OBIIAA XAPAKTEPUCTHUKA JTEKAPCTBEHHOI'O
HHPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT O IIPEITAPATA

Herpanekc, 500 mr, TaOIETKH, TOKPHITHIE TNIEHOYHOW 000T0YKOM.

2. KAUECTBEHHBIN U KOJIUYECTBEHHBIN COCTAB

JlelicTByIo1IIee BEIIECTBO: OYHMILIEHHAs MUKPOHU3HPOBaHHAas (praBoHOoMIHAS (QpaKIus (THOCMUH +
(h1aBOHOMIBI B TIEPECUETE HA TECTICPUIMH).

Kaxnmas TtabnmeTka, mMOKpHITas TIUICHOYHOW 0000YKOH, coaepkuT 500 Mr odYHIIeHHOU
MUKPOHU3UPOBAHHON (raBoHOMIHON (pakuuu, cocrosimedt u3 nuocmuHa 450 mr (90 %) u
¢baBoHOUAOB, B iepecyete Ha recriepuant 50 mr (10 %).

[TonHblii MepeyeHb BCIIOMOTATENbHBIX BEIIECTB MPEICTaBeH B pa3eie 6.1.

3. JIEKAPCTBEHHASA ®OPMA

TaGnerku, MOKPHITHIE MIICHOYHOH 000JI0UKOIA.
OBasnbHbIE TaOJETKH, MMOKPHITHIC MJIEHOYHONW 000JI0YKOH, OPaHKEBO-PO30BOTO IIBETA.

Bun tabneTku Ha H3M0ME: OT OJICAHO-XKEITOTO JI0 KEJITOTO I[BETAa HEOAHOPOTHOU CTPYKTYPHI.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxa3aHusi K NPUMEHEHUIO

JleTpanmekc IOKa3aH K IPUMEHEHUI0 y B3pOCIBbIX I TEpalud CUMITOMOB XPOHHUYECKHUX
3a00s1eBaHNl BeH (YCTPAHEHHS M O0JIETYEHUS CUMITTOMOB).

e Tepanus cMMITOMOB BEHO3HO-TUM(ATHIECKOI HEJOCTATOUHOCTH:
— 0oub;
— CYIOpOTM HM)KHHMX KOHCYHOCTEH;
— OIIYILIEHUE TSHKECTU M PACIIUPAHUS B HOTAX;
—  «yCTaJIOCTH)» HOT.

e Tepanus nposiBICHUN BEHO3HO-TMM(ATHIECKOI HEOCTATOUHOCTH:
— OTEKH HH)KHHX KOHEYHOCTEH;
— TpoduyecKkre U3MEHEHHUs KOXKU U MOIKOKHOM KIICTUaTKU;
— BCHO3HBIC TPOPHUECKUE S3BHI.

e (CumnToMaTuyeckas Tepanus OCTPOro U XpOHUUYECKOTO FeMOpPpOsl.

4.2. Pe:kum 103MPOBAHUSA U CIIOCO0 MPUMEHEHM I

PexxuM no3upoBaHusa

PexomeHnyemas 703a pu BEHO3HO-TUM(PATUUECKON HEAOCTATOUHOCTH — 2 TaOlIEeTKU B CYTKH, 32
OMUH WU JABa TnpuemMa (YyTpoMm, IHEM W/HJIM BEYEepOM), BO BpeMs MpHeMa MHUIIIH.
[TpomomKUTENBPHOCTh Kypca JIEUEHHMs MOXET COCTaBJIATh HECKOJIBKO MeCsleB (BIUIOTH [0
12 mecsitieB). B ciydae mMOBTOPHOTO BO3HUKHOBEHHUS CUMITOMOB KypC JICYCHHS MOXKET OBITh
MTOBTOPEH.

PexoMenyemMas 103a rpu ocTpoM reMoppoe — 6 TabeTok B CyTkH (3 TabnaeTku yTpom, 3 TabieTKu
BeuepoM) B TedueHUe 4 mHei, 3areM 1o 4 TablieTKu B CyTKH (2 TabimeTku yTpom, 2 TabJeTKu
1



BEUEPOM) B T€UEHHUE MOCIEAYIOMUX 3 THEH, BO BpeMsl IpUemMa MHIIIH.
PexoMenyemas 103a pu XpOHUYECKOM reMoppoe — 2 TabJIETKU B CYyTKHU, BO BpeMs [IpreMa UK.
eTu

be3onacHocTh 1 3pdekTHBHOCT, TpUMEHEHUs Tpenapara Jlerpanekc y nereir muamamie 18 et He
YCTaHOBJICHBI. I[aHHble OTCYTCTBYIOT.

