OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O
ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Hetpanekc, 1000 mr, TabieTKy, MOKPHITHIE INICHOYHOH 000JI0UKOIA.

2. KAUECTBEHHBIN U KOJIMYECTBEHHbBIN COCTAB

JlelicTByoIIIEe BEIECTBO: OYMILICHHAS MUKPOHU3UPOBaHHas (1aBOHOMAHAS (ppakuus (IMOCMUH +
(1aBoHOUIBI B IEpeCUYETE HAa FECIIEPUIUH).

Kaxxnmas Tabnerka, TOKpBITas IUICHOUYHOM 000j0ukoid, comepxut 1000 Mr ouMIeHHON
MUKPOHU3UPOBAHHOH (haBoHOMIHON (paknum, cocrosimedt n3 auocmuHa 900 mr (90 %) wu
¢daBoHOUA0B, B iepecyete Ha recriepuaut 100 mr (10 %).

[TonHbIii epedeHs BCIIOMOTATEIbHBIX BEIIECTB MPECTaBIeH B pa3zene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaOneTku, NOKPHITHIE IJIEHOYHOU 000I0YKOM.

[Tpononrosarsie TabIETKH, MOKPHITHIE INIEHOYHOH 000IOUKOH OPaHKEBO-PO30BOTO LIBETA C PUCKON
¢ 00enX CTOPOH.

Bun Ta0JIETKU HA U3JIOME: OT 6J'ICI[HO')I(6J'ITOFO J0 XKCITOI0O IBECTAa HGOHHOpOﬂHOﬁ CTPYKTYPHI.

4. KIMHUYECKHUE JAHHBIE

4.1.Iloxkazanusi K NpUMEHEHUI0

JleTpanekc moKa3zaH K TPUMEHEHHUIO Y B3POCHBIX JJS TEpanud CHUMITOMOB XPOHHUYECKUX
3a00s1eBaHU BeH (YCTpaHEHHS U O0JIeTYeHUs CUMIITOMOB).

L Tepanm[ CUMIITOMOB BCHOBHO-J’II/IM(baTI/I‘-Ie()KOI\/JI HEOOCTAaTOYHOCTH.
— 0oub;
— CYIOpOrd HM)KHUX KOHEYHOCTEH;
— OHIYHIGHI/IG TSOKCCTHU U paCHI/IpaHI/ISI B HOT'ax,
—  «yCTaJIOCTH)» HOT.

e Tepanus nposiBIeHUN BEHO3HO-TUM(pATHUECKON HEIOCTATOYHOCTH .
— OTEKHU HI)KHHUX KOHEUHOCTEN;
— TpodudecKkre U3MEHEHHS KOXKH U MOJAKOKHOM KIIETYATKH;
— BEHO3HBIC TPOPUYECKUE SI3BHI.

e CumnToMaTHU4ecKas Teparus OCTPOro U XPOHUYECKOTO TreMOPPOSL.

4.2.Pe:xuM 103MPOBAHUS U CMIOCO0 MPUMeEHEHHU s

Pexxum 103upoBaHus

Pexomenayemast no3a mpu BEHO3HO-TUM(ATHUECKOW HEIOCTATOUYHOCTH — 1 TabyieTka B CyTKH,
MPEANOUYTUTEIBLHO YTPOM, BO BpEMsI ITpUeMa MUIIH.

Pucka wna Tabnerke mpenHa3Hau€Ha WCKIIOYUTENBHO [UISl JIEJEHHUS C LEeJIbl0 OOJIeTYeHUs
MpOTJaThIBaHUS.

[IpomomKUTENBHOCT, Kypca JICYCHHS MOJXKET COCTaBIIATh HECKOJBKO MeECAINEeB (BIUIOTH 0
12 mecsueB). B cayyae mOBTOPHOTO BOZHUKHOBEHHUS CHUMIITOMOB, IO PEKOMEHAAIMH Bpada, Kypc
JIEYCHUST MOXKET OBITh TTOBTOPEH.




