [Ipy BORHUKHOBEHHH MTOJOOHBIX COCTOSIHUH MpenapaT HeoOX0AUMO OTMEHHUTH.
Hapywenus co cmoponst HepsHOli cucmemul. CyJOPOTH, KpaTKOBpEMEHHbIC HAPYIIISHUS TAMSITH.
Hapywienus co cmoponst opzana 3peHus. 3aTyMaHUBaHUE 3peHUsI («I1eJIeHa Tepe/T TJIa3aMu» ).
Kenyoouno-kuuiedHvle Hapyuienus: THapesi, ppoTa.

Hapyuienus co cmoporsl KOJCH 1 HOOKOHCHLIX MKAHET:! allOTIeTIHSL.

Hapywienus co cmoporst nodex 1 Mo4esvleo0suux nymeii: 3aJiepKKa MOUH.

Hapywenus co cmopoHvl penpoOyKmMu6HoON cucmemvt U MONOUHBIX Oicene3! HapYIISHUs
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KPOBOTCUCHHSL.

IlepenozupoBka

HNmeroTcsa KpaliHe orpaHHYeHHBIC JIaHHBIE [0 TOBOJY TEPSAO3HPOBKH CUOyTpaMHUHA.
Crenuduuecknue NpU3HAKA TEepeJOZHUPOBKH HEHU3BECTHBI, TeM HEe MeHee, CJIeAyeT YUUTHIBAThH
BO3MOJKHOCTH 00Jiee BBRIPAKEHHOTO MIPOSIBJIICHUS HeXKeJlaTeIbHbIX peakimid. CrieyeT H3BECTUTH
CBOETrO JIeYaI[ero Bpaya B CIydyae BOZHUKHOBEHUS IPeANoIaraeMon IMepe/103UpOBKH.
CuMnTOMBI: TaXUKapAus, NoBeImeHue AJl, ronoBHas 60Jb, TOJOBOKPYKEHHUE.

JleueHue: Kakoro-mmbo CHEIUATBHOTO JICUSHHS U CHCIU(PUUSCKUX aHTHOTOB HE CYMISCTBYET.
Heo6x01uMO BHITIONHATH OOIHe MEPONPUITHS: 00ecTIeYuTh CBOOOIHOE AbIXaHHe, HabIIoJaTh 3a
COCTOSIHUEM CepJIeUHO-COCY/IUCTOM CHCTeMbI, a TakKe IpHU HEeOOXOJUMOCTH OCYIIECTBUTH
IOJIJTSPIKUBAOIIYIO CUMIITOMATHUYECKYIO TepaIuio. CroeBpeMeHHOE MIpUMEHEHUE
AKTUBHPOBAHHOTO YIJIA MOXKET YMEHBIIUTH BCachlBaHME CHOyTpaMHHA B KHUIICUHHKE.
[IpombiBaHHE KeTyJKa TAaKKE YMEHBINAST BCAChIBAHUE Tpenapara. llaiueHTam ¢ MOBBIIISHHBIM
AJl ¥ TaxukapAued  MOXKHO Ha3HAUMThL  Oera-agpeHoOmokaTophl. D deKTHBHOCTD
(opcUpOBaHHOTO UYpe3a UK TeMO/IMalIN3a He YCTAHOBJICHA.

