JAOPUIIK ITPEITAPATTBIH KAJIIIBI CUITATTAMACHI

JAOPLIIK ITPEITAPATTBIH ATAYbI

Hetpanekc, 500 mr, ynoipii KaOBIKIIEH KalTajaraH Ta0jaeTKaap.

CAITAJIBIK "KOHE CAHIBIK KYPAMBI

Ocep erym 3aT: Ta3apThUIFaH MUKpPOHJAIFaH  (pIaBOHOMATHI (pakuus (IUOCMUH +
(dbIaBOHOMATAP TECTICPUIUHTE IIAKKAH/IA).

YnOipni kaOblkneH kanrtanraH opOip tabimerka kypambiHga 50 mr (10 %) recmepuaunre
nrakkanga 450 mr (90%) nuocMHUHHEH koHE (IaBOHOMATApAAH TypaThiH, 500 Mr TazapTbuIFaH
MHUKPOHAAJIFaH (JIaBOHOUATHI (hpakius 6ap.

Koceimima 3aTTapabiy TOJBIK Ti30eci 6.1-0emimae YChIHBIIFaH.

JOPLJIIK TYPI

Yn6ipi KaObIKIECH KanTaiaraH TabaeTkanap.
Cormakiia, KeI3FBIIT-Caphl - KBI3FBUIT TYCTI YOIl KAOBIKIIEH KaNTaaraH TalJjeTKaap.

ChIHIBIpY KepiHaeri TaOleTKaHBIH Typi: OO3FBUIT-CapbliaH capbl TYCKE JICHiH OpTEeKTi
KYPBUIBIMIBL.

KJIMHUKAJIBIK AEPEKTEP

Koapanbliaybl

JleTpaniekc epecekTepAeri CO3bUIMAbl BEHAJap aypyiapblHBIH CHMIITOMIAPBIH €MJIey YIIiH
(cUMITTOMIAPABI KOO KOHE KEHUIIETY) KOJIIaHyFa apHaJFaH.

o Bena-muMmdanbIk )KeTKUTIKCI3IIK CHMITOM/IAPBIH EMJIEY:
—  aybIPCHIHY;
— asKThIH KYPBICYBI;
—  asAKTarbl aybIPJIBIK IIEH KEPHEY ce31Mi;
— agKThIH "mapmaysi".
e BeHa-muMpanbIK KETKUTIKCI3IIK KOPIHICTEYJIEPIH EMACY:
— afAKTHIH ICiHYI,
— Tepi MEeH Tepi acThl TIHAEPiIHIH TPOPUKAIBIK ©3repicTepi;
—  BEHAIBIK TPO(DUKAIIBIK OUBIK Kapanap.
o JKenen xoHE CO3BUIMAIBI TEMOPPOIIBIH CHMITTOMATHKAIBIK EM/ICY.

Jo3anay pexxumi xoHe KOJJAAHY TICLTI

Jlo3anay pexumi

Bena-nmuMdaibik )KeTKITIKCI3 /11T KE31H/1€ YChIHBUIATHIH /1032 - TOYJIIriHe 2 TabneTka, 6ip Hemece
eKki Jo3ama (TaHepTeH, TYCTEH KeHiH >KoHEe/HeMece KeIKe), TaMakK ilry Ke3iHJe.
EMpaey KypchIHBIH Y3aKTBIFBI OipHeIIe aiiapl Kypaybl MyMKiH (12 aifra aeitin). Cumnromaap
KaliTajaHFaH jKaFIaii/ia eMIey Kypchl KalTamaHybl MYMKiH.

Kenen remoppoil Ke3iHIE YCHIHBUIATHIH J03a-ToyJirine 6 tabnetka (TaHepTeH 3 TabieTka,
Kemke 3 Tabnerka) 4 KyH OOWBI, comaH KeliH Toyiirine 4 tabnerkanaH (TaHepTeH 2 TabneTka,



Kemke 2 Tabierka) Keneci 3 KyH 00¥ibl, TaMaK inry Ke3iHjie.
Co3bUTMaIbl TEMOPPON Ke31HAE YCIHBUIATHIH /1032 - TaMak 111y Ke31He TOyiriHe 2 TadieTka.
banana

18 »acka nerinri 6ananapaa Jlerpangeke npenapaThiH KOJIAHYABIH KAYIICi3Qiri MEH THIMILTIT]
aHbIKTaNIMaraH. JlepekTep KOK.

Kosgany Tacui

ke, TabneTkanap sl Cy ille OTHIPHII, TYTacTal KYTY KEpeK.

Koananyra 001MalThIH KaFAaiIap

ocep eTyIi 3aTka HeMece 6.1-0emiMe atam KOpCeTITeH KOChIMIIA 3aTTap IbIH Ke3 KeJITeHIHe
aca OFaphl CE3IMTaIBIK.

AWPBIKIIA HYCKAYJIap KIHe KOJJIAHY Ke3iHAeri CAaKThIK Hapajapbl

I'emoppoiiasl emney ke3inae [lerpanekc mpenapatblH TaFalbIHIAY TiK 1IIEK [€H apTKbI OTICTIH
Oacka aypyJapelH crienii(puKaIblK eMiH aaMacTeipMaibl. [IpenaparTel 63 OeTiHIIe KOITaHFaH
ke3ne 4.2-0eiimMze KOpCeTUIreH €H  y3aK Mep3iMICpACH JXOHE YCBHIHBUIFAH J03ajapAaH
acelpMaiinbpl. Erep remoppoil cuMmTOMIaphl YCHIHBUIFAH €M KypChIHAH KEWIH CcakTalca,
IPOKTOJIOTKA Kapaly KepeK, O OaH opi eM/li TaHIaiIbl.

Erep BeHanblK KaHaWHAIBIMBI Oy3bIICa, EMICYJIH €H YOFaphl ocepi €Ml KOChIMINA eMJIiK-
npoMIAKTUKAIBIK [IapaJlapMeH/caiayaTThl (TEHAECTIPIITeH) ©Mip CalThIMEH YHJecTipy
apKbUTBl KaMTaMachl3 €TiJeAl: AYPBICKI KYH COYJECIHIH Y3aK OCepiHEH, asKTa Y3aK YaKbIT
TYpYy/AaH aylak OOJIFaH YKOH, COHBIMEH KaTap apThIK JCHE CaIMaFblH TOMEHJETY YCHIHBUIAIBL.
Kasty cepyenney xoHe KeHOip Karmaiiapaa apHaibl 9yJIKH KU KaHaWHAJIBIMBIH )KaKCcapTyFa
KOMEKTECE/I].

backa mopinik nmpemaparrapMeH e3apa JdpeKeTTecyi KoHe 63apa JdpeKerTecyliH 0acka
TypJiepi

O3apa opekeTTecy OOMBIHINIA 3ePTTEYJIEp JKYPri3iareH koK. OChl yaKbpITKa ACHIH MpenaparThl
TIpKEYIEeH KEWiHT1 KOJJaHy Ke3iH/Ie KIMHUKAIBIK MaHBI3[bI JIOPUIIK e3apa JpeKeTTecyyep
TypaJibl XabapJiaHFaH KOK.

DepTUIBALTIK, JKYKTUIIK KIHE JTaAKTAIUA

KykTrimik

KykTi olienaepie TazapTbUIFaH MUKPOHAAIFAH (PIABOHOUATHI (DPaKIMSHBI KOJJAaHY Typalibl
JIEPEKTEP JKOK HEMECE MIEeKTEYJII.

XKanyapnapra >Kypri3iireH 3epTTeysiep pPenpOAyKTUBTI YBITTBUIBIKTBI aHBIKTaFaH MOK.
Eckepty mapace! peTine KYKTUTIK Ke3inae JleTpanekc npenapaThiH KOJJaHOaFaH KOH.