Pexomenayemas 103a mpu OCTpoM reMoppoe — 3 TabNneTKu B CyTkH (1o 1 tabierke yTpoM, JHEM U
BEUEpOM) B TeueHue 4 qHel, 3aTeM 1o 2 TabaeTku B cyTkH (1 TabieTka yTpoM U Be4epoM) B TCUCHHUE
nocyenyromux 3 THei, BO BpeMs TpreMa IHIIH.

Pexomenayemas f103a mpu XpoHUYECKOM remoppoe — 1 tabierka B CyTKH, BO BpeMsi IpreMa MUIIH.
eTu

be3onacHocTh M 3¢ HeKTUBHOCTh IpUMEHEHUs npenapara Jlerpanekc y aeredt muaame 18 mer He
yCTaHOBJICHBI. J[aHHBIE OTCYTCTBYIOT.

Cnocob IIPUMCHCHU A

BuyTtps. TabneTku cienyer mporiaTeiBaTh HETUKOM, 3aITUBasi BOAOH.

4.3.IIpoTBONOKA3aAHUS

['Mnep4yBCTBUTENBHOCT, K JICHCTBYIOLIEMY BEIISCTBY WJIM K JIIOOOMYy W3 BCHOMOTATEIBHBIX
BELIECTB, IEPEUNCIEHHBIX B pa3aene 6.1.

4.4.0co0ble yka3aHusi 4 MepbI MPeI0CTOPOKHOCTH MPHU NPUMeHEeHU N

[Tpu nedenuu reMoppost Ha3HAYCHHE Tperapara Jlerpajiekc He 3aMeHSIeT CIEIU(PUISCKOTO JICUCHUS
Apyrux 3a00JieBaHMIA MPSIMOM KUIIKK M aHAJILHOTO KaHaia. [Ipu caMocTosITeIbHOM MPUMEHEHUU
mperapara He MPEeBbIIIaTh MAKCUMAIIBHBIC CPOKU M PEKOMEHIOBAaHHBIC JI03bI, YKa3aHHBIC B pa3jielie
4.2. B TOM ciydae, €Clii CUMITOMBI T'€MOPPOs COXPAaHSIOTCS IOCIIEe PEKOMEHIYeMOTo Kypca
TeparuH, CIeTyeT MPOUTH OCMOTP y MPOKTOJIOTA, KOTOPHIN MOA0EpET NaTbHEHUIIYIO TSPAITHIO.

[lpy HamMuMu HapylIEHWH BEHO3HOTO KpOBOOOpAICHHS MaKCHUMAaIbHBIA A((GEKT IedeHus
o0ecrieunBaeTCs COYCTAHHEM TEpalmuu C JOMOJHUTEIBHBIMU JICUCOHO-TIPOYHIAKTHICCKUMU
MEPOTPUSITHAMHU/3I0POBBIM (COATAHCHPOBAHHBIM) 00pa30M YKU3HH: JKeJIaTeIbHO U30eraTh J0JTOro
npeObIBaHUS HA COJHIIC, [UTUTEILHOTO MPeObIBAaHMS HA HOTAX, a TAK)KE PEKOMEHIYETCSl CHIKEHUE
M30BITOYHON Macchl Tena. [lemme nmporysiku U, B HEKOTOPBIX CIydasiX, HOIICHUE CIICIUAbHBIX
9yJIOK, CITOCOOCTBYET YIyUIICHHUIO IIUPKYIISIIIAA KPOBH.

4.5.B3aumojielicTBUe ¢ JAPYrMMH JIEKAPCTBEHHBIMHU NpenapaTamMu M JApyrue BH/bI
B3aNMOdelCTBUA

I/ICCJ'ICI[OBaHI/ISI BSaHMOHCﬁCTBHH HC NPOBOJUIUCH. I[O HACTOAIICTO BPEMCHHU HE COO6H.I3J'IOCB 0
KIMHUYCCKHN 3HAYUMBIX JICKAPCTBCHHBIX BSaHMOHeﬁCTBHHX BO BpEMA MNOCTPETUCTPALMOHHOIO
NMPpUMCHCHUS IIpCIiapara.