Croco0 mpuMeHeHus

BuyTtps. TabneTku ciaenyer nporiaTeiBaTh IETUKOM, 3aITUBasi BOJOH.

4.3. IIpoTuBONOKAa3aHNS

['mnepuyBCTBUTENBHOCTh K JICHCTBYIONIEMY BELIECTBY HJIM K JIIOOOMY M3 BCIIOMOTATENbHBIX
BELIECTB, IEPEUNCIIEHHBIX B pasaene 6.1.

4.4. Oco0Oble yKa3aHUs U MepPbI NPET0CTOPOKHOCTH NPH NMPUMEHEHU U

[Ipu neyeHum remopposi HazHaueHue mpenapara Jlerpasekc He 3aMeHseT creuu(uyeckoro
JIeUeHHs] APYruX 3a00JIeBaHUI MPSIMOM KHUIIKKM W aHAIBHOTO KaHama. [Ipu camMocCTOsATENbHOM
MPUMEHEHUH TIperapaTa He NPEBHIIATh MaKCUMalbHbIE CPOKM U PEKOMEHIOBAHHBIC JO3BI,
yKa3zaHHble B pasnene 4.2. B ToMm ciydae, eciau CHUMIITOMBI F€MOPPOSl COXPAHSAIOTCA MOCHE
PEKOMEHAYEMOro Kypca TepamuH, CIEAyeT MPONTH OCMOTP y MPOKTOJIOra, KOTOPBIH moadeper
JAJbHEUIIIYIO TEPANuIo.

[Ipy HamMuuMu HapyHIEHUH BEHO3HOTO KPOBOOOpAIICHHS MaKCHUMalbHBIA 3¢ (deKT nedeHus
o0ecreunBaeTcsl COYETAaHHEM TEPaluu C JIOTIOHUTENBHBIMU JIEYCOHO-TIPOPHIAKTHICCKUMHU
MEPOTPHUATHSIMHI/3JOPOBBIM  (COAIAaHCUPOBAHHBIM) O0pa30M JKM3HU: IKEJIaTelnbHO H30eraTh
J0JATOT0 TPeOBIBAaHMS Ha COJIHIIE, JUTUTEIFHOTO MPEObIBAaHHUS HA HOTAaX, a TAK)KE PEKOMEHITYETCs
CHIDKEHHE HM30BITOYHOM Macchl Tena. llemme mporyikud M, B HEKOTOPHIX CIIydyasX, HOIICHUE
CTEUATBHBIX YYJIOK, CIIOCOOCTBYET YIYUIICHHIO [IUPKYJISIIUA KPOBH.

4.5. BzaumopeiicTBe ¢ JPYTHMH JICKAPCTBEHHBIMH IpenaparamMM H JApyrue BHIbI
B3aHMMOJAEHCTBHUSA

HccnenoBanus B3aMMOJEHCTBUS HE MPOBOIMINCE. [0 HACTOSIIEr0o BpeMEHH HEe COOOIIAnoch O
KJIMHUYECKU 3HAYMMBIX JICKAPCTBEHHBIX B3aMMOJIECHCTBHUSAX BO BpPEMS MOCTPETMCTPALIMOHHOTO
MIPUMEHEHHS IIperapara.

4.6. ®epTUIBLHOCTH, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD
JlaHHBIE O TIPUMEHEHHH OYHWIIEHHOH MUKPOHU3UPOBAHHOW (p1aBOHOMIHOW pakuuu y

6€peMeHHBIX JKCHIIHMH OTCYTCTBYIOT HJIM OTPaHUYCHBI.

HccnenoBanust  Ha  KMBOTHBIX ~ HE  BBISIBHJIM  PENPOAYKTHBHOW  TOKCHYHOCTH.
B kagecTBe npenynpeIuTenbHON MEPBI IPEAIIOYTUTENBHO HE IPUMEHATH Ipenapar Jlerpaieke Bo
BpeMsi OEpEeMEHHOCTH.