Jlakramus
TazapTeurFaH MUKPOHJIATFaH ()JIAaBOHOUTHI hpakiiust (METaOOIUTTEP) aJaMHBIH EMIIICK CYyTiHE

eHeTiHi-eHOelTiH1 Oenrici3.

JKana TyraH HopecTelep MEH coOwiep YIIIH Kayil >KOKKa IIbIFapbuIMaiel. bama emizymin
nai1acklH JKOHE oifeN YIIiH eMHIH MaiJachlH ecKepe OTBIPHIN, Oaya eMi3y/l TOKTaTy Hemece
JleTpanekc nmpemnapaTbIMEH €M1 TOKTaTy TypaJibl MM KaOblIaay KaKeT.

DepTUIbALIIr
PenpoayKTHBTI YBITTBUIBIKTBI 3€PTTCY €Ki JKBIHBICTAFbI €reyKYHPBIKTAPABIH PErpPOIyKTHBTI

(GYHKUHMSACBIHA ocep E€THEel.

KeJik KypajaaapbiH 0acKapy sKoHe MeXaHM3M/IePMeH KYMbIC icTey KalijeTiHe dcepi



JleTparnekc npenapaThIHbIH KOJIK XKYPri3y kKoHE NCUXUKAIBIK XKoHE (PU3UKAIIBIK peaKUsIapabIH
JKOFaphl KBbUIAAMIBIFBIH KAKET €TETIH JKYMBICTApbl OpBIHAAY KaOlIeTiHE ocepiH 3epTTey
OOMBIHIIA KIMHUKAIBIK 3€pTTEYJIEp KYPri3UIreH >KOK. Amaiina, Koi KeTiMIOi Kayinci3aik
JepeKTepine cyiieHe oTeIphin, JleTpanmekc Oyl mporectepre ocep ermeial (MaHBI3IbI dcep
eTIeN/I1) IeTeH KOPBITHIH/IbI JKacayFa Ooabl.

KarpIMChI3 peakuusiiap

Kayincizaik OeiiiHiHIH KbICKaIIa TyHiHAeMecl

Knuaukansik 3eprreynepae Oaiikanran [lerpanekc mpenapaThiHBIH )KaFBIMCBI3 dcepIiepi KeH1T
nopexene 6ol HerizineH acka3aH-11IeK KOJIbI TapalibiHaH OY3bUTyIap (Iuapes, JUCTIETICHs,
KYpEK aliHybI, KyCy) Oalikamibl.

KarpIMCBI3 peaknusiIap/IblH KECTeliK TyHiHaeMeci

Keneci xarpIMCBI3 peakiysuiap Hemece naiiia 00y KUUTIriHAE KeNTipUIreH KyObuIbicTap
Typaiibl Xxabapianbl: ete xui (>1/10), sxui (>1/100 xone < 1/10), xui emec (> 1/1000 xone <
1/100), cupex (> 1/10 000 xone < 1/1000), ete cupek (< 1/10 000), sxwminiri 6enrici3 (Koaaa
Oap MomiMeTTep OolbIHIIIA OaFanay MyMKIH €MeC).

1-kecre
JeTrpasiekc npenaparbiH KOJJAaHyFa
0alJIaHBICTHI JKAFBIMCHI3 PeAKUMSJIAPAbIH )KMbIHTBIK KecTeci
ITaiina 6oy kuidiri \ /KarpIMchI3 peakuus
Kytixe oacyiieci mapanvlHan OY3ulayaiap
Cupexk: | Bac aiinany, 6ac aybIpybI, XKa/IIIbl JIMKOCTaHY
Ackazan-iwex Oy3vlavicmapbl
Kui: Jlnapesi, Tucrencusl, >)XypeKk aiHysl, Kycy
Kui emec: Komut
Kuismiri 6enriciz*: Irig aybIpybI
Tepi ocone mepiacmol miHoep mapanvlHan OY3uLIyaap
Cupex: Tepi 6epTneci, TepiHiH KbIIIBIHYBI, ECEKIKEM
JKuiniri 6enriciz*: bertiH, epiHHiH, KaOaKThIH OKIIayJIaHFaH
iciHy1
Epexkmie sxarnainapia aHrHOHEBPO3AbIK
iciHy

* Tipkeyoen ketlinei Konoany maxcipubeci

KyaikTi skaFbIMCBI3 peakIusiiap Typaibl xabapiay

Jopinik npenapatThiH "maina — Kayin" apakaThIHACBIHBIH Y3H1KCi3 MOHUTOPHHTIH KAaMTaMachi3
€Ty MakcaThlHJa JOPUTIK TpermaparThl TIpKET€HHEH KEHIH KYMIKTI JKaFbIMCBI3 peakIHsiiap
Typaibl Xxabapiaay MaHbI3Ibl. MenuinHa KbI3MeTKepiepine Eypa3usiiplk SKOHOMUKAIBIK OaKKa
MYIIe MEMJICKETTEp/IiH KaFbIMCBI3 PEaKIMsUIapbl Typajbl XabapiayablH YITTHIK JKyienepi
apKBUIbI AOPUIIK IpenapaTThH Ke3 KeJTeH KYIIKTI )KaFbIMChI3 peakuusIapbl Typaibl Xxadapiay
YCHIHBLIAIBL.

Peceii ®enepanuscel

109012, Mackey, CnaBsH anassl, 4 yil, 1 Kyp.

JleHcaynbIK cakTay callaChIHIAFbI Kajaranay xkeHiHaeri penepanast KeizmeT (Poc3npaBHamzop)
Temn.: +7 (800) 550 99 03

O nmomta: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

Apmenus Pecny0inkacnst
0051, EpeBan kanacel, Komurtac ganrpuisl, 49/5


mailto:pharm@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru/

"Akanemuk D. ['abpuensH aTbIHIAFBI 19pLIep MEH MEAUIIMHAIIBIK TEXHOJIOTHUSIIAP b CapanTay
FeUTbIMH OpTaibiFbl’ JKTAK

Temn.: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82

Hopinepain Kayirnci3airidi MOHUTOPUHTUIEY OediMiHiH ceHiM Tenedonsl: (+374 10) 20-05-05,
(+374 96) 22-05-05

On. momta: admin@pharm.am, vigilance@pharm.am

http://pharm.am

Benapycs Pecnnybiiukacsl

220037, MuHck K., ToBapuieckuii etmneci, 2a yi

"JleHcayJIbIK caKTayarbl capanTaMa KoHe ChIHaK opTajibiFbl’ YK

Ten.: +375-17-231-85-14

@axc: +375-17-252-53-58

dapmakoJIOTHUIIBIK Kaaranay OesiMiHiH Tenedonsl: + 375(17) 242 00 29

On. momra: repl@rceth.by, receth@rceth.by
http://www.rceth.by

Ka3zakcran Pecny0imkacel
010000, Acrana ., batikonslp aynanbl, A. Umanos k-ci, 13, "Hypcoyner 2" BO

Kazaxcran Pecrybnukacs! JleHcaynnbIK cakTay MUHUCTPIIIrT MeIuIHabIK )KoHe
dapmareBTUKaNBIK O0aKpiay KoMUTeT! "'J{opiik 3aTTap MEH METUITMHAIIBIK OYHBIMIAP bl
capanray yITThIK opTansFsl”" KK PMK

Ten.: +7 (7172) 78-99-11

On. momra: farm@dari.kz

http://www.ndda.kz

Kpbipfbi3 Pecnydimkacsol

720044, bimkek Kanacel, 3-1 JIlunus kereci, 25

Kpipre13 Pecniybnukace! JleHcayIbIK cakTay MUHUCTPIIIT] )KaHBIHAAFBI JIOpiTiK 3aTTap jKoHe
MeIUIUHAIBIK OYHbIMIap AeTapTaMeHTi

Ten.: +996 (312) 21 92 78

On. momra: dlsmi@pharm.kg

http://pharm.kg

APTBIK 1032JIaHYBbI

CuMnroMiapsl

JleTpanekc npenapaThIHBIH apThIK A03aJlaHy JKaFaaiiapbl Typajbl IEPEKTep MIEKTEeYTi. APTHIK
Jo3aJlaHFaH/Ia KU1 KE3JECETIH JKaFbIMCBI3 PEAKIUsIAD aCKa3aH-1IIeK >KOJBIHBIH OY3bLTybI
(mTmapest, )KYpeK alfHyBbl, 1IIITIH aybIPybl) )KOHE Tepi peakuusIapsl (KbIIBIHY, O6pTIe) OOMIbI.