4.6.@epTUIBHOCTD, 0€PEMEHHOCTH U JIAKTAIUS

bepeMeHHOCTD
JlaHHbBIE O TPUMEHEHUN OYMILIEHHON MUKPOHHU3UPOBAHHON (PJIaBOHOUTHON (PpaKIK y OepeMEHHBIX

KEHIIHUH OTCYTCTBYIOT UJIM OIPaHUYCHBI.
UccnenoBanus Ha YKUBOTHBIX HE BBISIBUIIN pPEenpOAYKTUBHOMN TOKCUYHOCTH.
B kauecTBe nmpenynpeauTeNbHON MEphI IPEANIOYTUTEIBLHO HE IPUMEHATH Mpenapar Jlerpanekc Bo
BpeMsi OEpEMEHHOCTH.

JlakTanms
HeusBecTHo mpoHMKaeT 1M OYHIICHHAs MHUKPOHU3UpPOBaHHas (praBoHOMAHAS  (ppakius

(MeTaboMuTHI) B TPYAHOE MOJIOKO YETIOBEKA.

He uckimouen puck uis HOBOPOXIEHHBIX U JieTeil TpyaHoro Bospacta. HeoOxomaumo NpHUHSTH
pelieHue 1u60 0 MPEKPALIeHUH IPyIHOTO BCKapMIIMBaHUS, JINOO 00 OTMEHE Tepanuu mpenapaTomMm
Jlerpanekc, mpuHUMasi BO BHUMaHHUE MOJb3y TPYJHOTO BCKApMIIMBAHMS ISl peOEHKa U MOJIb3Y
Teparuu JJIs )KEHIUHBI.

DdepTIbHOCTH




HccenenoBanus penpoayKTUBHON TOKCUYHOCTH HE ITOKA3aJIM BIMSHUSA HA PENIPOAYKTUBHYIO
(GyHKIHIO y KpbIC 000€ro moa.

4.7.BausiHMe HA CIIOCOOHOCTH YNPABJISATH TPAHCIIOPTHBIMH CPeACTBAMH M padoTaTh €
MeXaHH3MaMHU

Kinuaunueckux uccineaoBaHUil MO M3YYEHUIO BIUSHUA JIEKapCTBEHHOro mpemapara Jlerpanekc Ha
CIOCOOHOCTh YIPAaBISATH aBTOMOOWJIEM U BBIMOJHATH pabOThI, TPeOYIOLIUE BBICOKOW CKOPOCTH
MICUXHYECKUX U (PU3HUECKUX PEAKITHIA, HE MPOBOIMIOCH. OTHAKO HA OCHOBAHHH JOCTYITHBIX TAHHBIX
no 0e30MacHOCTH, MOKHO CHeJaTh BBIBOJ, uTO JleTpanexc He BiauseT (HE MMEET 3HAaYUMOTo
BJIMSIHMS) HA 3TU MIPOLIECCHI.

4.8.He:xesaTe/IbHbIE peaKIIuH

Pesrome npoduis 6e3onacHOCTH

[To6ounsie 3¢ dexTh mpenapara Jlerpaiekc, HaOMOAaeMbIe B X0/1€ KIMHUYECKUX HCCIIEIOBAHUM,
OBUIN JIETKOW CTETNICHN BBIPAKEHHOCTH. [IpenMyIecTBEHHO OTMEYalIUCh HAPYIICHUSI CO CTOPOHBI
eIy TOYHO-KUIIIEYHOTO TpaKTa (Auapes, AUCIEIICHsI, TOIIHOTA, PBOTA).