JlakTaius
HewusBecTHO, mNpOHWKAET M OYHUIICHHAS MHUKPOHU3MpOBaHHAs (iIaBOHOUAHAS paKIus

(MeTaboJINThI) B TPYAHOE MOJIOKO YEJIOBEKA.

He uckirodeH puck Juisi HOBOPOXKIEHHBIX M JeTei rpyaHoro Bo3pacta. Heo0xoauMo NmpHUHATH
peleHue 1100 0 MPEKPALICHUN TPYAHOTO BCKAPMIIMBAHUSL, MO0 00 OTMEHE TEpanuy MpernapaTom
JleTpanekc, NpuHUMasi BO BHUMAaHUE MOJb3Yy IPYAHOTO BCKApMIIMBAHMA JUIsl peOCHKA M MOJb3Y
TEpanuy JJIsl )KSHIUHBI.

DepTUILHOCTD
HccnenoBanuss penpoayKTUBHOM TOKCUYHOCTM HE IIOKAa3ajdd BIUSHUS HAa PENPOAYKTUBHYIO
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(GYHKIHIO y KpBIC 000€ro MoJa.

4.7. BausiHue Ha CIHOCOOHOCTH YNPaBJSATH TPAHCIOPTHBIMHM CpeACTBAMM M PadoTarh ¢
MeXaHM3MaMu

KnnHngecknx ucciiefoBaHuil Mo M3y4YEHUIO BIMSHUS JIEKapCTBEHHOTO Ipernapara Jlerpanekc Ha
CIOCOOHOCTH YNPABIATH aBTOMOOMJIEM U BBIIOJHATH pabOThI, TPeOYIONIMEe BBICOKOW CKOPOCTH
NCUXMYECKUX M (U3UYECKUX PEaKUuil, He NMpoBOAMIOCh. OIHAKO HAa OCHOBAHUM JOCTYITHBIX
JAHHBIX IO OE€30MacCHOCTH, MOXKHO CHeNaTh BBIBOJ, 4TO JleTpanekc He BiuseT (He HMeEeT
3HAYMMOTO BIIUSIHUS) HA 3TH MIPOIIECCHI.

4.8. HexxenaTeJIbHbIE peaKIIUA

Pesrome nmpoduitst 6e3onacHOCTH

[To6ounsbie 3¢ dexTsl mpenapara [lerpanekc, HabmtomaeMple B X0/1€ KIMHHYECKUX UCCIIEOBaHUH,
OBbUIN JIETKOW CTETIEHH BBIPAXXEHHOCTHU. [IpenMyIIecCTBEHHO OTMEUAINCh HAPYIIECHHSI CO CTOPOHBI
eIy TOUYHO-KUIIEYHOTO TpaKkTa (auapesi, AUCIIEIICHsI, TOITHOTA, PBOTA).

TabauuHOe pe3roMe HeKENATeIbHBIX PEeaKIIHiA

Coo0m1anoch 0 CleAyIOmUX HeKeNaTeIbHbIX PeaKIMIX WIN SIBICHUSX, TPUBEIEHHBIX IO YaCTOTE
BO3HUKHOBEHHUS: 04eHb 9acTo (> 1/10), vacto (> 1/100 u < 1/10), mewacto (> 1/1000 u < 1/100),
peako (> 1/10 000 u < 1/1000), ouens penko (< 1/10 000), vactoTa Heu3BeCTHA (HENIB35 OIIEHUTH
M0 UMEIOIIUMCS JTAHHBIM).

Taonuma 1
CBoaHas Ta0/ 1M1 HeKeJIATeIbHBIX PeaKIuii,
CBSI3AHHBIX ¢ IPUMeHEeHUeM npenapara Jlerpanekc
YacroTa BCTpeyaeMoCTH | HeskenartenbHasi peakuus
Hapywenus co cmoponwvl HepeHoli cucmembl
Penxo: ['onoBokpyxkeHme, TroJIoBHAs 00Jyib, 0OIIEe
HEIOMOT'aHHE
JKenyoouno-Kuuieunvie HapyuleHus
Yacro: [wnapes, nucnencus, TOWIHOTA, pBOTA
Heuacro: Komut
YacroTa Hen3BecTHA™*: bons B s)xuBOTE
Hapywenus co cmopoHvl Kodcu 1 NOOKOHCHBIX MKAHEl
Penxo: KosxHasi cbIlib, KOXKHBIN 3y, KpalTUBHULIA
YacroTa Hen3BecTHA™*: W3onupoBaHHbBINA OTEK JTUIA, TY0, BEK
B uckimounTenbHbIX Cydasx
AHI'MOHEBPOTUYECKUM OTEK