B3aumonelicTBHe ¢ IPYTHMH JIeKapPCTBeHHBIMI CpeAcTBAMU

HWHruOuTOphl MHKPOCOMAJIBHOTO OKHCJICHHS, B T.4. HHTHOUTOphI u3odepmenta CYP3A4
(KeTOKOHA30JI, SPUTPOMHMIINH, NHUKIOCIIOPHUH M [Ip.) MOBBIMIAIOT B IUIa3Me KOHIICHTpPALUU
MeTaboNUTOB CUOYTpaMHUHA € TMOBBIMCHUEM YaCTOThI CepJ/ISUHBIX COKpAIIEHHUH U KIMHUYESCKH
HECYIIECTBeHHbIM yBeauueHueM wuHTepBasia QT. Pudamnunub, aHTUOHOTHKU W3 TPYIIbI
MakKpoJIUIoB, (eHuTOMH, KapOamazenuH, (eHoOGapOHUTal M JIeKCaMeTazoH MOTYT YCKOPSTh
MeTabonu3Mm  cuOyrpamuHa. OJHOBpeMEHHOE TPUMEHEHHE  HECKOJBKHUX  IperapaTtos,
MOBBIMAIOIUX COJIEPIKAHUE CEePOTOHHWHA B IUJIa3Me KPOBH, MOXKET IPHUBECTH K PA3BUTHUIO
CePBE3HOI0 B3aMMOJCHCTBUSL. Tak Ha3bIBacMbIH CEpPOTOHHHOBBIM CHHJIPOM MOJKET Pa3BUTLCS B
peAKUX CJIydasix IpH OJHOBPEMEHHOM IIPUMEHEHHH CHOYTpaMHMHAa ¢ CeJeKTUBHBIMU
UHTHOUTOpaMH OOpaTHOTO 3axXpaTa CEepOTOHHMHA (IMpemapaTaMH Uil JICUCHHUS JENIPECCHH), C
HEKOTOPBIMH IIperapaTaMd UIA JICYeHUST MUIPEHHM (CYMATpUIITaH, JUTHJIPOSPTOTAMHH), C
CWIBHOJCHCTBYIOIMIUMH  aHAJbIeTHKAMU  (TIHTA30IMH,  TETUAWH,  (QeHTaHW),  WIH
NPOTUBOKANLJICBLIMH TpenapaTamMu (JiekcTpometopdan). CubyTpaMUH He BIUSCT Ha JeHCTBHE
epOPATbHBIX KOHTPAI[CITUBHBIX CPEJICTB.

[Ipu omgHOBpeMeHHOM TMpHeMe CHOyTpaMHHA U QJKOrojisi He ObUIO OTMEUEeHO VCHICHUS
HETaTUBHOTO JIeHCTBUA ankoroysi. OJHaKO aJKoroib aOCONIOTHO HE COUYeTAeTCsl ¢

PEKOMCHIAYEMBIMHU IIPH IIPUCME CH6y’I‘paMI/IHa JUCTHYCCKUMU MCPOIIPUATHAMH.



COOTBETCTBYET 3KCMNEPTHOMY OTYETY

oT 25 05 2023 Ne S -

RS AN s
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reMocTas WM (YHKIUIO TpOMOOIIUTOB, YBEJIMUMBACTCS PHCK Ppa3BUTUSL KPOBOTCUCHUH.
JlexapcTBeHHOE  B3aMMOJICHCTBHE IIPH  OJHOBPEMEHHOM IIPHUMEHEHMM CHOyTpaMHHa ¢
IpernapaTaMy, MOBBIMAIOMUME AJl U 9acTOTy cep/euyHbIX COKpAIleHWM, B HACTOsIee BpeMs
HEJOCTATOYHO IIOJIHO HM3Y4YeHO. DTa TpyNNa MpenaparoB BKJIOYaeT JeKOHIeCTaHTHI,
IPOTUBOKAILJIEBbIC, MPOTUBOIPOCTYAHBIE M MPOTUBOAJUICPTHYECKHE IIpenapaThl, B COCTaB
KOTOPBIX BXOJAT 3depuH uiH ncepaoddeapus. [losToMy B citydasx oJTHOBpPEMEHHOTO IMpHeMa
STUX IIpemapaToB ¢ CHUOYTpaMHHOM cleAayeT coOoJaTh OCTOpPOKHOCTh. CoOBMECTHOE
IpUMeHEeHHe cUOyTpaMUHA ¢ IpenapaTaMy Uil CHH)KEHMS MAacChl Tesa, JeHCTBYIOMIMMH Ha
IIEHTPAJIbHYIO HEPBHYIO CHCTEMY, WIH IIpellapaTaMH /ULl JICUSHHs! IICUXUYECKHX PAacCTPOHCTB
IIPOTHBOIIOKA3AHO.

