OBIIAA XAPAKTEPUCTHUKA JEKAPCTBEHHOI'O
HHPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPEITAPATA

Hetpanekc, 1000 Mr, TabIeTKH, MOKPHITHIC TUICHOYHON 000IOUKOH.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JleficTByIo1IIEe BELIECTBO: OYMIIICHHAs MUKPOHU3UPOBaHHAs (1aBOHOUAHAS PpaKkuus (IMOCMUH +
(haBOHOMIBI B TIEPECUETE HA TECTICPUIMH).

Kaxnmas Tabnerka, TOKpHITas TIJICHOYHOH 000J0uKkoi, coxepxkut 1000 Mr ovuIieHHON
MUKPOHU3UPOBAaHHON (haBoHOMIHON (pakiuu, cocrosmed u3 auocmuHa 900 mr (90 %) u
¢dbaBoHOUAOB, B epecyete Ha recriepuaul 100 mr (10 %).

[TonHblii MepeyeHb BCIIOMOTATENbHBIX BEIIECTB MPEICTaBeH B pa3eie 6.1.

3. JEKAPCTBEHHAA ®OPMA

TaGnerku, MOKPHITHIE MIICHOYHOH 000JI0UKOIA.

[IpononroBateie TaOIETKH, TOKPHITHIC TUICHOYHOM 000JI0YKON OPaHXKEBO-PO30BOTO I[BETA C PUCKOH
¢ 006enx CTOPOH.

Bua tabneTku Ha u3nome: oT OJEAHO-KENTOTO JI0 JKEJITOTO I[BeTa HEOAHOPOHOU CTPYKTYPHI.

4. KIMHNYECKHUE JAHHBIE

4.1.J1oxazanusi K NPUMEHEHUIO

JleTpanekc TOKa3aH K TNPUMEHEHHWIO Yy B3pPOCHBIX ISl TEpalld CUMIITOMOB XPOHHUYECKHX
3a0oseBaHui BeH (yCTpaHEHUS U 00JIeTr4eHUs] CUMIITOMOB).

e Tepanust CHMITOMOB BEHO3HO-IUM(pATUYECKON HEIOCTATOYHOCTH
— 0oub;
— CYIOpOrd HUKHUX KOHEYHOCTEH;
—  OUIYUIECHUE TSKECTH U PACTIMPAHUS B HOTAX;
—  «YCTaJlOCTh» HOT.

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

e (CumMnroMaruueckas Tepanusi OCTPOro U XpOHHYECKOTO TeMOPPOsL.

4.2.PesxuM 103MPOBAHUS H CIIOCO0 NPHMMEHEeHH

PexxuM mo3upoBanus

Pexomenayemast 103a mpu BEHO3HO-TMM(ATHYECKOW HEAOCTaTOYHOCTH — 1 TalneTka B CYTKH,
MPEATNIOYTUTEIBLHO YTPOM, BO BpeMsI ITprueMa MHUIITH.

PI/ICKa Ha Ta6JIeTK€ Hpe;[HasHaqua HNCKIOUUTCIIBHO JId ACJICHUS C ICJIBIO O6JICF‘-ICHI/I$I
MPOTJIaThIBAHUS.

HpO,Z[OJDKI/ITCJILHOCTB Kypca JICUCHUA MOXET COCTABJISITb HECKOJBKO MCECAILICB (BHHOTB 0
12 mecsmeB). B ciaydae moBTOpHOTrO BO3ZHUKHOBEHHUSI CUMIITOMOB, 110 PEKOMEHIAIIMU Bpava, Kypc
JICUHCHHUA MOXCET GBITB HOBTOpeH.




Pexomenayemas 103a pu OCTPOM reMoppoe — 3 TabneTku B CyTKH (1o 1 TabieTke yTpoM, JHEM U
BEUEpOM) B TeueHue 4 qHEH, 3aTeM 1o 2 TabaeTku B cyTKH (1 TabieTka yTpoM ¥ BeUepoM) B TCUEHHE
nocyenyromux 3 THei, BO BpeMs IpreMa IHIIH.