*Onvim nocmpezcucmpayuoOHRoc0 NPUMEHEHUA

Co0011eHNs 0 M0103PEBAEMBIX HEXKEATESIBbHBIX PEaKIHIX

BaxHo coolOmars o0 N0J03peBaEMbIX HEXKENATENbHBIX PEAaKUMUAX I0CJIe perucTpanuu
JICKApCTBEHHOT'O TpernapaTa ¢ LeNbio 00ecreueHusl HeMpepbIBHOIO MOHUTOPHHTA COOTHOLICHUS
«I10JIb3a — PHUCK» JIEKAapCTBEHHOro mpemnapara. MeauuuHCKMM paOOTHUKAaM pPEKOMEHIYETCs
coo0mare 0 JOOBIX MOJ03PEBACMBIX HEXKETaTeIbHBIX PEeaKIMIX JIGKAPCTBEHHOI'O Iperapara
Yyepe3 HaIMOHAJIbHBbIE CUCTEMBl COOOILEHHS O HEXeNaTeIbHbIX PeaKIUsIX roCyIapcTB — YJICHOB
EBpa3uiickoro 5KOHOMUYECKOTO COH03a.

Poccuiickas ®exepanus

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

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

On. noura: pharm@roszdravnadzor.gov.ru
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http://roszdravnadzor.gov.ru

PecnyOsiuka Apmenust

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

AO3T «HayuHblil IEHTpP 3KCNEPTU3BI JIEKAPCTB U MEAULIMHCKUX TEXHOJIOTHI UM. aKaJeMHUKa
3. labpuensHa»

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

['opsuast TMHMS OT/IEJIa MOHUTOPHUHTa Oe30macHoCTH JekapeTs: (+374 10) 20-05-05,

(+374 96) 22-05-05

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

http://pharm.am

Pecnybauka besnapych

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

VII «lleHTp dKCnepTu3 U UCIBITAHUM B 31PaBOOXPAHCHUN
Ten.: +375-17-231-85-14

®axc: +375-17-252-53-58

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

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

Pecnybsiuka Kazaxcran
010000, r. Acrana, paiion baiikonsip, yi. A. Umanosa, 13 (BL] «Hypcayner 2»)

PI'TI na ITXB «HauuoHambHBIN HEHTP IKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIUIIUHCKUX
uznenuiny Komurera MeIUIIMHCKOTO U (hapMalieBTHUECKOT0 KOHTPOJIsi MUHUCTEPCTBA
3npaBooxpanenus Pecnyonuku Kazaxcran

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

On. nmouta: farm@dari.kz

http://www.ndda.kz

Kbipreizckas Pecnny0inka

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

JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB U MEAULIMHCKUX U3eIul Ipu MuHKUCTEpCTBE
3npaBooxpanenusi Keiprei3ckoii PecyOmikn

Ten.: +996 (312) 21 92 78

On. mouta: dlsmi@pharm.kg

http://pharm.kg

4.9. Ilepeno3upoBka

CuMITOMBI

JlanHbIe O ciydasx Tepeao3upoBKH mpemapara Jlerpanekc orpanuwdeHsl. Hambosee dacThiMu
HCKCJIATCIIbHBIMU  pPCAKIIUAMU B ClIydasdx TMCPpCAO3UPOBKHU GBIJII/I KCJIIY JOYHO-KHUIIICYHBIC
HapyIeHus (Iuapesi, TOMHOTa, 00JIb B )KMBOTE) U KOXKHBIC PEAKITUH (3Y/1, CHIIh).

Jleuenue
[ToMo1pk nmpu nepeno3upoBKe T0HKHA 3aKII0YATHCSA B YCTPAHEHUU KIIMHUYECKUX CUMIITOMOB.