Oco0ble ykazaHu s

CubyTpaMuH cllelyeT IpUMEHSITh TOJIBKO B TeX CIy4asx, KOrJa BCe HeMeJUKaMEHTO3HbIe
MEpOIPUSITHST TI0 CHI)KEHUIO Macchl Tela Manod((eKTUBHBI, €CIM CHU)KCHHE MAacchl Tesa B
TeueHHe 3-X MECSIEB COCTABUIIO MEHEe 5 KI.

Jleuenne cuOyTpaMHHOM [OJDKHO OCYIIECTBIISITBCA B paMKaX KOMIUISKCHOM Tepamuu 110
CHIDKCHHMIO Macchl Tejla I10J KOHTPOJIEM Bpada, HUMEIOMEro INPaKTHYeCKHH OIBIT JICUeHUs
oxupeHusi. KoMIulekcHas Tepanus BKIIOYAeT B ce0s Kak U3MEHEHHUE JUEeThI U o0pasa XKHU3HH, TaK
U yBeIUUeHHe (U3NYeCKON aKTUBHOCTH. Ba)KHBIM KOMITOHEHTOM TEpAaIllUdH SIBJISICTCS CO3aHUES
OPeANOCHIIOK K CTOMKOMY W3MEHEHHIO IpUBBIUCK IHTAHHUA W o0paza JKU3HH, KOTOpbIe
HeOOXOMUMBI JUISl COXpAaHEHHsI JOCTUTHYTOIO CHMJKEHHS MacChl Tejla M IIOCIe OTMEHBI
Me/IMKaMeHTO3HOM Tepamuu. IlampeHtam HeoOXoaMMO B paMKaxX Tepalud CHOYTpaMHHOM
U3MEHUTh CBOW JXKU3HCHHBIM YKJIA/ M IPUBBIYKA TaKMM 0Opa3oM, YTOOBI MOCJE 3aBepIISHUS
JIe4eHUsI 00SCIICUNTh COXpAaHeHHE JOCTUTHYTOTO YMEHBIICHHsI Macchl Tesa. IlarueHTs JomKHbBI
4eTKO IPeACTaBIATh cebe, YTO HecoONIOACHHe PTHX TpeOoBaHUHM INpHBeJeT K IOBTOPHOMY
YBEJIMUEHHUIO MAcChl TeJIa U IOBTOPHBIM OOpaleHHUSIM K JIeHaleMy Bpauy.

Y manueHToB, NPUHUMAIONMX CHOYTpaMHUH, HEOOXOJUMO M3MepsiTh ypoBeHb AJl M 9acToTy
CepJleUHbIX COKpallleHMH. B 1nepsble 3 MecsAla JieYeHHs O5TH IapaMeTpbl  CJIEAYET
KOHTPOJIMPOBATh KaK/ble 2 HeJ/lelIu, a 3aTeM e€3KeMeCsI9HO. ECIM Bo BpeMs IBYX BU3UTOB IOJPSIT
BBISIBJISIETCS] YBEJIMUEHHE YacTOThI CEPJSUYHBIX COKpAIleHHH B Iokoe =~ 10 ynapoB B MUHYTY HJIH
CHCTOJIMYECKOTO/JUACTOIMYESCKOTO JAaBjieHust =~ 10 MM pr. CT., HeoOXOJUMO IpeKpaTHUTh
JedeHue. Y TAlUEHTOB ¢ apTepHaIbHON THIEpPTeH3UEH, Y KOTOpHIX Ha (pOHE T'MIIOTeH3UBHOM
Tepanuu ypoBeHb AJl Boime 145/90 MM pT. CT., STOT KOHTPOJIb JOJKEH IMIPOBOUTHCS 0OCOOSHHO
TIIATeJIPHO W, TPH HEOOXOJMMOCTH, depe3 Oojiee KOPOTKHE MHTEpBAIbl. Y MAIUCHTOB, Y

KoTopbIX AJl ABaXKApl TIpU TMOBTOPHOM H3MEPEHHMH NpeBbIMAalo ypoBeHb 145/90 mm pT. cT.,
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JICUCHHC CH6yTpaMHHOM JOJDKHO OLITH OTMEHEHO.