PexoMenyemas 103a mpu XpoHUYECKOM remoppoe — 1 Tabierka B CyTKH, BO BpeMsi IpUeMa MUIIH.
eTu

be3onacHocTh 1 3¢ HeKTUBHOCTH TpUMEHEHHUs npemnapaTa Jlerpaneke y aereit muaame 18 mer He
YCTaHOBJICHBI. I[aHHble OTCYTCTBYIOT.

Cnoco0 mpuMeHeHust

BuyTtps. TabneTku ciaenyer nporiaTeiBaTh HETUKOM, 3aITUBas BOJOH.

4.3.IlporuBonoka3aHus

['mnepuyBCTBUTENBHOCT K JICHCTBYIONIEMY BEIIECTBY WM K JIIOOOMYy W3 BCIIOMOTaTeIbHBIX
BELIECTB, IEPEUNCIEHHBIX B pasaene 6.1.

4.4.0co0ble yka3aHus U MepPbI NPEA0CTOPOKHOCTH NPH MPUMEHEHU U

[Tpu neyennu reMoppos Ha3HauUeHHe NpenapaTa JleTpangekc He 3aMeHseT crenu(puIecKoro JeueHus
Opyrux 3a0ojieBaHUN MPSIMOW KUIIKM M aHAJIbHOTO KaHaia. [Ipu caMocTOSTEIbHOM MPUMEHEHUN
mperapaTa He MPEeBBIIIaTh MAKCUMAIIBHBIE CPOKU M PEKOMEHI0BAHHBIC JTO3bI, YKa3aHHBIC B pa3fielie
4.2. B ToM ciy4ae, €Clid CUMIITOMBI T€MOPPOSI COXPAHSIOTCS IOCIE PEKOMEHIyEMOIo Kypca
TEpaIuy, ClIeayeT MPOUTH OCMOTP y MPOKTOJIOTa, KOTOPBIN MOAOEPET NaTbHEUIIYIO TepPaIHIO.

[Ipy Hanumuum HapymIEHWH BEHO3HOTO KPOBOOOpPAIICHHS MaKCUMAJIbHBIH A((EKT JeueHus
o0ecrieunBaeTcss COYETAHMEM TEpalmuu C JOMOJHUTEIBHBIMU JIe4eOHO-TPOYUIAKTHIECKUMHI
MEPOTPUSITHUIMHU/30POBBIM (COATAHCHPOBAHHBIM) 00pa30M KU3HU: JKeJIaTeIbHO U30eraTh J0ITOro
npeObIBaHUS HA COJHIIE, ITUTEILHOTO MPEObIBAHUS HAa HOTAX, a TAKXKE PEKOMEHYETCs CHIDKCHUE
n30bITOYHON Macchl Tena. llemme mporyiaku M, B HEKOTOPBIX ClIy4asX, HOIIEHHE CHelHalbHbIX
YyJIOK, CIIOCOOCTBYET YJIyUIICHUIO IIUPKYJIALUU KPOBH.

4.5.B3anmoneiictBie ¢ JPYrUMH JIeKAPCTBEHHBIMM IMpenaparaMd M Jpyrue BHIbI
B3aUMOJAeHCTBUSA

HccnenoBanust B3auMOACHCTBUS HE MPOBOIMINCH. J[0 HACTOSIIETO BPEMEHH HE COOOIIAIOCH O
KIMHUYCCKHN 3HAYUMBIX HeKapCTBeHHBIX BSaHMOHGﬁCTBHHX BO BpeMH HOCTpeI‘I/ICTpaI_[I/IOHHOI‘O
MIPUMEHEHHUsI Tperiapara.

4.6.®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepemeHHOCTB
JlaHHBIE O TPUMEHEHHH OYUIIICHHON MUKPOHU3UPOBAHHOM ()IIaBOHOMIHOM (Ppakiny y 6epeMEeHHBIX

’KEHIINH OTCYTCTBYIOT WJIH OTPAaHUYCHBL.

HccnenoBanus Ha  JKUBOTHBIX HE BBISIBHJIM  PEMPOILYKTHBHOMN TOKCHYHOCTH.
B kauecTBe nmpeaynpenuTeabHON Mephl IPEAITOYTHTENFHO HEe IPUMEHATh npenapar /lerpanekc Bo
BpeMs OEpEMEHHOCTH.

