MUHHUCTEPCTBO 3/IPABOOXPAHEHUSI POCCUMCKOW ®EJEPALIMU

UHCTPYKLUA
IO MEIMIIUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA
JNerpanexc® — S
ir MHH3NIPAB POCCHH ;!
Perncrpaumonnblii Homep: | "W orrwe Yeor- 0503 U

F e —

” COTJACOBAHO t
Toprosoe naumenoBanue: Jlerpanekc e e e
MeskayHapo/iHOe HeNMATEeHTOBAHHOE HIH IPYNIIHPOBOYHOe HauMeHoBaHue: OunIeHHas
MHKPOHH3HpOBaHHas (JiaBOHOUAHAs (pakius (IMOCMUH + ()JIaBOHOM/IBI B IIEpecyeTe Ha

reCrepHuInH)
JlekapcrBenHnasi popma: TablIeTKH, MOKPHITHIE TNIEHOYHOH 000JI0UYKOA.

Cocras:

OnHa TabneTka, MOKphITast IJICHOYHOH 000JI0UKO#, COAEPKHT:

Heticmsyowee sewgecmeo: SO0 M OUHIIEHHONH MUKPOHU3UPOBAHHOU (h1aBOHOUIHOM (pakim,
cocrosien u3 quocmuna 450 mr (90 %) u dpaaBonou0B, B niepecuere Ha recriepuaut 50 mr (10 %).
Bcnomoeamenvhuie 6eujecmea: sxenaTuH, MarHusi CTeapar, 1e/ulioj103a MUKPOKPUCTAJUIMYECKas,
KapOOKCHMETHIIKpaXMasl HaTpus, TAJIbK, BOJAa OUHIIIEHHAs!.

O6oouka rieHouHasi: Makporos 6000, HaTpust laypui cysibdar, IpeMUKC [Uis TUIEHOYHOH
000JI0OYKH OpaHIKEBO-PO30BOIO I[BETA, COCTOSIIMNA U3: IIIMIEpOJIa, MarHus creapara,
THITPOMEIUIO3BI, KPACHTEJIS JKelle3a OKCUIA KEJITOro, KpAaCUTeIsl JKese3a OKCH/Ia KpaCHOro, THTaHa

JIMOKCH/1a.

Onucanue
OBasibHBIE TAOJETKH, MOKPHITHIE TUIEHOUHOH 0007I0YKOH, OpaHKEBO-PO30BOI0 I[BETA.

By TabneTky Ha U3j0Me: OT OJIeTHO-)KEJITOTO JI0 HKEJITOrO I[BETa HEOAHOPOJAHOH CTPYKTYPBI.

dapmakoTepaneBTHYECKAsI IPyNIa

BeHoToHU3MpYIOIIIee U BEHOIIPOTEKTOPHOE CPEACTBO.
Kox ATX: CO5CAS3
dapmakoiorHYecKHe CBOHCTBA

dapMakoJUHAMHKA

Jletpanexc® o61a1aeT BEHOTOHH3UPYIOIIUM M AHTHOTIPOTEKTHBHBIM CBOHCTBAMH.



[Ipenapat ymeHbInaeT pacTsHKUMOCTH BEH M BEHO3HBIN 3aCTOU, CHUXKAET IPOHULAEMOCTh
KalMJUISIPOB U TIOBBIIIAET UX PE3UCTEHTHOCTh. Pe3ysibTaThl KIMHUYECKUX HCCIIeI0OBAHUMN
HOATBEPXKAAIOT (hapMaKOIOTHUECKYIO aKTUBHOCT IIperapaTa B OTHOIIEHHHU TI0Ka3aTeseld BEeHO3HOH
reMO/IMHAMHKH.

CTaTHCTHYECKH JIOCTOBEPHBIH 10303aBUCHMBII 2 ekt npenapara Jlerpanexc”® Gbit
MPOJIEMOHCTPUPOBAH IS CJIEAYIOMIUX BEHO3HBIX IUIETH3MOrpauueckux napaMeTpoB: BEHO3HOM
€MKOCTH, BEHO3HOM pacTsKUMOCTH, BPEMEHH BEHO3HOTO OMOpOoXKHEHHs. ONTHMaIbHOE
COOTHOILIIEHHE «103a-3¢dexT» HabmoaeTcs npu npueme 2 TabJIeToK.