Y MamueHTOB ¢ CHHIPOMOM aIlHO® BO CHE HEOOXOAUMO OCOOSHHO TINATEJIbHO KOHTPOJIHUPOBATH
AJl

OcoGoro pHHMaHHS TpeOyeT OJHOBpEMEHHOE Ha3HAUCHHE IMPerapaToB, YBEIUUHBAIOIIUX
uateppasl QT. K stum mpemapatam oTHocaTcsS Hi-THCTAMHUHOBBIX peIENTOPOB OJIOKATOPHI
(actemuzon, TepdeHAUH);, aHTHAPUTMHUYSCKHE MpemapaThl, yBeJuduBaromue wuutepBan QT
(aMHOOpOH, XWUHWIWH, (QICKAaUHHU], MEKCHJICTHH, MponadeHoH, COTAJIoN); CTUMYISATOP
MOTOPHKH JKEJIYIOYHO-KUIIEUHOTO TPaKTa U3ANPHU/T;, TTUMO3HUI, CEPTUHAOI U TPUITUKIUUSCKUE
AHTHUJICTIPECCAHTBI. DTO KAacaeTCsl U COCTOSIHHM, KOTOpbIe CIIOCOOHBI MPHBOIUTH K YBEIIUUCHHIO
uHTepBaia QT, Takux Kak, TUNOKaIWeMHs] H runoMarHuemusi (Cm. Takke pazjaen
«BzaumoielicTBHE ¢ JPYTUMHU JICKAPCTBEHHBIMHU CPEJICTBAME» ).

HHTepBai MexIy npueMoM HHrHOHTOpoB MAO u cuOyTpaMHUHOM JTOJKEH COCTABIISITh HE MEHee
2 Heaeb.

XOTS He YCTaHOBJICHA CBS3h MKy MIPHEMOM CHOyTpaMUHA U Pa3BHTHEM MEPBUYHOHN JICTOUHOM
TUNCPTCH3UH, OJHAKO, YUHUTHIBasi OOIMICHU3BECTHBIM PHUCK IpemapaToB JaHHOW T'PYIILI, TPH
PETYIISIPHOM MEJIMITHHCKOM KOHTpPOJIe HEeoOXOMMO 0co00e BHHMaHHE oOpalaTh Ha TakKHe
CHMIITOMBI, KaK IIPOTPECCHPYIONIee TUCITHOS (HApYIICHHE AbIXaHus ), O0JIb B TPYTHON KJICTKE U
OTEKH Ha HOTax.

[Tpu mpomycke 10361 CHOYTpaMUHA, HE CIISIyeT MPUHUMATH B CJICAYIONIHH MpUeM JTBOUHYIO 103y
mpernapaTa, peKOMEHIOBAHO TPOAOJIKATh JATbHEHITUNW TMpHEM IIpemnapara IMo IpeIMHCaHHON
cXeMe.

JlmuTenpHOCTH pHeMa MpernapaTa He JIOJDKHA MpeRsImars 1 ro/1.

[Ipu comecTHOM MpreMe cUOYTpaMHUHA U JIPYTUX HHTHOUTOPOB 0OpaTHOTO 3aXBaTa CepOTOHUHA
CYIISCTBYET MOBBIMICHHBIH PUCK PAa3BUTHS KPOBOTCUCHUH. Y TAITHCHTOB, TPEAPACIONIOKESHHBIX
K KPOBOTCUCHHSIM, a TAK)Ke MPUHUMAIONIUX MpenapaThl, BIUSIONHAE HA TEMOCTa3 WIH (PYHKIIHIO
TpOMOOIIUTOB, CUOYTPAMHUH CJISYET IPUMEHSITH C OCTOPOIKHOCTBIO.

XoTs KIMHHYESCKUE JIAHHBIC O MPHUBBIKAHUHM K CHOYTPAMHHY OTCYTCTBYIOT, CJISAYeT BBISICHUTH,
He OBLIO JIM B aHaAMHE3e MallUeHTa CJIyvaeB JISKapCTBEHHOH 3aBUCHMOCTH, U 0OpaTUTh BHUMaHHE
Ha BO3MOJKHBIC TIPH3HAKH 3JIOYIIOTPEOICHHS JISKApCTBSHHBIMHE TPETapaTaMHu.