TabnuyHOE pe3toMe HeKENIATSILHBIX PEaKITH

Coo0manoch 0 CIeAYIONUX HEXKEIATSIBHBIX PEAKIUAX WU SBJICHUSAX, IPUBEACHHBIX 10 9aCTOTE
BO3HUKHOBEHHMS: 0ueHb 4acTo (>1/10), vacto (>1/100 u <1/10), meuacro (=1/1000 u <1/100), peaxo
(>1/10 000 u <1/1000), ouennr pemko (<1/10 000), yacroTa Hew3BeCTHA (HENIB3S OICHUTH IO
UMEIOIIUMCS TAHHBIM).

Tabmuma 1
CBopHas TA0IMIA HeKeJIATeJIbHbIX PeaKIuii,
CBSI3aHHBIX C IPpUMeHeHneM npenapara Jlerpajiexc
Yacrora BCTpeyaeMoCTH \ HexenaTenbHasi peakumst
Hapywenus co cmoponul HepsHoti cucmemvl
Penko: I'onoBokpyskeHue, roJioBHas 00JIb, 00IIee
HEJIOMOTaHHE
Kenyoouno-kuueunvie HapyueHus
Yacro: Juapes, nucnencusi, TOUIHOTA, PBOTA
Heuacro: Komut
YacToTa HEeU3BEeCTHA™ ! bonb B )xuBOTE
Hapywenus co cmoponwl Kodcu u nOOKONCHbIX MKAHell
Penko: KoskHas chlllb, KOXKHBIN 3yJ1, KpallMBHUIIA
YacToTa HEeU3BeCTHA™! W3onupoBanHbIii OTEK NIUIA, Ty0, BEK.
B uckmounTenbHBIX CIydasx
AQHTMOHEBPOTUYECKUM OTEK

*Onvim nocmpezcucmpayuoOHRocO0 NPUMEHEHU

Coo011eH1s 0 M0103PEBAEMBIX HEXENATeIbHbIX PEaKIHIX

BaxHo coo0mars 0 TOA03PEBAEMBIX HEXKENATENBbHBIX pPEAKLUUAX IOCIe PErucTpalnuu
JIEKApCTBEHHOTO TpernapaTa ¢ IeNbl0 00eCreueHus] HeNPEephIBHOTO MOHUTOPUHIA COOTHOIICHUS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOIO IpenapaTa. MeIuIMHCKUM pPaOOTHUKAM PEKOMEHIYETCs
coo0mIaTh 0 JHOOBIX MOJI03PEBAEMBIX HEXKEIaTeIbHBIX PEAKIMUAX JIEKAPCTBEHHOI'O IIpenapaTa yepes
HalTMOHAJIBHBIE CHCTEMBI COO6HI€HI/I$I 0 HEXKCIATCIbHBIX PCaKOUAX TOoCyAapCTB — YICHOB
EBpa3uiickoro 5KOHOMHUYECKOT0O COI03a.

Poccuiickas ®enepanus

109012, r. Mocksa, CnaBsiHCKas Iomaab, 1. 4, ctp. 1

®denepanpHas cayx0a o Haa3opy B cdepe 3apaBooxpaneHus (PoczapaBHaazop)
Ten.: +7 (800) 550 99 03



Omn. moura: pharm@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru

Pecnydiimka ApmeHnust

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

AO3T «HayuHblii HEHTp SKCIIEPTU3BI JIEKAPCTB U MEAULIMHCKUX TEXHOJIOTUNA UM. aKkaJeMHKa O.
I"abpuensnay»

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

I'opstuast TUHKS OT/IE]Ia MOHUTOPHHTa Oe3omacHocTH JekapeTs: (+374 10) 20-05-05,

(+374 96) 22-05-05

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

http://pharm.am

Pecny0siuka benapych

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

VII «lleHTp 3KCrepTH3 U UCTIBITAHUHN B 3APABOOXPAHCHUN»
Ten.: +375-17-231-85-14

®axc: +375-17-252-53-58

Tenedon ornena papmakonamzopa: + 375 (17) 242 00 29
On. nouta: rceth@rceth.by, repl@rceth.by
http://www.rceth.by