®

JleTpasiekc” MOBBIIIAET BEHO3HBIN TOHYC: C MOMOIIBIO BEHO3HOH OKK/IIO3HOHHOM IUIeTU3MOrpaduu

OBUIO OKA3aHO YMEHBIICHUE BPEMEHH BEHO3HOT'O ONOPOXKHEHUS. Y MAIMEHTOB ¢ IIPH3HAKAMH
BHIPAKEHHOTO HApyIIEHHs MUKPOLMPKYIAIMH, TIOCIIe Tepanuu Tpenaparom Jlerpanekc®
oT™MedaeTcs (CTaTHCTHYECKH JJOCTOBEPHOE, 110 CPABHEHHUIO € I1a1e00), MOBBIICHUE KaHUIIPHOM
PE3UCTEHTHOCTH, OLIEHEHHOH METOI0M aHTMOCTEPEOMETPHH.

Jlokazana TepaneBTryeckas > dekTHBHOCTS Npenapata JleTpanekc”® MpH JeYeHUH XPOHMYECKUX

3a00JIeBaHUN BEH HH)KHUX KOHC‘«IHOCTCﬁ, a TAKXXEC ITPpH JICYHEHUHU IreMOppos.

DapMaKOKHHETHKA

OcHOBHOE BBIJIEJIEHHUE TIpernapaTa NpoucXouT ¢ KaioM. C MOUOii B CpeiHEM BBIBOAMTCS OKOJIO
14 % npuHSTOro KOJIMYECTBA Mpernapara.

ITepuon nonyBeiBeieHus cocrapisier 11 yacos.

[Ipenapat noaBepraeTcsi ak THBHOMY MeTa0O0JIM3MY, YTO MOATBEPIKAACTCS IPUCYTCTBUEM

(EHOJIOBBIX KUCIIOT B MOYE.

IToxa3anusi K NpUMEHEHHIO
Jletpanekc® nokasaH Juis Tepaluy CHMIITOMOB XPOHHUECKHX 3a00/1eBaHuii BeH (YCTpaHeH s U
00JIeryeHusi CAMIITOMOB).
Tepanust cMAMIITOMOB BEeHO3HO-TUM(pATHUECKONW HEOCTATOUHOCTH:
- 00Ib;
- CYJIOPOTH HH)KHHUX KOHEUHOCTEIH;
- OUIYIIEHHE TSDKECTH M PacIUpaHus B HOTaX;
- «YCTaJlOCTBh» HOT.
Tepanust nposiBJIeHHH BEHO3HO-TUM(ATHYECKON HEIOCTATOYHOCTH
- OTEeKH HHKHHUX KOHEYHOCTEH;
- TpoduyecKkne U3MEHEHHs KOXKH U MOJIKOKHON KJIeTUaTKH;
- BEHO3HbIE TPOPHUECKHUE S3BBI.

CumrniroMaruyeckas TEpaIys OCTPOro U XpoOHHYECKOro reMoppos.



IIporuBonoka3zanus

[ToBblIeHHAs: YyBCTBUTENILHOCTD K aKTHBHBIM KOMIIOHEHTAM MJTH K BCTIOMOTATEIbHBIM BEIIECTBAM,
BXO/IAIIUM B COCTaB Iperapara.

bepeMeHHOCTh U EPUOJT TPYAHOI0 BCKAPMJIMBAHHUS (OIBIT IPUMEHEHHUS OTPAaHHYEH UITH
OTCYTCTBYET).

Jlerckuii Bo3pact /10 18 sieT (OnbIT IPUMEHEHHUS! OTCYTCTBYET).

Ilpumenenne npu 6epeMEHHOCTH M B EPHO/L I'PY/IHOI0 BCKAPMJIMBAHHS

bepemennocms

JlaHHbIE O TPUMEHEHUH OYUIIEHHOH MUKPOHU3UPOBAHHOM (pJIaBOHOMIHON (paKIMu y OepeMeHHBIX
JKEHIIUH OTCYTCTBYIOT UJIM OTPaHUYEHBI.

HccnenoBanust Ha )KUBOTHBIX HE BBISIBUJIM PENPOAYKTHBHOU TOKCUYHOCTH.