5. ®APMAKOJIOTHUYECKHUE CBOMCTBA

5.1. ®apmakoanHaMHUYecKHe CBOIiCTBA

dapmakoTepaneBTHUECKas TPyIIa: aHTHONPOTEKTOPHI; KAMMIUIIPOCTA0MIN3UPYIOIHE CPECTBA;
O0ro(hIaBOHOU/IBI.


http://roszdravnadzor.gov.ru/
mailto:rcpl@rceth.by
http://www.rceth.by/

Kon ATX: CO5CAS3

MexaHu3Mm J1elCTBUS

Jlerpanekc 00siaaeT BEHOTOHH3UPYIOLIUM H aHTHOIIPOTEKTUBHBIM CBOMCTBAMHU.

[Ipemapar yMeHbIIAE€T pPaACTSXKMMOCTh BEH M BEHO3HBIM 3aCTOM, CHM)KAET MNPOHUIIAEMOCTh
KanWwuIApOB M TOBBIIIAET HMX PE3UCTEHTHOCTb. Pe3yNnbTarTbl KIMHUYECKUX MCCIIEIOBAHUN
MOATBEPKAAI0T  (PapMaKOJIOTMYECKyl0 AaKTUBHOCTH Ipernapara B OTHOLICHHM IOKa3aTenei
BEHO3HOW I'eMOJIMHAMUKH.

dapmakoguHaMuYeckue YPHEKThI

CraTHCTHYECKH JIOCTOBEPHBIM J10303aBHCUMBIA 3¢ ¢deKT ObUl IPOJEMOHCTPUPOBAH IS
CIIEAYIOIIMX BEHO3HBIX IUIETHU3MOrpaMuecKUX IapaMeTpoB: BEHO3HOH €MKOCTH, BEHO3HOH
pacTSDKUMOCTH UM BPEMEHHM BEHO3HOTO ONOPOXKHEHHS. ONTUMAJIbHOE COOTHOIIEHUE «Z03a-
s dexT» HabmomaeTcs npu nmpueme 2 TabIeToK.

JleTpajieKc MOBBIIIAET BEHO3HBIH TOHYC: METOJOM BEHO3HOM OKKIIIO3MOHHOH IieTu3Morpaduun
OBUIO TOKA3aHO YMEHBIIIEHUE BPEMEHH BEHO3HOT'O ONOPOKHEHMs. Y MAIMEHTOB C MpPU3HAKaMHU
BBIPQXEHHOIO HapylIEHHWs MHUKPOLUPKYJSALWU, I[IOCiIe JieueHHus mpenaparoM Jletpanekc
OTMEYAeTCs CTATUCTUYECKU 3HAYMMOE ITOBBIIIEHNE PE3UCTEHTHOCTU KaIMJLISIPOB T10 CPAaBHEHHUIO C
1ane6o, MpH OIEHKEe METOJIOM aHTHOCTEPEOMETPUH.

JlokazaHa TepaneBTudeckas 3(Q(eKTUBHOCTh npenapara JleTpajekc B JIEUEHHMM XPOHMYECKHX
3a00JieBaHUI BEH HIDKHUX KOHEUYHOCTEH, a TAK)XKE B JICUSHUU TEMOPPOSL.

5.2. ®apMakOKHHeTHYECKHE CBOICTBA

WccrnenoBanus NpOBOAMINCH MOCIE TIEPOPaTbHOrO MpUeMa JIeKAapCTBEHHOro mpemapara ¢ *C-
MEUYCHBIM JMOCMHUHOM M TIOCIIE OJHOKPAaTHOTO IEPOpaIbHOTO NpHeMma mnpenapara Jlerpanexc
500 Mr 310pOBBIMH JOOPOBOJIBIIAMH.

AOGcopOrus
[Tocre 0HOKPATHOTO MEPOPATBHOTO MpHUeMa 4C-MeueHOro AMOCMHUHA MOKa3aTesb BCAChIBAHUS,

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

Pacnpenenenue

MakcumanbHble KOHIICHTPAIlMA OYHWIIEHHOW MHMKPOHM3UPOBAHHOW (HIIaBOHOWIHOW (hpaKiuu
1ocJie OAHOKPATHOTO MepopainbHoro npuema Jlerpanekc 500 mMr B ria3zmMe JOCTUTalOTCs B TEUEHUE
12 g (B nuamazone ot 8 10 24 u).

buorpanchopmanus
[Ipenapat moaBepraeTcss akTHBHOMY METa0O0JM3MY, YTO MOATBEPIKIACTCSI IIPUCYTCTBHEM B MOUE
(EHOIIOBBIX KUCIIOT.