Pecnyoauka Ka3zaxcran
010000, r. Acrana, paiion baiikonsip, yi. A. Nmanosa, 13 (BL] «Hypcayner 2»)

PI'TI na IIXB «HamuoHanbHbId LIEHTP IKCIEPTU3blI JEKAPCTBEHHBIX CPEICTB M MEIUIIMHCKUX
m3nenuii» Komurera MeauIMHCKOro #  ()apManeBTHYECKOro KOHTPOJs MuHHCTEepCTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

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

On. mouta: farm@dari.kz

http://www.ndda.kz

4.9.1lepeno3upoBKa

CHUMITOMBI

JlanHble O Ciy4asx mepefdo3upoBKHU mpemnapara [lerpanexc orpanudensl. Hambonee dacTeiMu
HEeXeIaTeIbHBIMU PEAKITUAMHU B CIIydasX Mepe03UPOBKHU ObLTH KETYJOUHO-KUIIIEYHbIC HAPYIIICHUS
(muapesi, TOMIHOTA, OOJb B JKUBOTE) U KOXKHBIE peaKIHH (3Y/, CHIIb).

Jleuenue
[ToMompb npu nepeao3upoBKe JOHKHA 3aKIII0YATHCS B YCTPAHEHUN KIIMHUYECKUX CUMIITOMOB.

5. ®PAPMAKOJIOT'HYECKUE CBOMCTBA

5.1.dapmakoanHaMuvecKHe cBoiicTBa

dapMakoTepaneBTUYeCcKas TPYIIa: aHTHOMPOTEKTOPHI; KAMIUIIPOCTA0MIN3UPYIOIINE CPEICTRA;
O010()ITaBOHOU/TBI.
Kox ATX: CO5CA53

MexaHu3M AaeicTBus

I[CTpaJ'ICKC O6J'Ia,[[aCT BCHOTOHU3UPYIOIIHUM U AHT'HOIIPOTCKTUBHBIM CBOMCTBaMHM.

[Ipenapar ymeHBIIAET pacCTSKUMOCTh BEH W BEHO3HBIM 3aCTOM, CHUXKAET INPOHUIAEMOCTh
KaMWULIPOB M MOBBIIAET HUX PE3UCTEHTHOCTb. Pe3ynbpTaThl KIMHUYECKUX HCCIIEIOBaHUM
MOATBEPK1at0T (hapMaKOJIOTHUYECKYI0 aKTHUBHOCTH IIpernapaTa B OTHOIIEHUH ITOKa3aTeell BeHO3HOM
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IréeMOAMHaMHKU.

dapmarkogmHamMudeckue 3O HEKTHI

CraTrcTHYeCKH JOCTOBEPHBIN 103a3aBUCUMBIN 3P PEKT ObLIT MPOAEMOHCTPUPOBAH IJIS CIIEAYIOMINX
BEHO3HbIX IUIETU3MOrpa)uYecKuX MapaMeTpoB: BEHO3HOH €MKOCTH, BEHO3HOW PACTSHKMMOCTU U
BpPEMEHHU BEHO3HOTO ONOpoKkHEHH. ONTUMAaIbHOE COOTHOIIEHHE «103a-3QPeKT» HabIr0aaeTcs Ipu
npueme 1000 mr B A€HB.