B kauecTBe npe/rynpe/IMTebHOM Mephl NPEANOYTHTEILHO He IPUMeHsTh npenapar Jlerpanexc® Bo
BpeMsi OepeMEHHOCTH.

Ilepuoo epyonoeo eckapmiueanus

Hewun3sBecTHO, IpOHUKAET JIX OUUIIIEHHAS MUKPOHU3UPOBaHHas (pJIaBOHOUIHAS PpaKiius
(MeTaboJUTEI) B IPY/IHOE MOJIOKO YeJIOBEKA.

He uckiroueH puck /uiss HOBOPOKJICHHBIX U JIETeH rpyIHOro Bo3pacta. Heo6xoaumMo npuHsTh
pelenue JIMO0 0 MPEeKpaIeHUuH IPyAHOT0 BCKapMIIMBaHUs, THO0 006 OTMEHE TepaIuy MpernapaTom
Jletpanekc®, npuHuMas BO BHUMaHHME MOJIB3Y TPY/AHONO BCKAPMJIMBAHHUS JUIsl peOEHKa U MOJIb3Y
TEPAINUHU JUIsl HKEHIIUHBIL.

Bnusanue na penpooykmugnyio ¢hynkyuio

HccenenoBanus penpolyKTUBHON TOKCHYHOCTH HE MOKA3aJId BIIMSHUS Ha PENPOSYKTHBHYIO

(GyHKIHIO y KpbIC 000€r0 moJia.

Cnocod npumMeHeHHsI M 103bI

BuyTpb.

Pexomenayemast 103a npu BEHO3HO-TMM(}AaTHYECKOH HE0CTAaTOYHOCTH — 2 TabJIETKH B CYTKH (3a
OJIMH WUJIH JIBA TIPHEMA): YTPOM, THEM H/UJIM BEYEpOM, BO BpeMs ITpueMa muiy. TabneTku ciexyet
IPOTJIAThIBATh LEJUKOM, 3alMBast BOJIOM.

[Ipo1oKUTETBHOCTD Kypcea JICYeHHUsI MOXKET COCTABIISTh HECKOJIBKO MECSIEeB (BIUIOTH J10

12 mecsiieB). B ciyyae moBTOPHOTO BOZHHKHOBEHHUSI CUMIITOMOB, 110 PEKOMEHIAIlMH Bpaya, Kypc
JIEYEHHSI MOJKET OBITH TOBTOPEH.

Pexomenayemas 103a npu ocTpoM reMoppoe — 6 TabeToK B CyTKH: 110 3 TabJIETKU yTPOM H 110

3 tabyieTku BeyepoM B TeueHue 4 JHei, 3aTeM 1o 4 TabJeTKU B CYyTKH: 110 2 TaDJIETKU YTPOM H 110

2 TabJeTKU BEUE€pOM B TEYCHHE MOCIEAYIONIMX 3 JHEH.



Pexomen tyemast 103a Ipy XpOHUYECKOM IeMoppoe — 2 TabJIETKH B CYTKH € IIPHEMOM IHUIIIH.

IloGounoe aeiicTBHe

[To6ounsie > dexTs mpenapara Jlerpanekc®, HabmonaeMble B X0/1€ KIMHHYECKUX HCCIIEI0BAHHUI,
OBUIN JIETKOW CTETIeHH TsHKECTH. [[penMyIecTBEeHHO OTMEYaIUCh HAapyIIEHHUs] CO CTOPOHBI
JKeIyIOYHO-KUIIIEYHOTO TpaKTa (Jiuapesi, IMCIEICcHsl, TOITHOTA, PBOTA).

Bo Bpems npuema npenapara Jlerpanexc® coobimanock o cieayrommx nobounsx s hexkrax B Buje
cleiyrolei rpajaun: odens yacto (>1/10); gacto (>1/100, <1/10); newacto (>1/1 000, <1/100);
peaxo (>1/10 000, <1/1 000); kpaiine peaxo (<1/10 000), HeyTOUHEHHOM! YAaCTOTHI (4aCTOTA HE
MOXeT OBITh MOJICYMTAHA 110 JIOCTYIHBIM JAHHBIM).

Hapywenus co cmoponvt HepeHOU cucmemul.