Emi
APTBIK T03aJIaHy KE31H]Ie KOPCETIIEeTIH KOMEK KIIMHUKAIBIK CHMITTOMAAPIBI KO0 OOJIBIIT
TaOBLIAIBL.

DOAPMAKOJIOI'UAJBIK KACUETTEPI

@dapMaKkoIHHAMHUKAJBIK KacueTTepi

dapmakoTepanusIIBIK TOOBI: aHTUOTIPOTEKTOPIIAp; KaMWJUISIPTYPAKTaHIBIPATHIH T9PIIeD;
O6uodaBoHOUATAD.

ATX koger: COSCAS3

Ocep eTy MEeXaHHM3Mi

JleTpasiekc BeHa TOHYCTBIK KOHE aHTHOMPOTEKTOPIIBIK KAaCHETTEpre ue.



mailto:rcpl@rceth.by
http://www.rceth.by/

[Ipemapat BeHamapAbIH  CO3BUIBIMABUIBIFBIH ~ JKOHE  BEHAIBIK  IPKUTICTI  a3aiTajbl,
KamUIIPIapAblH OTKI3TIITITIH TOMEHIETEAl JKOHE OJIAPABIH PE3UCTCHTTUIITH apTThIPaIbL.
KinvHuKkanelk — 3epTTeyNeplAiH  HOTHXKeNepl  MpemapaTThlH  BEHAIBIK  IeMOJUHAMHUKA
KOPCETKIMITEPiHEe KAaTHICTHI (PapMaKOJIOTHSUITBIK OCTICEHIUTITIH pacTanIbl.

DapMakoIUHAMHUKAJIEIK 9cepaepi

Keneci BeHanbIK 1uieTH3MOrpadusuIbIK MapaMeTpiep VIIH CTaTHUCTUKAIBIK CEHIMII J103ara
TOYENJII 9Cep KOPCETUIl: BEHAIBIK CHIMBIMIBLIBIK, BEHAIBIK CO3BLUIBIMIBLIBIK JKOHE BEHAJBIK
Oocatbuty yakbIThL. "Jlo3a-ocep" oOHTalnBl apakaTbiHAchl 2 TaOJeTKaHbl KaObuIaraHza
OaMKaamel.

JleTpasiekC BEHAJIBIK TOHYCTHI KOFApbLIAaTa Ibl: BEHAIBIK OKKJIFO3HMSUIBIK TUIeTH3MOTpadus oici
apKBUIbI BEHAIBIK OOCATBUTY YaKBITBIHBIH a3al0bl KOPCETiai. MUKPOUMPKYISIUSHBIH alKbIH
Oy3puty Oenrimepi Oap mammeHtrepae JleTpasiekc mpemapaThIMEH €MJETeHHEH KeHiH
AHTUOCTEPEOMETpHs JJiCiIMEH Oaranay Ke3iHe IaneOOMeH CalbICThIpFaHAa Kaluuisipiaap
TO3IMJIUIITIHIH CTaTUCTUKAIBIK MaHBI3IbI KOFAPhIIAYhl OaliKaiabl.

JleTpanekc mpemapaThIHBIH asKTHIH CO3bUIMANbl BEHANAp aypyJapblH eMIeyle, COHAal-ak
TEMOPPOMIBI EMICYIC MK THIMILUTITT TOIEIIICH .

DapMaKOKUHETHKAJIBIK KacueTTepi

3eprreynep faeHi cay epikrinep !4 C-TanOananraH IMOCMUHMEH JOPiJIiK MpenapaTThl epopatbi
KaObuIlaFaHHaH Keiin xoHe Jlerpanekc mnpenapateiH 500 mr Oip per mepopaibii
KaObUIIaFaHHAH KeWiH JKYpri3iiii.

Cinyi
14 C-ranbamanran JHOCMUHII O0ip per mepopaibai KaObLIAaFaHHAH KEWIH HECETIEH KaJIbl
HIBIFAPBLTY HETI31H]IE €CENTENTeH CiHy KopceTKimt 58% Kypassl.

Tapanysl

TazapTburFaH MUKpPOHJAIFaH (JIaBOHOUITHI (DPAKIIUSHBIH €H *KOFapbl KOHIEHTparuscsl S00 mMr
JHetpanekcTi Oip peT nmepopaib/i KaObUgaraHHaH KeiiH mia3maaa 12 carar iminge xereni (8-
neH 24 caraTka JciiH).

buotpancdopmanmsice
[Ipenapar Oencenai Merabonu3Mre yuibIpaiasl, Oysl HecenTe (EHON KbIIKbUIIAPbIHBIH
00JTyBIMEH pacTaabl.

JIMOCMUH JMOCMETHH arjuKOHBbIHA JCHIH MeTa0OIM3JeHeNl, O KeWiHHEH YHTEPOIMTTEpe
TJIIOKYPOH — KBINIKBUIBIHBIH ~ alHANBIMIAFbl  TYBIHJABUIAPBIHA  JKOHE  OpPTYpIi  (eHod
KBIIIKBUIAAPBIHA, COHBIH 1IIIH/E TUITYPUH KBIIIKBUTBIHA aifHATIAIbI.

DJIMMUHALMSCHI

bip per mepopanbai KaObUlgaraHHAH KeWiHr1 anramikel 24 caraTTa HETi3iHEH HecelIeH
IIBIFAPBIIAABI, OYJI PETTe KOPCETUITeH Ke3eHe KaObUIIaHFaH nepopanbai q1o03aHbiH 31% - bl
mbIFapbuiaabl. [lpenapaT TOJBIK MIBIFAPBUIFAH Ke3/e KaObuianran go3anbiH 109 + 23 %, 58 +
20% HecerIeH MbIFapblIaabl, al KaObsliganFan A03aHblH 51 + 24% HOXKICIICH IIBIFAphLIaIbl
(mpemapatTThIH HOKICIIEH O6JIiHeTiH Herisri Oeiri 24 caraTTaH KeiiH IIbIFapblIaibl).
Hetpanekc 500 mr mpenapatbiH O61p peT nepopaibai KaObbulTaraHHaH KeWiH KaH MJ1a3MachIHIaFbl
JTUOCMETHUH KOHIICHTPAIMSCHIH OJIIey HOTHXKeNIepl OOWBIHINA OHBIH JKapThUIAl IMIBIFAPBLTY
Ke3eHl mamaMeH 11 caraTThl Kypauibl.

Kuannukara aeiiinri kayincisaik gepexrepi

[IpenapaTTsl )KOFaphI J103aa THIIIKAHAAPFa, ereyKYHPhIKTapFa )oHe MalMbuIIapra Oip *oHe
OipHele peT mepopaib/di €Hri3y Ke3iHNe YBITTHI HEMECE OJIiMIe OKeJeTiH ocep OalKamMaspl,



COHJIal-aK MiHE3-KYJIbIK, OMOJIOTUSJIBIK, aHATOMUSJIBIK HEMECE T'MCTOJIOTHSUIBIK Oy3bLTyNap
aHBIKTAJFAH JKOK. EreyKyHpbhIKTap MEH KOSHIApFa XXYPTi3iIreH 3epTreyiepae SMOPHOYBITTHI
HeMece TepaToreH ik acepiep Oalikanmansl. [Ipenapar deprunpainikke acep erneini. In vitro
XKOHE in vivo 3epTTeyJIepiH/ie MyTareH {ik MOTeHINA aHBIKTAJIFaH JKOK.