JlakTamus
HeusBecTHO mNpOHMKAET JIM OYMILEHHAs MHUKPOHU3UMpOBaHHas (prmaBoHOMIHAs — (Ppakius

(MeTaboIUTHI) B TPYJHOE MOJIOKO YEJIOBEKA.

He uckmioueH puck JUIsi HOBOPOXKACHHBIX M JAeTeil TpyaHoro Bo3pacra. HeoOxoaumo MpHUHATH
peleHye Ju00 0 MPEKpaLIeHUN IPyAHOr0 BCKapMIIMBaHUs, JTMO0 00 OTMEHE Tepanuy IpenapaToM
JleTpanekc, MpUHUMash BO BHUMaHHUE I0JIb3Y TPYIHOIO BCKAapMJIMBAHUA Uil peOCHKA M IOJIB3Y
TEpanuu JUIsl >KCHIIVHBI.

DepTHIbHOCTD




HccenenoBanus penpogyKTUBHONM TOKCUYHOCTH HE ITOKA3aJIU BIMSAHUS HA PENPOLYKTUBHYIO
(GyHKIHIO y KpbIC 000€ro 1oa.

4.7.BiusiHMe HA CIIOCOOHOCTH YNPABJIATH TPAHCIIOPTHBIMH CPeACTBAMH M padoTaTh ¢
MeXaHM3MaMH

KnuHudecknx McclieZJOBaHM 10 M3YYCHUIO BIUSHUS JIEKAPCTBEHHOTrO Mpernapara Jlerpanekc Ha
CIIOCOOHOCTh YIIPaBJISATH aBTOMOOWJIEM M BBINONHATH PAa0OTHI, TPEOYIOIIME BBICOKOH CKOPOCTH
MICUXHYECKUX U (PU3HUECKUX PeaKIuii, He MPpOoBOAMUIOCh. OJHAKO HA OCHOBAHUU JOCTYIHBIX TAHHBIX
no 0e30MacHOCTH, MOKHO CJAenaTh BBIBOJ, 4TO JleTpasiekc He BiuseT (HE MMeEeT 3HauuMOTo
BJIMSIHMS) HA 3TU MIPOLIECCHI.

4.8.He:xenaTenbHble peakiuu

Pestome npoduiist 6e3o0nacHOCTH

[To6ounsie 3¢ dexThl mpenapara Jlerpaiekc, HaOMOAaeMbIe B X0A€¢ KIMHUYECKUX HCCIEIOBAHUM,
OBUIN JIETKOW CTETNICHN BBIPAXKEHHOCTH. [IperMyIIeCTBEHHO OTMEUAINCh HAPYIICHHUSI CO CTOPOHBI
KEITyTOYHO-KUIIEYHOTO TpaKTa (Iuapesi, TUCIETCHs, TOIITHOTA, PBOTA).

TabauyHoe pe3roMe HeKenaTeabHbIX PeaKInii

Coo011anoch 0 CIeAyIONUX HeXKeNaTEIbHBIX PEAKIUAX WU SIBICHUSX, IPUBEACHHBIX MO YacTOTE
BO3HUKHOBEHHMS: 0UeHb YacTo (>1/10), wacto (>1/100 u <1/10), mHeuacto (>1/1000 u <1/100), penko
(>1/10 000 u <1/1000), ouenp penko (<1/10 000), wacroTa HeW3BeCTHA (HENB3sI OIEHUTH IO
MMEIOIINMCS TaHHBIM).

Tab6muna 1
CBoaHas Ta0JIMIIA HesKelaTeJbHbIX PeaKIuid,
CBSI3aHHBIX C MPpUMeHeHneM npenapara /lerpajiekc
YacroTa BCTpE4aeMOCTH | HexenaTenbHasi peakuus
Hapywenus co cmoponul HepgHoli cucmembl
Penko: I'onoBokpysxeHue, royioBHast 60J1b, 001IIee
HEJOMOTaHue
Kenyoouno-kuuieynvie HapyuieHus
Yacro: Hunapes, nucnencus, TOUIHOTA, pBOTa
Heuacro: Konut
YacroTa Hens3BecTHA™: bonsp B xuBOTE
Hapywenus co cmoponvl Kodtcu u nOOKOINCHBIX MKAHell
Penxo: KoskHas cbllib, KOXKHBIN 3y]1, KpalluBHUIIA
Yacrora Hen3BecTHA™: N3omupoBaHHBI OTEK U1, TYO, BEK.
B HCKITIOUNTENBHBIX CITydasix
AHTMOHEBPOTUYECKUN OTEK