Penko: ronoBokpyxeHue, rojioBHas 60Jib, 0011Iee HeJJOMOTaHHE.

JKenyoouno-kuweunwvle napyuwenus:

Yacro: auapest, AMUCMEIICHS, TOLITHOTA, PBOTA.

HeuyacTto: xonur.

HeyToyHeHHOW 4acTOTEI: 00JIb B JKUBOTE.

Hapywenus co cmopombl KOX*CU U NOOKONCHBIX MKAHEU.!
Pesiko: KoKHas ChIlb, KOXKHBIN 3y/1, KpallMBHHILA.

HeyTo4YHEHHO# YacTOTHI: H3OHHpOBaHHbIﬁ OTCK JIMIIa, Fy6, BeK. B HCKIIOUHTENBHBIX clydasx

AHT'MOHEBPOTUYECKHUH OTEK.
Hngpopmupyiime epaua o noseienuu y 6ac io0bix, 6 mom 4ucie e ynoMsaHymvix 6 OaHHOU
UHCMPYKYUU, HEHCEIAMEIbHBIX PeaKyull U OuYWeHull, a maxice 00 usmenenuu 1abopamopHuix

nokasameJei Ha ¢hone mepanuu.

Ilepeno3uposka

Cumnmombvi

JlaHHBIE 0 CiTy4dasx nepeio3upoBku npenapata Jlerpaiexc® orpanndensl. Hanbonee yacteiMu
HEXKeJIaTeIbHBIMHU PEaKIUsIMK B CIIyUasiX Mepe03upOBKU ObLIM JKETyA0YHO-KAIIEYHBIE HAPYIIECHHUS
(mapest, TOIMHOTA, OOJIb B )KMBOTE) U KOXKHBIE PEAKIUH (3Y]1, ChIIb).

Jleuenue

ITomomb IIpH IIEPEA03UPOBKE JOJDKHA 3aKII0OYATHC B YCTPAHCHUH KIIMHUYECKUX CUMIITOMOB.

[Tpu nepeio3upoBKe npenapara He0OOXOIMMO HEMEVICHHO 00paTHThCs K Bpauy.

B3anmopeiicTBue ¢ JAPYIrUMH JIEKAPCTBCHHBIMH CPEACTBaAMHU



KiuHuuyeckux ucciaeaoBaHui mo HU3YYCHHIO B3aUMOJIEHCTBUS JICKapCTBECHHOT'O ITperiaparta
HCTp&HCKC® C IPYTUMH JICKAPCTBEHHBIMHU CPEACTBAMHU HE ITPOBOIUIIOCE. IIO HaCTOAIIETO BPEMCHHA

HE coo6manocr> O BBIABJICHHBIX CJIy4asaX JICKAPCTBECHHOT'O B3aUMO/ICUCTBHS.

Ocobbie ykazanus
- Ilepen Tem, kak HauaTh NpUHUMATH npenapat Jlerpanekc”®, pexoMenayercs
IPOKOHCYJILTHPOBATHCS C BPAUOM.

- Ilpu neyennn remoppos HasHaueHue rpenapata Jlerpanexc®

HE 3aMeHsIeT Creu(HIecKoro
JIeYeHHs ApyTrux 3a00sIeBaHM MPSIMOI KMIIKU M aHAIBHOTO KaHasa. [1pu camocTosiTeIbHOM
IPUMEHEHHH TIperapara He IPEeBbllaiTe MaKCUMallbHbIE CPOKH U PEKOMEH/IOBAHHBIE J103bI,
ykasaHHble B pazzeie «Crnocod npuMeHeHHst U 103bD». B ToM ciiydae, eciii CHMITOMBI
reMOppOos COXPaHAIOTCS 110CIE PEKOMEHYEMOro Kypca Teparuu, clieayeT IpOHTH 0CMOTp Y
IIPOKTOJIOra, KOTOPBIH MoAOepeT JaJbHEHIITYIO TepaIHio.