OAPMAINEBTUKAJIBIK KACUETTEPI

KocbsiMia 3atrapabiy Tizoeci

TazapTbUtFaH cy

Kenatun

Maruuii creapaTsl
MHuUKpOKpHCTAIABI LEIUII0I03a
Hatpwuit kapOoKCHMETHITKpaxMaJIbl
Tanpk

Ynbipni kabvix

Makxkporois 6000

Hatpwuit maypuncynsdarst

KbI3FbUIT-CapbI-KBI3FBUIT TYCTI YJIOipii KaObIKKA apHaJIFaH apHAJIFaH IPEMUKC MbIHANApIaH

TYpaJbI:

- I'munepon

- Marnuii creapatsl

- Makporou 6000

- 'unpomeriosa

- TeMmipaiH KbI3bUT TOTBIFBI OOSFBIIIIBI

- TUTaHHBIH KOCTOTBIFBI

- TemipaiH capbl TOTBIFBI OOSFBIIIBI
Yiinecimeizairi

KaTbIChI XOK.

KapaMabuIbIK Mep3imi

4 XbUI.

Cakray Ke3iHaeri epekiuie CaKThIK IIapajapbl

30°C-neH acnaiThliH TeMIepaTypaia CaKTay Kepek.

Bipinmi KanTaMaHbIH CMIIATHI MeH ilIiHaerici
"Jlabopamopuu Cepsve HUnoacmpu", @panyus onoipy xesinoe

12 Tabnerkaman 6mucrepae (IIBX/Am). 3 GnuctepAeH KOChIMINIA TAPAKIICH Oipre aFalikbl
anbLTybl OaKbUTAHATHIH (KOKETTUIITIHIIE) KAPTOH KOopariiajaa.

15 nemece 14 Tabnerkanan 6nucrepae ([IBX/An). 2 Hemece 4 GnucTepAeH KOChIMIIIA
napakrIeH Oipre ajFamiKbl allbUTybl OaKbIIaHATHIH (KQKETTUIITIHIIE) KAPTOH KOpaIasia.

"Jlabopamopuu Cepeve Hnoacmpu", @panyus enodipy scane onuen-opay (6yvin-myio)
"CEPBBE PYC" JXIIIK, Peceii scazoativinoa.

12 tabnerkaman Omucrepnae (IIBX/Am). 3 GnucrepAaeH KOCHIMINA TMapakieH Oipre amFamikbl
anbLTybl OaKbUTAHATHIH (KOKETTUIITIHIIE) KAPTOH KOpariiajaa.

15 Tabnerkaman Omuctepae (IIBX/Aum). 2 Hemece 4 OnuCTepACH KOCHIMINIA IMapakieH Oipre
AJTFAIKBI aIlbLTyhl OaKbUTAaHATHIH (KOKETTUIITIHINE) KAPTOH Kopariiajia.



"CEPBBE PYC" JKIIIK, Peceii onoipy ke3inoe

12 tabnerkaman Omuctepae (IIBX/Aum). 3 OGnucTtepiaeH KOChIMINA MapakneH Oipre ayFarikbl
alIbUTYBI OaKbUIAHATHIH (KQXKETTUIITIHIIE) KapTOH KOpaIiaja.

15 nemece 14 tabnerkanan 6mucrepae (IIBX/Amn). 2 Hemece 4 6iMcTepieH KOChIMIIIA TTapaKIeH

Oipre anfamkbl albUTybl OaKbUIAHATHIH (KAXKETTLTITIHIIE) KApTOH KOpaIliaja.

Iajinasanblirad JOPLTiK npenaparTbl HeMece JIPIiK NpenaparTbl KOJJAHFAHHAH KeliH
HeMece NMpenapaTneH 0acKa 1a MAHUNYJISUAIAPAAH KeiliH aJIbIHFAH KAJIBIKTAPAbI KO0
Ke3iH/eri epeKie CaKThIK IapaJapbl

YTunusanusuiayra epekiie Tajanrtap *oK.

Kanran OapibIk Jopiiik mpenapar rneH KaIIbIKTapsl OCNTiJICHIeH TOPTIIIEH KO0 Kepek.

TIPKEY KYOJII'THIH ¥CTAYIIbICHI

®paHuus

«JTaboparopuu Cepsbey» / Les Laboratoires Servier

92284 ®pannus, Cropen Cenekc, Kapuo k-ci 50 / 50, rue Carnot, 92284 Suresnes cedex,
France

Tipkey KydJliriH ycTaylbICBIHBIH OKiJTi

TyTRIHYIIBUIAPALIH IIAaFEIMIAPEIH MEIHA MEKCHKAHFa JK0I1ay KEpeK:

Peceii ®epepanusacol Kazakcran Pecnnybsaukacel skoHe KpIprbi3
"CepBbe" AK PecnyOaukacsl

125196, Mackey K., JlecHas k-ci, 7 yi, 7/8/9 "Cepene Kazakcran" XKIIC

KabaT 050020, Anmarsl K., JlocTeIK gaHFbLIbl, 3101
Ten.:+7 (495) 937 0700 Ten.: +7 (727) 386 76 62

daxc: +7 (495) 937 0701 On. momra: kazadinfo@servier.com

O71. motmiTa: servier.russia@servier.com

Benapych Pecnydimnkacol Apmenusi Pecmydimkachol

benapycw PeciyOnmkaceiamars "Les "JIaboparopuu CepBbe" oKiIIITI
Laboratoires Servier" AK exinmiri (®Ppanmuss 0001, EpeBan kanacel, AMHpPSH Ke1mieci, 15,
PecnyGnukacsr) maraszuH 100, Kentpon

220030, Munck K-cbl, MscHukoB kemeci, 70,  Temn.: +374 10 505074

keHce, 303 O5. momita: mariam.antonyan(@servier.com

Ten.: +375 (17) 306 54 55/56
On. nomra: officeBY @servier.com

TIPKEY KYOJIII'THIH HOMIPI

Peceii ®enepanusicer: JITI-Ne(000882)-(PT-RU)
benapyce Pecniybnukacsr: JITT-NeQ00882-I'TI-BY
Apmenus Pecniyomukacer: JITI-Ne(000882)-(T'TI-AM)
Kazakcran Pecnyomukacsr: JITT-NeQ00882-I'TI-KZ
Keipreiz Peciy6nukacst: JITT-Ne000882-I'TI-KG

BACTAIIKbI TIPKEJIT'EH (TIPKEJII'EHIH, KAWTA TIPKEJI'EHIH
PACTAUTBIH) KYHI



AJNFaIKpl TipKeIreH KyHi:

Peceit ®enepanusce: 24.05.2022
Benapyce Pecy6nukacsr: 01.02.2023
Apmenus Pecniybnukacer: 04.07.2023
Kazaxcran Peciybmukacsr: 31.08.2023
Kpipre13 PeciyOnukacer: 24.03.2023

MOTIHHIH KANTA KAPAJFAH KYHI

JleTpaekc qopiiik mperapaThlHbIH Kbl CHIIATTaMachl Eypa3usiiblK 9KOHOMHUKAITBIK OJaKThIH
aKmaparTeIK mopransiHaa "MHTepHEeT" aKnapaTThIK-KOMMYHUKAIUSIIBIK KeICIHe KOJDKETIMI1
http://eec.eaeunion.org.

OBILIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O
ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPEITAPATA

Hetpanekc, 500 Mr, TabaeTKH, MOKPHITHIC MJIEHOYHONH 000T0UKOH.