JleTpanieKC MOBBIIIAET BEHO3HBIM TOHYC: METOJIOM BEHO3HOH OKKJIIO3MOHHOW IUIETH3MOTpaduu
ObUIO MOKa3aHO YMEHBLIEHHE BPEMEHH BEHO3HOIO ONOPOXHEHHUSA. Y MAIMEeHTOB C IMpHU3HAKaMU
BBIPQ)KEHHOT'0 HAPYLIEHUsI MUKPOLIMPKYJISALMH, [TOCTIe JIedeHHs npenapaToM JleTpanekc oTMevaercs
CTaTUCTUYECKHU 3HAUMMOE IIOBBIIIEHUE PE3UCTEHTHOCTH KaIIMJIIPOB 110 CPAaBHEHUIO C Iu1anedo, npu
OLIEHKE METOJIOM aHI'HOCTEPEOMETPHH.

Jlokazana TtepaneBTudeckas 3(PQEeKTUBHOCTh Ipenapara JleTpanekc B JICUYCHHH XPOHUYECKHX
3a00J1eBaHUN BEH HUKHHUX KOHEYHOCTEH, a TaK)XKe B JICUEHUU TeMOpPPOsL.

5.2.@apMakOKHHeTHYECKHE CBOHCTBA

VccnenoBanns TPOBOAMINCH TIOCHE MepOpalbHOTO MpHEMa JIEKapCTBEHHOTo mpemaparta ¢ *C-
MEUYEHBIM TUOCMUHOM U TIOCJI€ OJTHOKPATHOTO MIEpOpalIbHOTO ITpueMa npemnapata Jerpanexc 500 mr
3I0pOBBIMH TOOPOBOJIBIIAMH.

AOGcopOrus
[Toce 0OHOKPATHOrO MEPOPATBHOIO MpHUEMa 14C-MmeueHOro MMOCMMHA, MOKA3aTelb BCACHIBAHMS,

paccYMTaHHBIN Ha OCHOBE OOIIEro BHIBEICHUS C MOYOM, cocTaBuil 58 %.

Pacopenenenue

MaxkcumanbHble KOHIIEHTPAUK OYMIIEHHON MUKPOHU3UPOBAHHOW (hIIaBOHOMIHOM (hpakiuu mocie
OJTHOKpATHOTr0 nepopaibHoro npuema Jlerpanexc 500 Mr B mia3me 1ocTurarorces B Tedyenue 12 4 (B
Jrarma3oHe ot 8 10 24 9).

EI/IOTDaHCd)ODMaI_II/IH
HpenapaT moABEPracTCsd aKTUBHOMY MeTa6OJ'H/I3My, 4TO HOATBCPKAACTCA NPUCYTCTBUEM B MOUYC
(bCHOHOBLIX KHUCJIOT.

JlnocMuH MeTabOIM3UPYETCS IO arTuKOHA TMOCMETHHA, KOTOPHIN B JajbHEHIIIEM MTpeBpaIiacTcs B
SHTEPOIUTAX B IUPKYJIUPYIOIIKE MPOU3BOIHBIE TIIOKYPOHOBOM KUCIOTHI M pa3inyHble (DeHObHbIE
KHUCJIOTBI, BKIIFOYAsi TUIITYPUHOBYIO KHUCIIOTY.

OnIUMUHALIMA
B niepBbie 24 yaca mociae 0AHOKPATHOTO MEPOPATHHOTO TIPHEMa BBIBEIEHUE TPOUCXOIUT TIIAaBHBIM

o0pa3oM ¢ MOYOH, TP ATOM 3a yKa3aHHbIN nepuos BeIBOAUTCS 31 % OT MpUHATON nepopalibHON
no3sl. [Ipu nonmHom BeiBeeHnuu npenapata 109 + 23 %, 58 =20 % OT npUHATOM 03Bl BEIBOJUTCS C
Mouod, a 51 + 24 % oT npuHATOM 03Bl BBIBOJAMTCA C KaloM (OCHOBHas 4acTh Hpernapara,
BBIJIEJIsIEMAst C KaJloM, BBIBOJIUTCA uepe3 24 Jaca).