*Onvim nocmpecucmpayuoOHRoc0 NPUMEHEHUA

CooO011eHust 0 T0J103PEBAEMBIX HEXKeNIaTeIbHbIX PEaKIUIX

BaxxHo coo0mare 0 TOI03pPEBACMBIX HEXKENATeNbHBIX pEaKIUsAX TMOCIe PETUCTPALUN
JIEKapCTBEHHOI'O IpernapaTa C IIeJibl0 O0ecreueHus HEMPephIBHOTO MOHUTOPUHIA COOTHOILECHUS
«ImoNb3a — PHUCK» JIEKAPCTBEHHOTO TMpemapaTa. MEIUIMHCKUM pa0OTHHUKAM PEKOMEHIYETCs
cO00MIaTh O JIOOBIX MOJ03PEBAEMbIX HEXKENATEIbHBIX PEaKIMIX JEKapCTBEHHOTO Ipernapara yepes
HaIlUOHAJIbHBIC CHCTEMBbI COOGH_IGHI/IH 0 HCKCIATCIBbHBIX PpCAKOUAX TOCYyAapCTB — YICHOB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

Poccuiickas ®exepanus

109012, r. Mocksa, CrnaBsiHCKas IIIoWaap, 1. 4, crp. 1

denepanbHas ciryx0a o Haa3o0py B cdepe 3apaBooxpanenus (Poc3apaBaanzop)
Ten.: +7 (800) 550 99 03



O1. noura: pharm@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru

Pecny0imka Apmenust

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

AO3T «HayuHBbIi IEHTp 3KCIEPTU3bI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIOTHI UM. akaJeMHuKa .
I"abpuensinay»

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

["opstuas nuHUMS oTHETIa MOHUTOpPUHTA O6e30macHoCTH JekapceTs: (+374 10) 20-05-05,

(+374 96) 22-05-05

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

http://pharm.am

Pecnybsiuka benapych

220037, r. Munck, ToBapuiieckuii iep., a. 2a

VII «lleHTp 3KCepTH3 U UCTIBITAHUHN B 3APaBOOXPAHCHUN
Ten.: +375-17-231-85-14

®axc: +375-17-252-53-58

Tenedon oraena papmaxkonanzopa: + 375 (17) 242 00 29
On. mouta: rceth@rceth.by, repl@rceth.by
http://www.rceth.by

Pecnybouka Ka3zaxcran
010000, r. Acrana, paiion baitkonsip, yi. A. Umanosa, 13 (bLl «HypcaymneT 2»)

PITI na [IXB «HanuoHanbHbI LEHTP SKCOEPTU3BI JICKAPCTBEHHBIX CPEACTB U MEAULUHCKHUX
m3aenuit» Komurera wmMegumnuHCKOro #  (papMameBTHYECKOTO KOHTPOJss MUHHCTEpPCTBA
3npaBooxpaneHus: Pecnyonmuku Kazaxcran

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

On. moyta: farm@dari.kz

http://www.ndda.kz

4.9.11epeno3upoBka

CuMITOMBI

JlanHbIE O Ciydasx Nepeno3upoBKH mpenapara Jletpanekc orpanuyeHbsl. HambOosee dacThiMu
HEXKEJIAaTeIbHBIMH PEaKIUIMH B CIyYasx Mepe03UPOBKHU OBUIN KTy 10YHO-KUIIIEUYHbIE HAPYIICHUS
(mrapest, TOIIHOTA, OOJIb B )KUBOTE) M KOKHBIC PEaKIIUU (3Y/1, CHITIb).

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

5. PAPMAKOJIOTHUYECKHE CBOMCTBA

5.1.@apmakoguHaAMHYeCKHE CBOHCTBA

dapmakoTepaneBTHICCKas TPYIINA: aHTHOMPOTEKTOPHI; KATUIUTSIPOCTA0MIM3UPYIOIINE CPECTBA;
O0ro(hIaBOHOUTBI.