- Ilpu Hanu4uu HapyIIeHUH BEHO3HOTO KPOBOOOpAIIEHUSI MAKCUMATBHBINA 3(GEKT JIeueHus
obecreynBaeTcsi COYeTaHHEM TEPAIHH C JONOJHUETIILHBIMHE JIeYeOHO-TPO(PUITAKTHIECKUMHU
MEPOTIPHATHIMH/3/10pOBbIM (cOATaHCUPOBAHHBIM) 00Pa30M KU3HH: )KeJlaTeIbHO H30eraTh
JI0JIroro 1npeObIBaHusI Ha COJHIIE, [UIUTEILHOTO MPeObIBAaHUS Ha HOTaxX, a TaKkKe
PEKOMEHJIyeTCsl CHH)KEHHE U30BITOUHON Macchl Terna. [lemue nporysiku U, B HEKOTOPBIX
CllydasiX, HOLIEHHUE CIIEHUATIbHBIX YyJIOK, CIIOCOOCTBYET YIYYIIECHHIO IUPKYJISIIIHHA KPOBH.

HesamenurenbHo oOpaTuTech K Bpady, €Clid, B IIpoliecce JICYeHHs, Ballle COCTOSIHUE YXYIIIHIOCH

WM YMCHBIICHHUS CUMIITOMOB HE HACTYIIUJIO.

Biusinue Ha cnocoOHOCTH YyNIPaBJISTH TPAHCIIOPTHBIMH CPEACTBAMH, MEXaHH3MAMH
KiMHHYeCKHX HCCieI0BaHui 110 H3yYEeHHIO BIMSAHHUS JeKapcTBeHHOro npenapara Jletpanekc® Ha
CIIOCOOHOCTB YIIPABIIATH ABTOMOOUIIEM U BBINOJHATH PabOThI, TPEOYIOIIHE BBICOKONH CKOPOCTH
IICUXHYECKUX U QU3HYECKUX peakluii, He MpoBoauIoch. OHAKO HA OCHOBAHUH JOCTYITHBIX JaHHBIX

®

1o 6e30nacnocm, MOJXHO CA€JIaThb BBIBOJ, YTO I[eTpaneKc HC BIIUACT (He HMECT 3HAYUMOI'O

BJII/IHHI/IH) Ha 5TH IMPOLECCHI.

®opma BbIIyCcKa

TabneTku, MOKPLITHIE TUIEHOYHOH 00071049K0#, SO0 MT.

IIpu npouseoocmee «Jlabopamopuu Cepsve Hnoacmpu», @panyus
ITo 12 tabnerok B 6iucrepe (ITIBX/Aun). I1o 3 Gaucrepa ¢ HHCTPYKIIUEH 110 MEAMITMHCKOMY

IIPUMEHEHHMIO B NTAUKy KapTOHHYIO, C KOHTPOJIEM MIEPBOTO BCKPBITUS (TIPH HEOOXOIUMOCTH ).



ITo 15 unu 14 tabnerok B 6uctepe (IIBX/Aun). Ilo 2 unu 4 6imcrepa ¢ HHCTPYKIUEH 110
ME/IMIIHHCKOMY TIPHMEHEHHIO B Ma4Ky KapTOHHYIO, C KOHTPOJIEM NIEPBOI0 BCKPHITHS (IIpH

HEOOXOTUMOCTH ).

IIpu npouszeoocmese «Jlabopamopuu Cepeve Hnoacmpuy, @Ppanyus u pacgpacosxe (ynakosxe)
000 «CEPBBE PYC», Poccus

I[To 12 Tabnetok B 6muctepe (IIBX/Amn). [To 3 Onuctepa ¢ MHCTPYKIMEH 110 METUIITHCKOMY
IPUMEHEHHIO B TTAYKy KapPTOHHYIO, ¢ KOHTPOJIEM IIEPBOrO BCKPHITUS (IIPU HEOOXOJIUMOCTH).

[To 15 Ttabnerox B 6muctepe (IIBX/An). ITo 2 nin 4 6Gnucrepa ¢ HHCTPYKIMEN 110 MEUITHHCKOMY

MPUMEHEHHIO B M1a4Ky KapTOHHYIO, C KOHTPOJIEM [1€PBOTO BCKPBITUS (IIPH HEOOXOMMOCTH).