JKeHIUHBI ¢ COXpaHEHHBIM PETIPOAYKTHBHBIM MOTESHITHAJIOM BO BpeMs TepallMH CHOYTPAMHUHOM
JTOJIKHBI HCTIOJNIE30BAThH HA/ISXKHBIE METO/IbI KOHTPAISIIIIHH.

BcnomoraTeibHbIS BEIISCTBA

[Ipemapat coxmep:kuT JjakTo3y. IlammeHtam ¢ peako BCTpedaromeWcs HACKeICTBEHHOH
HETIePSHOCHUMOCTBIO TaJIAKTORbL, JAePUIUTOM JIaKTasbl JOMAped WIH IJIIOKO30-TaJaKTO3HOU

MababcopOIue He ciefyeT MPUHUMATh STOT Ipernapar.
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Bo Bpemsi Tepanuu cuOyTpaMHHOM HEOOXOAUMO COOIIOAATh OCTOPOIKHOCTh MPHU YIPABICHUH
TPAHCIIOPTHBIMUA CPEJICTBAMHM M MEXaHU3MAaMH, 3aHIATHSIMHU JPYTUMHU IMOTSHI[MATIBLHO OTACHBIMHU
BHUIAMHU JCATeIbHOCTH, TPeOVIOMMME TOBLIMIEHHON KOHICHTPAI[HH BHUMAHUS U OBICTPOTHI
IICUXOMOTOPHBIX peaKIuil.

dopMa BBIITyCKa

Kancynsr, 10, 15 mr.

ITo 10 kamecyn B KOHTYpHYIO STYeWKOBYIO ymakoBKy u3 IUieHKH [IBX u dosbru amomMuHHeBOU
[IeYaTHOM JIAKUPOBAHHOM.

1,3, 6,9 win 12 KOHTYPHBIX STYSHKOBBIX YIIAKOBOK BMECTE ¢ MHCTPYKITUEH MO MEIUITUHCKOMY
MPUMEHEHHUIO TIOMEMIAIOT B MAaUKy U3 KapTOHAa KOPOOOUHOTO.

YeioBus XpaHeHUs

IIpu Temnepatype He BoImie 25 °C.

XpaHuTh B HEJIOCTYITHOM JIJIS1 JIeTEH MecTe.

Cpok rogHocTH

2 roxa. He npuMeHATH 110 UCTEYSHUH CPOKA T'OTHOCTH.

YcaoBusa oTmycka

OTIIyCKalOT MO PeLEeNTYy.

Jepkate/ib perucTpallHOHHOTO Y/ I0CTOBEPEeHUSA

Ha Tepputopun Poccuiickoit Meneparum:

000 «H3Bapuno Qapmay

108817, r. MockBa, nocenenue BHykoBckoe, BHykoBckoe miocce 5-H KM, JOMOBJIafeHHe 1,
ctp. 1.

IIpomsBomuTe H / BhITycKaonumii KOHTPOJIb KavecTBa

Ha teppurtopuu Poccuiickoii ®enepanuu:

000 «Hzpapuno Papmar»

108817, r. Mocksa, nocenenue BHykoBckoe, BHykoBckoe miocce 5-U KM, JoMoBiageHue 1,
ctp. 1.

3a mobGoli uHbopMaIiel o npenaparte, a TAKXKe B CIyUasiXx BO3HUKHOBEHHUS MPETEH3UU CIeAyeT
obpamaTthes K AepKaTeII0 PETUCTPALIMOHHOTO YVIOCTOBSPSHHUSL:

Ha teppurtopuu Poccuiickor @enepanuu:

000 «M3Bapuno Gapmay

108817, r. MockBa, nocenenue BHykoBckoe, BHykoBckoe miocce 5-W KM, JOMOBJafeHHe 1,

ctp. 1.
Tenedon: +7 (495) 232-56-55;

10



Daxc: +7 (495) 232-56-54.

DnekTpoHHadg nouTa: info@izvarino-pharma.ru

COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 25.05.2023 N= 9760
(MOCNEAOBATENBHOCTE 0001)

11