Kox ATX: CO5CAS3

MexaHu3M JeHCTBUS

Jlerpanekc o6s1ajaeT BEHOTOHU3UPYIOLUIUM U aHTHOIIPOTEKTUBHBIM CBOMCTBAMH.

IIpenapar yMeHbBIIAET pACTSKUMOCTh BEH W BEHO3HBIM 3aCTOM, CHMXKAeT IIPOHULIAEMOCTH
KaWULIPOB M IOBBIIACT WX PE3UCTECHTHOCTh. Pe3ynbTaThl KIMHUYECKHX HCCIEIOBAHUN
MOJTBEPKAAIOT (PApMaKOJIOTHUECKYI0 aKTUBHOCTh IIpernapaTa B OTHOLICHUH ITOKa3aTeleil BEeHO3HOM
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IréeMOAMHaMHKU.

dapmakognaamMudeckue 3O HEKTHI

CraTucTH4ecKH JOCTOBEPHBIN 103a3aBUCUMBIN 3P PEKT ObLI MPOAEMOHCTPUPOBAH IS CIICAYIOIINX
BEHO3HBIX IUIETU3MOrpa)uYecKUX MapaMeTpoB: BEHO3HOH €MKOCTH, BEHO3HOM pacTSKUMOCTH U
BpPEMEHHU BEHO3HOT'O ONOpOKHEHHsI. ONTUMAaIbHOE COOTHOILIEHHE «103a-3(PdeKT» HabIroaaeTcs npu
npueme 1000 mr B A€HB.

JleTpaniekc MOBBIIIAET BEHO3HBIH TOHYC: METOJIOM BEHO3HOH OKKJIIO3MOHHOM IuieTu3Morpaduu
OBUIO MOKa3aHO YMEHBIICHHE BPEMEHU BEHO3HOTO ONOPOKHEHMs. Y MALMEHTOB C IMpPU3HAKaMHU
BBIPAKCHHOT'O HApYyIIECHU MUKPOLMPKYJIALNY, ITOCIIE JICYCHU IIpenapaTroM JleTpanekc oTMedaeTcs
CTaTUCTHYECKH 3HAUNMOE TIOBBIIICHHE PE3UCTEHTHOCTH KAIMMJIISIPOB [0 CPAaBHEHMIO C TU1aneo, mpu
OLICHKE METOJ0M aHTHOCTEPEOMETPHH.

Jlokazana TtepaneBTudeckas 3(PQGEeKTUBHOCTh Ipemnapara JleTpanekc B JEUYCHHH XPOHUYECKHX
3a00J1€eBaHUN B€H HUKHHUX KOHEYHOCTEH, a TaKXKe B JICUEHUU TeMOPPOsL.

5.2.@apmakoKHHeTHYECKHE CBOMCTBA

WccnenoBanus NPOBOIMIKMCE TI0CE MEepOopadbHOrO IpHeMa JeKapcTBEHHOro mpemnapata ¢ *C-
MEYEHBIM TUOCMHHOM M TIOCTIE OJJHOKPATHOTO TIEpOpaIbHOro mprema npemnapara Jlerpanekc 500 mr
3I0pOBBIMH JOOPOBOJIBIIAMH.

AOGcopOrms
[Tocne OHOKPaTHOrO MepopadbHOro mprema '*C-MedeHOro JAMOCMHUHA, TOKA3aTedb BCACHIBAHHS,

paccyuTaHHBIA HAa OCHOBE OOIETO BHIBEACHUS C MOUOM, cocTaBmil 58 %.

Pacnpenenenue

MaxkcumanbHble KOHIEHTPAIMK OYUIIEHHONH MUKPOHU3UPOBAHHON (DJIaBOHOUHON (paKLuy 1mociie
OJTHOKPATHOTO TiepopaibHoro npuema Jlerpanekc 500 Mr B mia3me J0CTUTAIOTCS B TeueHue 12 4 (B
nyarma3oHe ot 8 10 24 4).

buorpanchopmarus
[Ipenapat moxBepraercs aKTUBHOMY METa0OIM3MY, YTO MOJATBEPXKAACTCS MPUCYTCTBHEM B MOUE
(heHOIOBBIX KUCIIOT.