IIpu npoussoocmse OO0 « CEPBBE PYC», Poccus

[To 12 tabnerok B Gimuctepe (IIBX/Aun). Ilo 3 6nucrepa ¢ HHCTpYKIHEH 110 MEAULIMHCKOMY
IPUMEHEHHIO B 124Ky KapTOHHYIO, C KOHTPOJIEM [IE€PBOTO BCKPHITUS (IIPH HEOOXOIMMOCTH).
[To 15 win 14 tabnerok B 6muctepe (IIBX/An). [1o 2 uim 4 6amcrepa ¢ MHCTPYKIHEH 110
MEIMIIHHCKOMY TIPHMEHEHHIO B 11a4Ky KapTOHHYIO, C KOHTPOJIEM NEPBOTO BCKPHITHS (TIpH

HEOOXOJIMMOCTH ).

YeaoBusi XxpaHeHHs
XpanuTthb 1pu remneparype He Boitte 30 °C.

XpaHI/ITL B HCAOCTYIIHBIX IS JIETEeH MecTax.

Cpoxk rogHocTu
4 rona.

He IPUMEHSATBH ITOCJIE UCTCUYCHUS CPOKA T'OJHOCTH, YKa3aHHOI'O Ha YITaKOBKE.

YeaoBus ornycka

Ormyckatot 6e3 perernra.

IIpu npoussoocmee «Jlabopamopuu Cepeve Hnoacmpuy, Ppanyus
Perncrpauuonnoe yiocroepenne Bbiaano «Jlaboparopuu Cepsber», Opanius
IIpousBeneno:

«Jlaboparopuu Cepsbe Mnnactpu», @pannus

905, mocce Capan, 45520 XXuau, @panims/905, route de Saran, 45520 Gidy, France

ITo Bcem Bonpocam obpamarncs B Ilpeacrasurenncrso AO «JlabopaTtopun Cepsbe»:

125196, r. Mockaa, yi. Jlecnas, aom 7



Ten.: +7(495) 937 07 00, dakc: +7(495) 937 07 01

Ha unempyxyusx, enoscennvix 6 nauxy, ykasvieaemes iamunuyeil iocomun «Jlabopamopuu

Cepebve .

IIpu npoussoocmee «Jlabopamopuu Cepeve Hnoacmpuy, Opanyus u pacghacoske/ynakoske
000 «CEPBBE PYC», Poccus

Perncrpanmnonnoe yrocropepenne Boiiano «Jlaboparopun Cepsbey, Opanius
IIponsseneno:

«JIaboparopuu Cepsbe Unnactpu», @panius

905, mocce Capan, 45520 Xuau, @pannus/905, route de Saran, 45520 Gidy, France
PacdacoBano n ynakoano:

000 «CEPBBE PYC», Poccus

108828, r. MockBa, nocenenne Kpacnonaxopckoe, kBaprain 158, Biagenue 2, ctp. 1.

Ten.: +7(495) 225 80 10, dakc: +7(495) 225 80 11

ITo Bcem Bonpocam obpamatbes B [IpeacraBurenscrBo AO «JlaGopatopun CepBbern:
125196, r. Mockaga, yi. Jlecnas, qom 7
Ten.: (495) 937-0700, dakc: (495) 937-0701

Ha uncmpyxyusix, 61021ceunvix 6 nayxy, ykazvlieaemes iamunuyei 10comun «Jlabopamopuu

Cepavey.

IIpu npouseoocmee OO0 « CEPBBE PYC», Poccus

Peruncrpannonnoe ynocrosepenue Bbiaano «Jlaboparopuu Cepsbe», @panuus
IIpousseneno:

000 «CEPBBE PYC», Poccus

108828, r. Mocksa, nocenenue KpacHonaxopckoe, kBaprain 158, Bnagenue 2, ctp. 1.

Ten.: (495) 225-8010, dakc: (495) 225-8011

ITo Bcem Bonpocam obpamarses B [Ipeacrasurenncrso AO «Jlabopatopun CepBbe»:
125196, r. Mockga, yi. JlecHas, gom 7
Ten.: (495) 937-0700, dpakc: (495) 937-0701



Ha uncmpyrkyuax, 610d1cennsix 6 nauxy, ykasvieaemes iamunuyeti io2omun «JIabopamopuu

Cepebey.

Crapmmii cienuaiucT 1o perucTparuu

JIEKapCTBEHHBIX CPEJICTB . Copoxuna