JlnocMuH MeTaboIu3upyeTcs A0 arJIiKOHAa TUOCMETHHA, KOTOPBINA B AajbHEHIIEM MpeBpalaeTcs
B DJHTEPOLMTAX B UUPKYJIUPYIOIIUE MPOU3BOJHBIC TIIOKYPOHOBOW KHCIOTBI U pa3UYHbIC
(beHoIbHbIE KUCIIOThI, BKIIOYasi THIIYPUHOBYIO KHCIIOTY.

ONUMUHALMSA
B nepBrie 24 yaca nmociie 0THOKPaTHOTO IEPOPATHHOTO MPHUEMa BhIBEJCHUE TIPOUCXOIUT TJIABHBIM

00pa3oM ¢ MOYOH, MPU 3TOM 32 yKa3aHHBIN nepro BeIBOAUTCS 31 % OT MpUHATON MepopaabHOM
no3bl. [Ipu nonHom BeiBeneHuu npemnapara 109 + 23 %, 58 £ 20 % oT npuHATON 1036l BBIBOJUTCS
c Mo4oi, a 51 + 24 % oT npuHATONH N03BI BBIBOJUTCS C KaJOM (OCHOBHAsl 4acThb Ipenapara,
BBIJICIIsSIEMast C KaJloM, BBIBOJIUTCS uepe3 24 Jaca).

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



5.3. JlaHHbIe JOKJIUHUYECKOH 0€30MaCHOCTH

IIpy OIHOKpPaTHOM M MHOTOKPAaTHOM IEPOPAIBHOM BBEICHHUM IIperapaTa MBbIIIAM, KpbICaM H
00e3bsiHaM B BBICOKHUX J103aX HE ObLIO OTMEUEHO TOKCHUYECKOT0 UIIH JIETAILHOTO ACHCTBUS, a TAK)KE
He OBLJIO BBISBICHO IOBEIEHYECKHUX, OMOJIOTMYECKHX, aHATOMHYECKUX WIJIM THUCTOJIOIMYECKHX
HapyleHui. B uccienoBaHusx Ha KpbIcax W KPOJIMKAaX SMOPHOTOKCHUYECKHE WIIM TepaTOreHHbIE
3¢ dexTh He oT™Mevanuch. [IpenapaT He oka3bIBaeT BIUSAHUS Ha (PepTHILHOCTD. B nccnenoBanusx
in vitro u in vivo He ObIIO BBISIBIIEHO MYTareHHOTO MOTEHIIHAIA.

6. ®APMAIEBTUYECKUE CBOMCTBA

6.1. IlepeyeHb BcmoMoOraTe/JibHbIX BelIeCTB

Bopa ouninenHas

XKenarun

Marnus creapar

[emmom03a MUKPOKPUCTAIIINYECKAS
KapOokcumernnkpaxmai HaTpus
Tanbk

Obonouka nienounas
Makporoa 6000
Hatpus naypuncynsgar
[IpemMukc nist IIICHOYHOM 000JIOYKH OPaH)KEBO-PO30BOTO I[BETA, COCTOSIINN 13!
- I'mauepon
- Marnus creapat
- Makporon 6000
- 'mnpomeriosa
- Kpacurens xenesza okcua KpacHbIN
- Turana nuokcun
- Kpacurens jxene3a OKCUI KeNThIH

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok ronHocTn

4 rona.

6.4. OcoObie MepbI IPEIOCTOPOKHOCTH NPH XPaHEHUH

XpanuTh ipu Temmneparype He Bbiie 30 °C.

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

ITo 12 Tabnerok B 6nuctepe (IIBX/Aux). 1o 3 6muctepa ¢ IMCTKOM-BKIIAIBIIIEM B ITaYKy
KapTOHHYIO, C KOHTPOJIEM TIEPBOTO BCKPHITHS (TIPU HEOOXOTUMOCTH).