2. KAYECTBEHHBIA U KOJIMYECTBEHHBIN COCTAB

JleiicTByto11I€E BELIECTBO: OUUIIICHHASI MUKPOHU3UpOBaHHAas (prraBoHOWIHAS (ppakuus (IMOCMHH +
(b1aBOHOUBI B IIepecyeTe Ha FeCTIepUIUH).

Kaxnmas TtabneTka, MOKpHITas TIUICHOYHOW 0000YKOH, coaepkuT 500 Mr ovHIIeHHOU
MUKPOHU3UPOBAHHON (raBoHOMIHON (pakuuu, cocrosimedt u3 nuocmuHa 450 mr (90 %) u
¢d1aBoHOUOB, B iepecyete Ha recriepuant 50 mr (10 %).

[TonHblii MepeyeHs BCIIOMOTATENbHbBIX BEIIECTB MPEICTaBeH B pa3eie 6.1.

3. JJEKAPCTBEHHASA ®OPMA
TabmeTku, MOKPHITHIC TNIEHOYHONW 000JI0UKOH.
OBanbHbBIC TAOJIETKH, MOKPHITHIE INIEHOYHOW 000T0YKO0M, OpaHKEBO-PO30BOIO I[BETA.

Bun tabneTku Ha u3nome: oT OJEAHO-KEITOTO JI0 JKEITOTO I[BETa HEOAHOPOHOU CTPYKTYPHI.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusi K NPUMEHEHHUIO

JleTparekc TOKa3aH K TNPHUMEHEHUIO Yy B3POCIBIX Ui TEPalMyd CHMITOMOB XPOHHYECKHX
3a0oseBaHui BeH (yCTpaHEHUsS U 00JIEer4eHUs] CUMIITOMOB).

o Tepanus CHMITOMOB BEHO3HO-TUM(ATHIECKOIN HEJOCTATOUHOCTH:
— 0oub;
— CYIOpOrd HUKHUX KOHEUYHOCTEW;
—  OIIYIIECHHUE TAKECTH M PACIIUPAHUS B HOTAX;



—  «yCTaJIOCTbh)» HOT.

e Tepanus nposiBIeHN BEHO3HO-TUM(ATUUECKONW HEIOCTATOYHOCTH:
— OTEKH HWKHUX KOHEYHOCTEIl;
— Tpodudeckre U3MEHEHHSI KOXKHU U MOAKOKHOM KIIeTYaTKu;
— BEHO3HbIE TPO(UYECKUE SI3BBI.

e CumnToMaTuyeckas Tepamnusi OCTPOro U XpOHUYECKOTO reMOppos.

4.2. Peskum 103MPOBAHUA U CIOCO0 MPUMEHEHMSI

PexxuM no3upoBaHusg

PexomeHnyemas 7103a pu BEHO3HO-TUM(PATUUECKON HEAOCTATOUHOCTH — 2 TaOIEeTKU B CYTKH, 32
OMUH WU JABa npuemMa (YyTpoMm, IHEM W/WJIM BEYEepOM), BO BpeMs MpHeMa MHUIIH.
[TpomomKUTENBPHOCTh Kypca JIEUEHHMsS MOXET COCTaBJIATh HECKOJIBKO MeCsAleB (BIUIOTH [0
12 mecsitieB). B cirydae mMOBTOPHOTO BO3HUKHOBEHHUSI CUMITOMOB KypC JICYCHHS MOXKET OBITh
ITOBTOPEH.

PexoMengyemMas 103a mpu ocTpoM reMoppoe — 6 TabeTok B CyTkH (3 TabnaeTku yTpom, 3 TabieTku
BeUepoM) B TedueHUe 4 nHei, 3areM 1o 4 TablieTKu B CyTKH (2 TabimeTku yTpom, 2 TabJeTKu
BEUYEPOM) B TEUCHHE MOCIEAYIOMNX 3 JHEH, BO BpeMs MpreMa MUIITH.

Pexomenayemas 103a Npu XpOHUYECKOM IreMoppoe — 2 TabJIETKU B CyTKH, BO BpeMs IpHeMa MUTIIH.
€T’

beszonacHocts 1 3¢ pexkTuBHOCTD pHMeHeHHs NpenapaTa JleTpanekc y aereit miamie 18 et He
YCTaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

BayTtph. TabneTku ciieryeT mporiaTbiBaTh HETUKOM, 3aITBast BOJOM.

4.3. IIpoTuBONOKAa3aHNS

['mnepuyBCTBUTENBHOCTh K JCHCTBYIONIEMY BELIECTBY HJIM K JIIOOOMY M3 BCIOMOTATENbHBIX
BELIECTB, IEPEUNCIIEHHBIX B pasaene 6.1.

4.4. Oco0Oble yKa3aHUS U MepPbI NPET0CTOPOKHOCTH NIPH MPUMEHEHU U

[Ipu neyeHum remopposi HazHaueHue mpenapara Jlerpasiekc He 3aMeHseT creuu(uyeckoro
JIeUeHHsl APYyruxX 3a00JeBaHUI MPSIMOM KHUIIKK W aHAIBHOTO KaHama. [Ipu camMocCTOsATeNbHOM
MPUMEHEHUH TperapaTa He TNPEBHIIATh MaKCUMajbHbIE CPOKM U PEKOMEHIOBAaHHBIC JO3BI,
yKa3zaHHble B pasnene 4.2. B ToMm ciydae, eciaum CHUMIITOMBI FeMOPPOSl COXPaHSAIOTCA MOCHe
PEKOMEHAYEMOro Kypca TepamuH, CIEAyeT MPONTH OCMOTP y MPOKTOJIOra, KOTOPBIH moadeper
JATbHEUIIIYIO TEpaNuIo.

[Ipy HamMuuMu HapyHIEHUH BEHO3HOTO KPOBOOOpAIICHHS MaKCUMalbHBIH 3¢ (deKT nedeHus
o0ecreynBaeTcsl COYEeTAaHHEM TEPaluu C JIOTIOHUTENBHBIMU JIEYCOHO-TIPOPHIAKTHICCKUMHU
MEPOTPHUATHIMHI/3OPOBBIM  (COAIAHCUPOBAHHBIM) O0pa30M JKM3HU: IKEJIaTelnbHO H30eraTh
J0JATOT0 TPeOBIBAaHMUS Ha COJIHIIE, JUTUTEILHOTO MPEObIBAaHUS HA HOTaX, a TAK)KE PEKOMEHIIYETCs
CHIDKEHHE HM30BITOYHOM Macchl Tena. llemme mporyikud M, B HEKOTOPBIX CIIydyasX, HOIICHUE
CTIEUATBHBIX YYJIOK, CIIOCOOCTBYET YIYUIICHHIO [IUPKYJISIIUA KPOBH.

4.5. BzaumopeiicTBie ¢ JPYTHMH JICKAPCTBEHHBIMH IpenapaTamMM M JApyrue BHIbI
B3aHMMOJAEHCTBHUSA

HccnenoBanus B3aMMOJEHCTBUS HE MPOBOIMINCE. [0 HACTOSIIEr0o BpeMEHH HE COOOIIAnoch O
KJIMHUYECKU 3HAYMMBIX JIEKAPCTBEHHBIX B3aMMOJIECHCTBHUSAX BO BpPEMSI MOCTPETUCTPALIMOHHOTO
MIPUMEHEHHS IIperapara.



4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTD U JAKTALMS

bepemeHHOCTB
JlaHHBIE O TPUMEHEHMHM OYHUINEHHOW MHMKPOHM3HPOBAHHOW (DIaBOHOUTHON (pakuuu Yy

OepeMEHHBIX KCHIIIMH OTCYTCTBYIOT HJI OTPAaHUYCHBI.

HccnenoBanust ~ Ha  KMBOTHBIX ~ HE  BBISIBHJIM  PENPOAYKTHBHOM  TOKCHYHOCTH.
B kauecTBe npenynpeauTensHON MEephl MPEANOYTHTEIFHO He TPUMEHTH npenapart Jlerpanexc Bo
BpeMsl OEpEMEHHOCTH.