JlnocMHUH MeTaboMU3UpyeTcs 0 arfuKOHA JMOCMETHHA, KOTOPBIN B JalbHEHIIIEM ITPEeBpPaIlaeTCs B
SHTEPOIUTAX B LIUPKYJIHUPYIOIIKE MTPONU3BOAHbBIE TITIOKYPOHOBON KHUCIOTHI U pa3uyHble PEHOTbHBIE
KHCJIOTBI, BKJIFOYasl TUIITYPUHOBYIO KHCIIOTY.

OIMMUHALIMS
B nepBbie 24 yaca nmocne 0gJHOKPATHOTO NEPOPATBLHOTO MPUEMa BhIBEICHUE MTPOUCXOAUT TJIABHBIM

o0pa3oM ¢ MOYOM, IpU ITOM 3a yKa3zaHHBIN nepuoi BoiBoaAUTCA 31 % OT MpUHATON MepopalibHOI
no3sl. [Ipu nonHom BeiBenenuu npenapara 109 + 23 %, 58 + 20 % oT npuHATOHN 103bI BBIBOAUTCS C
Mouoil, a 51 + 24 % ot npuHATONH O3Bl BBHIBOJUTCS C KajJoM (OCHOBHAs 4acThb Ipemnapara,
BbIJIEJIsIEMast C KaJloM, BBIBOJIUTCA uepe3 24 yaca).

[lo pe3ynbraTaM H3MEpeHUs KOHIEHTpPALMU HOCMETHHA B IJIa3M€ KPOBH IOCIE OJHOKPATHOTO
nepopangpHOro npuema mnpenapara [erpanekc 500 Mr, mepuoj €ro MmoyBbIBEIECHUS COCTaBISET
npuomM3uTeNHHO 11 Jacos.

5.3./lanHble TOKJIMHNYECKOH 0€30MACHOCTH

[Ipn ogHOKpPaTHOM M MHOTOKPAaTHOM IEPOPAJIBHOM BBEIEHUM IIperapaTa MbIIIAM, Kpbeicam M
00e3bsiHaM B BBICOKMX JI03aX HE ObIJI0O OTMEUYEHO TOKCHUYECKOTO WJIN JIETAILHOTO ICHCTBHS, a TAKXKE
He ObUIO BBIABIECHO IOBEACHUYECKUX, OMOJOTUYECKUX, AHATOMUYECKUX WM TUCTOJOTHYECKHUX
HapyleHui. B uccrenoBaHusx Ha Kpbicax M KPOJHKAX SMOPHMOTOKCHUECKUE WIIM T€pPATOTCHHBIE
a¢dexTsl He oTMevanuck. [Ipenapat He oka3bpiBaeT BIMSHUS Ha (epTUIBHOCTH. B uccnenoBanusx
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in vitro u in vivo He ObIIO BBISIBIEHO MyTareHHOTO MOTEHIIHAIA.

6. PAPMALIEBTUYECKHUE CBOMCTBA

6.1.Ilepeyenb BcnoMorareJibHbIX BellleCTB

Bopa ounienHas

XKenarun

Marnus creapar

[emmom03a MUKPOKPUCTAIIINYECKAS
KapOokcumeTninkpaxman HaTpus THI A
Tanbk

Obonouka nieHouHas.
Makporoa 6000
Hatpus naypui cynbdar
[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 rogHocT

4 rona.

6.4.0co0ble Mepbl NPEI0CTOPOKHOCTH MPH XPAHEHU U

Xpanuts npu temmneparype He Boie 30 °C.

6.5.Xapakrep u cogep;kaHHe NEPBUYHON YIIaKOBKH
IIpu npoussoocmee «Jlabopamopuu Cepeve Hnoacmpuy, @panyus

ITo 10 tabmnerox B 6muctepe (IIBX/Am). [To 3 wim 6 GAMCTEPOB C TUCTKOM-BKIIAJBIIIEM B IMAYKy
KapTOHHYIO, C KOHTPOJIEM TIEPBOTO BCKPHITHS (TIPU HEOOXOTUMOCTH).