ITo pe3synbraTam M3MEpeHUs KOHIEHTpAlMU JUOCMETHHA B IUIa3Me KPOBU IOCIE OJHOKPATHOTO
nepopanbHOro npuema mnpemnapara Jerpanekc 500 mr, nmepuos €ro MOMYBBIBEACHUSI COCTaBISET
npubnusutensHo 11 yacos.

5.3.JlaHHbIe JOKJIMHUYECKOI 0€30IacHOCTH

IIpn ogHOKpPaTHOM M MHOIOKPAaTHOM IIEpPOPAJIBHOM BBEICHUU IIpenapara MbIIIaM, KpbIcaM H
00e3bsiHaM B BBICOKHX /103X HE OBIJIO OTMEYEHO TOKCHUECKOTO WIIN JIETaJIbHOTO JEHCTBHS, a TaKXKe
He OBLJIO BBISBICHO IOBEIEHUYECKUX, OMOJIOTMYECKUX, AHATOMHYECKUX MM THUCTOJIOTUYECKUX
HapyuleHuil. B uccienoBaHusx Ha KpbIcax M KPOJIMKaX dMOPHUOTOKCUYECKUE WM TEPATOTE€HHBIE
s ekt He oTMeuyanuch. [Ipenapat He oka3biBaeT BIUSHUS Ha (epTHIIbHOCTE. B McciaenoBaHusax
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in vitro u in Vivo He OBLIO BBISBICHO MyTareHHOTO MIOTEHIHANA.

6. ®PAPMAILIEBTUYECKHE CBOMCTBA

6.1.IlepeyeHb BCIIOMOraTeJibHbIX BelIECTB

Bopna ouninennas

Kenarun

Maruus creapar

Lenntono3a MUKPOKPUCTAIITNYECKAS
KapbOokcumernnkpaxmai HaTpus TUII A
Tanbk

Obonouka nienouHas.
Makporoa 6000
Hatpus naypuin cynsdar
[IpemuKc 175 TIIEHOYHOM 000JI0YKH OPaHKEBO-PO30BOIO 1[BETA, COCTOALIUHN 3!
- ['muuepon
- Maruus creapar
- Makporoiu 6000
- ' unpomeriosa
- Kpacurensb xene3a OKCHI KpaCHBIN
- Tutana nuoxcung
- Kpacurensb xene3a OKCU )KEJIThINA

6.2.HecoBMecTHMOCTHL

He nmpumenumo.

6.3.Cpok rogHocTn

4 rona.

6.4.0co0ble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHUH

XpanuTth npu Temneparype He Boime 30 °C.

6.5.XapakTep u coaepkaHue NePBUYHOI YTAKOBKH
I1pu npoussoocmee «Jlabopamopuu Cepseve Hnoacmpuy, @Ppanyus

ITo 10 Tabnerok B 6muctepe (IIBX/An). ITo 3 wiu 6 6aucTEpOB C JIMCTKOM-BKJIAIBIIIEM B MAYKy
KapTOHHYIO, C KOHTPOJIEM MEPBOTO BCKPHITHUS (TIPYU HEOOXOUMOCTH).

ITo 9 Tabnerox B OGmuctepe (IIBX/Am). Ilo 2 wim 3 Gnauctepa ¢ JUCTKOM-BKJIAJIBIIIEM B IMAUYKy
KapTOHHYIO, C KOHTPOJIEM MEPBOTO BCKPBITUS (TIPU HEOOXOJMMOCTH ).

IIpu npoussoocmee OO0 « CEPBBE PYCy, Poccus

ITo 10 Tabnerok B 6muctepe (IIBX/An). Ilo 3 wim 6 6aucTEpOB C JIMCTKOM-BKJIAIBIIIEM B MAYKY
KapTOHHYIO, C KOHTPOJIEM IEPBOTO BCKPBITHUS (TIPYU HEOOXOUMOCTH).