JlakTamus
HewusBecTHO, mNpOHWKAET M OYHUINCHHAS MHUKPOHU3MpPOBaHHAs (iaBOHOUAHAS (paKus

(MeTaboJINThI) B TPYAHOE MOJIOKO YEJIOBEKA.

He uckirodeH puck Juisi HOBOPOXKIEHHBIX M JeTei rpyaHoro Bo3pacta. Heo0xoauMo NmpHUHATH
pelieHue 1100 0 MPEKPALICHUN TPYAHOTO BCKAPMIIMBAHUSL, THOO 00 OTMEHE TEpanuy MpernapaTom
JleTpanekc, MpuHUMasi BO BHUMaHUE MOJb3Yy IPYAHOTO BCKapMIIMBAHMS JUIsl peOCHKA M MOJb3Y
TEpanuy ISl )KEHIUHBI.

DepTUIBLHOCTD
HccenenoBanuss penpoayKTUBHOM TOKCUYHOCTM HE IIOKAa3ajdd BIUSHUS HAa PENPOAYKTUBHYIO
(GyHKIHIO y KpbIC 000€ro 1oa.

4.7. Baiusinne Ha CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeAcTBAMHM M padoraTth ¢
MeXaHM3MaMH

KnnHndeckux ucciieqoBaHUM 10 U3YUYEHUIO BIMSHHUA JEKApCTBEHHOIO npenapara Jlerpanekc Ha
CIIOCOOHOCTh YIIPABIISATh aBTOMOOMJIEM W BBITIOJNHATH PabOTHI, TPEOYIOIIHUE BBHICOKON CKOPOCTH
IICUXUYECKUX U (bI/ISI/I‘IeCKI/IX peaKHHﬁ, HC MOPOBOANJIOCH. O,Z[HaKO Ha OCHOBAaHHHU JOCTYITHBIX
JTaHHBIX IO OE€30IacCHOCTH, MOYKHO CHeNaTh BBIBOM, 4TO JleTpanekc He Biuser (HE HMeEeT
3HAQYMMOTO BJIMSIHUS) HA 3TU MPOIIECCHI.
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4.8. HexxenateJibHbIE peaKIIUA

Pestome npoduist 6e3onacHOCTH

[To6ounsie 3pdexTrl mpenapata JleTpanekc, HabII0JaeMbIe B X0/1€ KIMHUYECKUX UCCIICIOBaHUH,
OBLIN JIETKOW CTETIEHHU BBIPAXCHHOCTH. [I[peMMyIIeCTBEHHO OTMEUAINCh HAPYIICHHSI CO CTOPOHBI
KEITyTOYHO-KUIIIEYHOTO TpaKTa (Iuapesi, TUCIETCHs, TOIIHOTA, PBOTA).

TabauyHoe pe3roMe HeKenaTeabHbIX PeaKInii

COO6H.[3..HOCB 0 CJICAYIOHIUX HCKCIIATCIIbHBIX PCAKIHAX WU SABJICHUAX, IPUBCACHHBIX IO YaCTOTC
BO3HUKHOBEHHMS: oueHb yacTo (> 1/10), vacto (= 1/100 u < 1/10), mvewacto (> 1/1000 u < 1/100),
peako (> 1/10 000 u < 1/1000), ouens penko (< 1/10 000), vactoTa Heu3BeCcTHA (HENIB35 OIEHUTH
10 UMCIHOIIUMCA ,Z[aHHBIM).

Taonuma 1
CBoaHas Ta0/ 1M1 HeKeJIATeIbHBIX PeaKIuii,
CBSI3aHHBIX ¢ IPUMEHEeHUeM npenapara Jlerpanekc
YacroTa BCTpeyaeMoCTH | HeskenaTenbHasi peakumst
Hapywenus co cmoponwvl HepeHoli cucmembl
Penxo: ['onmoBokpyxeHme, TroJioBHas 00Jyib, 0OIIEe
HEIOMOT'aHHEC
JKenyoouno-Kuueunvie HapyuleHus
Yacro: [wnapes, nucnencus, TOWIHOTA, pBOTA
Heugacro: Komut
Yacrora Hen3BecTHA™: boxb B ;xuBOTE
Hapywenus co cmopoHvl Kodcu U NOOKOHCHBIX MKAHEl
Penxo: KosxHasi chIlib, KOXKHBIN 3y, KpalTUBHULIA
YacroTa Hen3BecTHA™*: W3onupoBaHHBIN OTEK JTUIA, TY0, BEK
B uckiounTenbHbIX Cydasx
AHI'MOHEBPOTUYECKHUM OTEK

*Onvim nocmpezcucmpayuoOHRoc0 NPUMEHEHUA

Co0011eHNs 0 0103PEBAEMBIX HEXKEATESIbHBIX PEaKIHIX

BaxHo coolOmars o0 N0J03peBaEMbIX HEXKENATENbHBIX pPEAaKUMAX IOCJIe perucTpanun
JICKapCTBEHHOT'O TpernapaTa ¢ LeNbio 00ecreueHusl HeNMpepbIBHOIO MOHUTOPHHTA COOTHOLICHUS
«I10JIb3a — PHUCK» JIEKapCTBEHHOro mpemnapara. MeauuuHCKMM paOOTHUKAaM pPEKOMEHIYETCs
coo0mare 0 JOOBIX MOJ03PEBACMBIX HEXKETaTeIbHBIX PEaKIMAX JIGKAPCTBEHHOI'O Mperapara
Yyepe3 HallMOHAJIbHBIE CUCTEMBI COOOILEHUS O HEXeNaTeIbHbIX PeaKIUsaX rocyIapCTB — YJICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COHO3A.

Poccuiickas ®exepanus

109012, r. Mocksa, CiaBsiHcKas muiomaib, 1. 4, ctp. 1

®denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PoczmpaBaanzop)
Ten.: +7 (800) 550 99 03

On. nouta: pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

PecnyOsiuka Apmenust

0051, r. Epesan, np. Komuraca, 49/5

AO3T «HayuHblil IEHTpP 3KCNEPTU3BI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIOTHI UM. aKaJeMHUKa
3. IabpuensHa»

Temn.: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82

["opsuast TMHKS OT/IEJIa MOHUTOPHUHTa 6e30macHOCTH JekapeTs: (+374 10) 20-05-05,

(+374 96) 22-05-05

On. moyta: admin@pharm.am, vigilance@pharm.am
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Pecnybauka Besapych

220037, r. Munck, ToBapuiieckuii nep., 1. 2a

VII «lleHTp 2KCnepTu3 U UCHBITAHUM B 3PaBOOXPAHCHUN
Ten.: +375-17-231-85-14

®axc: +375-17-252-53-58

Tenedon ornena papmaxonaazopa: + 375(17) 242 00 29

On. mouta: repl@rceth.by, rceth@rceth.by
http://www.rceth.by

Pecnyboauka Ka3zaxcran
010000, r. Acrana, paiion baitkonsip, yi. A. Umanosa, 13 (bL] «HypcaymneT 2»)

PI'TI na ITXB «HauuoHaIbHBIN HEHTP IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIUIIUHCKUX
m3nenuit» Komurera MeuImHCKOro U (hapMareBTHIECKOTO KOHTPOJIsE MUHHUCTEPCTBA
3npaBooxpaneHus: Pecny6onuku Kazaxcran

Ten.: +7 (7172) 78-99-11

On. mouta: farm@dari.kz

http://www.ndda.kz

Keoiproizckas Pecnyoimnka

720044, r. buikek, yi. 3-a Jlunus, 25

JlemapTaMeHT JIeKapCTBEHHbIX CPEACTB U MEJUIIMHCKUX U3/1eIUi Ipu MuHHUCTEpCTBE
3npaBooxpanenus Keipreizckoit PecriyOmmku

Ten.: +996 (312) 21 92 78

On. mouta: dlsmi@pharm.kg

http://pharm.kg

4.9. Ilepeno3upoBka

CumMnromsl

JlaHHBIE O ciyd4asx IMepeao3upoBKHU mpenapara Jlerpanexc orpanuyensl. Hanbomnee dacThiMu
HEXKEJATENbHBIMU pEaKLUsAMH B CIIydasiX IEpeJO3MPOBKU ObUIM KENyOYHO-KUIIEUHbIE
HapyIeHus (quapesi, TOUTHOTA, 00JIb B )KUBOTE) U KOKHBIC pEaKIuH (3y, CHIIb).