ITo 15 nnu 14 tabnetok B 6mucrepe (IIBX/An). [1o 2 unu 4 6amcrepa ¢ TUCTKOM-BKJIIA/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 Ttabnerok 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 npouseoocmee OO0 « CEPBBE PYCy, Poccus

ITo 12 Tabnerok B Omuctepe (IIBX/Am). Ilo 3 Omucrepa ¢ JHUCTKOM-BKJIAABIIIEM B IaYKy
KapTOHHYIO, C KOHTPOJIEM IEPBOT0 BCKPHITHS (IIPU HEOOXOIUMOCTH).

ITo 15 nmm 14 Tabnerok B 6muctepe (IIBX/An). ITo 2 unu 4 6aucrepa ¢ IMCTKOM-BKJIABIIIEM B
MavKy KapTOHHYIO, C KOHTPOJIEM MEPBOTO BCKPHITUA (TIPU HEOOXOMMOCTH).

6.6. OcoOble Mepbl  MPEIOCTOPOKHOCTH  NMPH  YHUUYTOXXKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 MpemapaTra WJIH  OTXO0I0B, TMOJYYeHHBIX TMOCjJde MPUMEHEeHUs!
JIEKAPCTBEHHOI0 Mpenapara WM Apyrue MaHUuMyJsiliiM ¢ MpenapaTomM

Het ocoObIx TpeOOBaHM K yTHIM3AIUH.

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

7. AEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
®panuus

«Jlabopatopun Cepsne» / Les Laboratoires Servier

92284 ®panmus, Cropen Cenekc, yi. Kapuo 50 / 50, rue Carnot, 92284 Suresnes cedex, France
7.1. IlpencraButenb AepKaTesis PperHCTPALMOHHOIO YI0CTOBEPEeHH

IIperen3uu nmorpedbuTeeil HAIPaBISATh 110 aIPECY:

Poccuiickaa @enepanus Pecny0smmka Kazaxcran u Kniproizckas
AO «CepBbe» PecnyOsiuka

125196, r. Mockaa, yi. Jlecnas, nom 7, s3tax ~ TOO «Cepsbe Kazaxcran»

7/8/9 050020, r. Anmatsr, mip. JJocTeik, 3101

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 Pecnyb0iuka Apmennst

[IpencraButensctBO YAO «Les Laboratoires  IlpencraBurensctBo «Jlaboparopuu CepBbey
Servier» (®panmysckas Pecybnuka) B 0002, r. EpeBan, ynunia Amupsiza, 15,
Pecny6onnke benapychb marazul 100, KeatponTen.: +374 10 505074
220030, r. Munck. yn. Mschukosa, 70, od. O5. modYra: mariam.antonyan(@servier.com
303

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

8. HOMEP PETUCTPALHIMOHHOI'O YAOCTOBEPEHUA

Poccutickas @enepanust: JITI-Ne(000882)-(PT"-RU)
Pecry6nmuka benapych: JITI-Ne000882-TI'TI-BY
Kesiprezckas Pecyonmka: JITT-NeQ00882-T'TI-KG
Pecry6muka Apmenus: JITT-Ne(000882)-(I'TI-AM)
Pecrry6nuka Kazaxcran: JIIT-Ne0O00882-I'TI-KZ



9. JATA IEPBUYHOM PETUCTPAIIUU (IIOJATBEPXKJIEHUSA
PET'MCTPAIIMU, HEPEPETUCTPALIMN)

JlaTa epBOH perucTpaLuu:

B Poccuiickoii ®enepaunu 24.05.2022
B Pecniy6nuke benapycs 01.02.2023

B Keipreisckoii Pecry6nmke 24.03.2023
B Pecniy6iiuke Apmenus 04.07.2023

B Pecny6nuke Kazaxcran 31.08.2023

10. JATA ITIEPECMOTPA TEKCTA

OO0mas xapakTepuCTHKa JICKapCTBEHHOTO Tpenapara JleTpanekc qoctynHa Ha HHPOPMAITMOHHOM
noptasie EBpazuiickoro 3KOHOMHUYECKOTO COI03a B MH(GOPMAITMOHHO-KOMMYHHUKAITMOHHOW CETH
«UnTepuer» http://eec.eacunion.org.
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