ITo 9 Tabnerox B Gmmuctepe (IIBX/Am). Ilo 2 wim 3 GaucTepa ¢ JTUCTKOM-BKIIAJBIINIEM B MayKy
KapTOHHYIO, C KOHTPOJIEM MEPBOTO BCKPBITHUS (TIPYU HEOOXOTUMOCTH).

6.6. OcoOble Mepbl NPETOCTOPOKHOCTH TPH YHHYTONKEHHH HCIOJIH30BAHHOIO
JIEKAPCTBEHHOr0 TMpenapara WJIH OTXO0J0B, TIOJYYeHHBIX TOCJe NPUMEHeHUsl
JIEKAPCTBEHHOI0 NMpenapara Wi padoTsbl ¢ HUM



Het oco0bIx TpeOoBaHUil K yTHIIN3AIUH.

Bech ocraBimiicst gekapCcTBEHHBIM IpenapaT U OTXOMbI CeyeT YHUYTOXUTh B YCTAaHOBJIEHHOM
MOpsIAKE.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUS

®panuus

«Jlabopatopun Cepsbey / Les Laboratoires Servier

92284 dpannus, Cropen Ceznekc, yi. Kapuo 50 / 50, rue Carnot, 92284 Suresnes cedex, France

7.1.11peacTaBuTeNb AEPKATE/S] PETHCTPALMOHHOIO YIOCTOBEPEeHHUS

IIperen3un HOTDG6I/IT6J'ICI71 HanpasJIATh 110 aApPECy.

Poccuiickas ®@exepanus Pecny0siuka Kazaxcran

AQO «Cepsbe» TOO «Cepsbe Kazaxctan»

125196, r. Mockaga, yi. JlecHas, 1oM 7, aTax 050020, r. Anmarsl, nip. Jlocteik, 3101
7/8/9 Ten.: +7 (727) 386 76 62

Ten.: +7 (495) 937-0700 On. moura: kazadinfo@servier.com

daxc: +7 (495) 937-0701
DJ1. movrTa: servier.russia@servier.com

Pecny6siuka benapych Pecny0iuka ApmeHust

[MpencraButensctBo YAO «Les Laboratoires [IpencraButenberBo «JlabopaTtopuu CepBbey»
Servier» (®paniysckas Pecry0iirka) B 0002, r. EpeBan, ynuuia Amupsiaa, 15, marazun
Pecnybnmke benapychb 100, Kentpon Tein.: +374 10 505074

220030, r. Munck. yn. Msacaukosa, 70, op. 303 D moura: mariam.antonyan@servier.com
Ten.: +375 (17) 306 54 55/56
On. moura: officeBY @servier.com

8. HOMEP PETUCTPAIIMOHHOI'O YOCTOBEPEHMUS

Poccuiickas ®eneparus: JITT-Ne(000880)-(PT'-RU)
Pecny6nuka benapycs: JIIT-Ne000880-I'TI-BY
Pecnyonuka Apmenust: JITT-Ne(000880)-(T'TT-AM)
Pecny6nuka Kazaxcran: JIII-Ne000880-I'TI-KZ

9. TATA MEPBUYHOI PETUCTPAIIMY (ITOATBEPKIEHUS
PETACTPALIUM, TIEPEPETUCTPAILIAN)

JlaTa niepBOM perucTpanuu:

B Poccwuiickoit ®enepanun 08.06.2022
B Pecny6sinke benapycs 01.02.2023

B Pecny6mmuke Apmenwnst 04.07.2023

B Pecny6sinke Kazaxcran 31.08.2023

10. JATA HEPECMOTPA TEKCTA

OO6mras xapakTepucTHKa JIKapCTBEHHOTO Mpernapara JleTpaneke JoCTymHa Ha HHPOPMAIMOHHOM
nopraje EBpaSHﬁCKOFO 3KOHOMHNYECCKOI'O COKO34a B I/IH(I)OpMaI_II/IOHHO-KOMMYHHK&HHOHHOﬁ CETHN
«Hurepuer» http://eec.eaeunion.org.