JleyeHune
ITomMo1up npu nepeso3upoBKe AOJKHA 3aKJIF0YATHCS B YCTPAHEHUH KIIMHUYECKUX CUMIITOMOB.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®dapmakoanHaMHUYecKHe CBOIiCTBA

dapmakoTepaneBTHUECKas IpyIa: aHrMOIPOTEKTOPBI; KAMUIUIAPOCTA0MIIN3UPYIOLIHE CPECTBA;
O0ro(hIaBOHOU/IBL.

Kong ATX: COSCAS3

MexaHu3Mm 1eHCTBUS

Jlerpanekc 06a1aeT BEHOTOHU3UPYIOIIMM U aHTHOIPOTEKTUBHBIM CBOMCTBAMM.

IIpenapar yMeHBIIAET pPACTSLDKMMOCTb BEH M BEHO3HBIM 3aCTOM, CHUXKAET IMPOHULIAEMOCTH
KaIWULIPOB WM IOBBIIACT HX PE3UCTECHTHOCTh. Pe3ynbTaThl KIMHUYECKUX MCCIENOBAaHUN
MOJTBEPXKAAIOT (apMaKOJOTHUYECKYI0 AaKTMBHOCTh IIpernapara B OTHOIICHWH IIOKa3aTesei
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BEHO3HOI TreMOJIUHAMUKHU.

dapmakoarHamMuueckue 3G HeKThl

CTaTuCTHYECKH JIOCTOBEPHBINM  10303aBUCUMBIA  3h(EKT ObUT MPOAESMOHCTPUPOBAH IS
CIIEIYIOINUX BEHO3HBIX IUIETU3MOTpa)UUECKUX MapaMeTpoB: BEHO3HOH €MKOCTH, BEHO3HOM
pPacTSLDKUMOCTH UM BPEMEHHM BEHO3HOTO OMOpOXHEHHs. ONTUMaJIbHOE COOTHOIIECHHE «703a-
s dexT» HabmoaaeTcs npu npueMe 2 TablIeTok.

JleTpanekc MOBBIIIACT BEHO3HBI TOHYC: METOJOM BEHO3HOW OKKIIFO3MOHHOH TuieTH3Morpaduu
ObUIO MOKa3aHO YMEHbBIIEHWE BPEMEHU BEHO3HOTO OMOPOXKHEHHS. Y MAIMEHTOB C MpU3HAKAMHU
BBIPQXKEHHOTO HApYIICHHWs MHKPOLMPKYJSLMU, TOche JiedeHus mpenaparoM Jlerpanekc
OTMEYaeTCcsl CTATUCTUYECKH 3HAUMMOE MOBBIIIEHUE PE3UCTEHTHOCTH KaWJLISIPOB IO CPAaBHEHUIO C
iamne0o, Py OIEHKE METOIOM aHTHOCTEPEOMETPHH.

Jlokazana tepaneBTHUecKass >(QQPEeKTUBHOCTH INpemnaparta JleTpajiekc B JI€UEHUH XPOHHUYECKHX
3a00JIeBaHUI BEH HIDKHUX KOHEUHOCTEH, a TAKXKE B JICUSHUU TEMOPPOSL.

5.2. ®apMakOKHHeTHYECKHE CBOIICTBA

WccrnenoBanus NpOBOAMINCH MOCIE TIEPOPATbHOrO MpUeMa JIeKAapCTBEHHOro mpenapara ¢ 4C-
MEUYCHBIM JMOCMHUHOM M TIOCIIE OJHOKPAaTHOTO IEPOpAIIFHOTO NpHeMma mnpenapara Jlerpanexc
500 Mr 310pOBBIMH JOOPOBOJIBIIAMH.

AOGcopOrus
[Tocre 0HOKPATHOTO MEPOPATBHOTO TpHUeMa 4C-MeueHOro AMOCMHUHA MOKa3aTelb BCAChIBAHUS,

paccYMTaHHBIM Ha OCHOBE OOIIEro BHIBEICHHS C MOUYOM, cocTaBuil 58 %.

Pacnpenenenue

MakcumanbHble KOHIICHTPAIlMA OYHWIIEHHOW MHMKPOHM3UPOBAHHOW (HIIaBOHOMIHOW (dpaKiuu
1ocJie OAHOKPATHOTO NepopainbHoro npuema Jlerpanekc 500 mMr B ria3mMe JOCTUTalOTCs B TEUEHUE
12 g (B nuamazone ot 8 10 24 u).

buorpanchopmanus
[Ipenapat moaBepraeTcss akTHBHOMY METAa0O0JIM3MY, YTO TOATBEPIKIACTCSI IIPUCYTCTBHEM B MOUE
(hEHOIIOBBIX KUCIIOT.

JlnocMuH MeTaboau3upyeTcs A0 arjIiKOHa TUOCMETHHA, KOTOPBINA B AajbHEHIIEM MpeBpalaeTcs
B DJHTEPOLMTAX B UUPKYJIUPYIOIIUE MPOU3BOJHBIC TIIOKYPOHOBOW KHCIOTBI U pa3UYHbIC
(beHoIbHbIE KUCIIOThI, BKIIOYasi THIIYPUHOBYIO KHCIIOTY.

ONMMUHALMSA
B nepBrie 24 yaca mociie 0THOKpaTHOTO IEPOPATHHOTO MPHUEMa BhIBEJCHUE TIPOUCXOIUT TJIABHBIM

00pa3oM ¢ MOYOH, PH 3TOM 32 yKa3aHHbIN nepro BeIBOAUTCS 31 % OT MpUHATON MepopaIbHOM
no3bl. [Ipu nonHoMm BeiBeneHuu mnpemnapara 109 + 23 %, 58 £ 20 % oT npuHATON 7036l BBIBOJUTCS
c Mo4oi, a 51 + 24 % oT npuHATONH N03BI BBIBOJUTCS C KaJOM (OCHOBHAsl 4acThb Ipenapara,
BBIJICIIsIEMast C KaJlOM, BBIBOJIUTCS uepe3 24 Jaca).

Ilo pe3ynbpraraM M3MepeHHUs] KOHLIEHTPAMM TMOCMETHHA B IUIa3ME KPOBU IOCIIE OJHOKPATHOIO
nepopansHoro npuema npenapara lerpanexkc 500 mr, mepuosa €ro MoJyBBIBEACHUSI COCTABIIAECT
npubnusutensHo 11 gacos.

5.3. /laHHbIe JOKJIMHUYECKOH 0€30MacHOCTH

IIpn OQHOKpPATHOM M MHOTOKPAaTHOM IIEPOPAJIBHOM BBEICHUHU IIpelapara MblIIaM, KpbICaM U
00e3bsiHaM B BBICOKHUX J103aX HE ObLIO OTMEUEHO TOKCHUYECKOTO UM JIETAJIbHOTO ACHCTBUS, a TAKIKE
HEe OBLJIO BBISBICHO IOBEICHYECKHUX, OMOJIOTMYECKHX, AaHATOMHYECKUX HWIJIA THUCTOJIOTMYECKHX
HapylleHui. B ncciaenoBaHusax Ha Kpblcax U KPOJIMKAaX SMOPHOTOKCHUYECKHE WIIM TEpaTOreHHbIE
s¢dexTh He oTMevanuch. [IpenapaT He oka3bIBaeT BIUSHUS HA PepTHILHOCTH. B nccnenoBanmsx
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in vitro u in vivo He ObIIO BBISIBIEHO MyTareHHOTO MOTEHIIHAIA.

6. ®APMAIEBTUYECKUE CBOMCTBA

6.1. IlepeyeHb BcmoMoraTe/JibHbIX BelleCTB

Bopa ounienHas

XKenarun

Marnus creapar

[emmom03a MUKPOKPUCTAIIINYECKAS
KapOokcumernnkpaxmai HaTpus
Tanbk

Obonouka nieHounas
Makporoa 6000
Hatpus naypuncynsgar
[IpemMukc nyst IIICHOYHOM 000JIOYKH OPaH)KEBO-PO30BOTO I[BETA, COCTOSIINN 13!
- I'muuepon
- Marnus creapat
- Makporon 6000
- 'mnpomeriosa
- Kpacurens xenesza okcua KpacHbIN
- Turana nuokcun
- Kpacurens jxene3a OKCUA KeNThI

6.2. HecoBMecTHUMOCTD

He nmpumenumo.

6.3. Cpok rognoctu

4 rona.

6.4. Oco0Obie Mepbl NPEAOCTOPOKHOCTH NPU XPAHEHUH

Xpanutsb npu temmnepatype He Boie 30 °C.

6.5. Xapaxkrep u conep:kaHHe NEPBUYHON YIIAKOBKH
IIpu npoussoocmee «Jlabopamopuu Cepeve Hnoacmpuy, @panyus

ITo 12 Tabnerok B 6nuctepe (IIBX/Aun). 1o 3 6muctepa ¢ JIMCTKOM-BKIIA/IBIIIEM B MTaYKy
KapTOHHYIO, C KOHTPOJIEM TIEPBOTO BCKPHITHS (TIPU HEOOXOTUMOCTH).

ITo 15 nnu 14 tabnetok B 6muctepe (IIBX/An). [1o 2 unu 4 6amcrepa ¢ TUCTKOM-BKJII/IBIIIEM B
MayKy KapTOHHYIO, C KOHTPOJIEM TIEPBOTO BCKPHITHS (TIPH HEOOXOTUMOCTH).

Ipu npoussoocmee «Jlabopamopuu Cepsve Unoacmpuy, @panyus u pacgacoske (ynaxkoske)
00O «CEPBBE PYCy», Poccus

ITo 12 rtabnerok B Omucrepe (IIBX/Am). Ilo 3 Omucrepa ¢ JUCTKOM-BKJIAIBIIIEM B MauKy
KapTOHHYIO, C KOHTPOJIEM TIEPBOTO BCKPHITHS (TIPU HEOOXOTUMOCTH).

ITo 15 tabnetok B 6mucrepe (IIBX/An). ITo 2 nnu 4 6muctepa ¢ TMCTKOM-BKIIAIBIIIEM B MAUKy
KapTOHHYIO, C KOHTPOJIEM TIEPBOTO BCKPHITHS (TIPU HEOOXOTUMOCTH).

IIpu npoussoocmee OO0 « CEPBBE PYCy, Poccus

ITo 12 Tabnerok B Omucrtepe (IIBX/Am). Ilo 3 Omucrepa ¢ JHUCTKOM-BKJIAABIIIEM B IAYKy
KapTOHHYIO, C KOHTPOJIEM IEPBOT0 BCKPHITHS (IIPU HEOOXOIUMOCTH).
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ITo 15 wim 14 tabnerok B 6nucrepe (IIBX/An). ITo 2 nnu 4 Gaucrepa ¢ IMCTKOM-BKIIAIBIIIEM B
MayKy KapTOHHYIO, C KOHTPOJIEM TIEPBOTO BCKPHITHS (TIPH HEOOXOIUMOCTH).

6.6. OcoOble Mepbl  MPEIOCTOPOKHOCTH  NMPH  YHUYTOXKEHHMH  MCIHOJb30BAHHOIO
JIEKAPCTBEHHOr0 MpemapaTra WJIH  OTXO0I0B, TMOJYYeHHBIX TMOCJde MPUMEHEeHUsl
JIEKAPCTBEHHOI0 Mpenapara WM Apyrue MaHuMyJsiliiu ¢ NpenapaToM

Het ocoObIx TpeOOBaHM K yTHIM3AIUH.

Bech ocraBmniics J€KapCTBEHHBIN IIPENapaT U OTXOMABI CIECLYET YHUUYTOKUTh B YCTaHOBJICHHOM
MOpPSAKE.

7. AEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
OpaHuus

«JIaboparopuu Cepsbey» / Les Laboratoires Servier

92284 ®pannus, Cropen Cenekce, yi. Kapuao 50/ 50, rue Carnot, 92284 Suresnes cedex, France

7.1. IlpencraBuTe b Iep:KaTe/isd PeriCTPANMOHHOIO YA0CTOBEPEeHUA

IIperen3un norpedbuTesieil HaoPaBIATh 110 AIPECY:

Poccuiickas ®@enepanus Pecnyosiuka Kazaxcran u Kniproizckas
AO «Cepsbe» Pecny0imka

125196, r. Mockaa, yi. JlecHas, nom 7, 3tax ~ TOO «CepBre Kazaxcran»

7/8/9 050020, r. Anmartsr, ip. Jocteik, 3100

Ten.: +7 (495) 937 0700 Ten.: +7 (727) 386 76 62

®akc: +7 (495) 937 0701 On. noura: kazadinfo@servier.com

D1 mouTa: servier.russia@servier.com

Pecnybuka Besapycs Pecny0iuka Apmennst

[IpencraButensctBO YAO «Les Laboratoires  IlpencraBurensctBo «Jlaboparopuu CepBbey
Servier» (®panmysckas Pecybnuka) B 0002, r. EpeBan, ynunia AmupsiHa, 15,
Pecny6onmke benapychb marazul 100, KeatponTen.: +374 10 505074
220030, r. Munck. yi. MscaukoBa, 70, od. D11 mouTa: mariam.antonyan(@servier.com
303

Ten.: +375 (17) 306 54 55/56
1. mouta: officeBY @servier.com

8. HOMEP PETHCTPAIIMOHHOI'O YJOCTOBEPEHU

Poccuiickas ®@enepauus: JITI-Ne(000882)-(PT"-RU)
Pecrry6nuka benapycs: JITT-NeQ00882-T'TI-BY
Keipreizckas Pecy6nuka: JITT-Ne000882-I'TI-KG
Pecriy6nuka Apmenus: JITT-Ne(000882)-(I'TI-AM)
Pecry6muka Kazaxcran: JITI-Ne000882-TI'TI-KZ

9. JATA IEPBUYHOM PETUCTPAIIUU (IIOJATBEPXKJIEHUSA
PETUCTPAIIUU, HEPEPETUCTPALIMN)

JlaTa epBOH perucTpanuu:
B Poccuiickoii ®enepaunu 24.05.2022
B Pecniy6nuke benapycs 01.02.2023
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B Keipreizckoit Pecriy6nuke 24.03.2023
B Pecny6nmuke Apmenns 04.07.2023
B Pecny6sinke Kazaxcran 31.08.2023

10. JATA IIEPECMOTPA TEKCTA

OOw1ast XxapakTepUCTUKA JIEKAPCTBEHHOTO Npenapara JleTpaiekc AoCTyIHa Ha HH(GOPMAllMOHHOM
noptane EBpa3suiickoro 3KOHOMHYECKOTO CO03a B MH(POPMALMOHHO-KOMMYHHUKAIIMOHHON CEeTH
«naTeprer» http://eec.eacunion.org.
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HHama ymeepoicoenus 26.07.2024
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