ITo 9 Tabnerok B 6mucrepe (IIBX/An). Ilo 2 unu 3 Guucrepa ¢ JTUCTKOM-BKJIAJBIIIEM B IaYKy
KapTOHHYIO, C KOHTPOJIEM TIEPBOTO BCKPHITHS (TIPU HEOOXOTUMOCTH).

IIpu npouseoocmee OO0 « CEPBBE PYCy, Poccus

ITo 10 Tabnerok B Guuctepe (IIBX/Amn). ITo 3 unu 6 6aUCTEpOB C JTUCTKOM-BKIJIAJBIIIEM B MaYKy
KapTOHHYIO, C KOHTPOJIEM TIEPBOTO BCKPHITHS (TIPU HEOOXOTUMOCTH).

ITo 9 Tabnerok B 6mucrepe (IIBX/An). Ilo 2 unu 3 Guuctepa ¢ JTUCTKOM-BKJIAJBIIIEM B IayKy
KapTOHHYIO, C KOHTPOJIEM TIEPBOTO BCKPHITHS (TIPU HEOOXOTUMOCTH).

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH NPH YHUUYTOKEHHH MCNOJb30BAHHOIO
JIEKAPCTBEHHOr0 TMpenapaTra WJIH OTXO0J0B, MOJYYeHHBIX IOCJe NpPUMeHEeHUs
JIEKAPCTBEHHOT0 MpenapaTa ujiu padoThl ¢ HUM



Het 0co06bIx TpeOoBaHUil K yTHIN3AIUH.

Bech ocraBmmiicst gexkapcTBEHHBIN MpenapaT U OTXOAbl CIeAyeT YHHUUTOXKUTh B YCTAHOBJICHHOM
MOPSIAKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

®panuus

«Jlabopatopun Cepsne» / Les Laboratoires Servier

92284 ®panmus, Cropen Ceaekc, yi. Kapuo 50/ 50, rue Carnot, 92284 Suresnes cedex, France
7.1.11peacTaBuTeIb JEpPKATE/ISI PETHCTPALMOHHOIO YI10CTOBEPEHUs

IIperen3uu nmorpedbuTeeil HAIPABISATH 110 aJIPECY:

Poccuiickas ®@egepanus Pecny0imka Kazaxcran

AO «CepBbe» TOO «Cepsbe KazaxcTan»

125196, r. Mockaga, yi. JlecHas, 1oM 7, aTaxk 050020, r. Aamarsl, ip. Jocteik, 3101
7/8/9 Ten.: +7 (727) 386 76 62

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

dakc: +7 (495) 937-0701
OJ1. modTa: servier.russia@servier.com

Pecny6iuka benapych Pecnyosinka ApmeHus

[TpencraButensctBo YAO «Les Laboratoires [TpencraButenbcTBo «JlabopaTtopuu CepBbe»
Serviery (®paniry3ckas PecyOnmka) B 0002, r. EpeBan, ynuua Amupsiaa, 15, marazud
Pecniy6nmke benapych 100, Kentpon Temn.: +374 10 505074

220030, r. Munck. yi. Msacaukosa, 70, o¢. 303 D1, moura: mariam.antonyan@servier.com
Ten.: +375 (17) 306 54 55/56

On. noura: officeBY @servier.com
8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA

Poccutiickas @enepanusi: JITI-Ne(000880)-(PT-RU)
Pecny6muka benapycs: JITI-Ne000880-I'TI-BY
Pecriy6muka Apmenus: JITT-Ne(000880)-(I'TI-AM)
Pecry6nuka Kazaxcran: JITI-Ne000880-I'TI-KZ

9. TATA NEPBUYHOI PETUCTPALIMM (TIOATBEPKIEHUS
PETUCTPALIMM, TIEPEPETUCTPALIAN)

JlaTa nepBoOii perucTpanmu:

B Poccuiickoit @eaepanun 08.06.2022
B Pecny6nuke benapycs 01.02.2023

B Pecniy6iiuke Apmenus 04.07.2023

B Pecny6nuke Kazaxcran 31.08.2023

10. JATA HEPECMOTPA TEKCTA

OO1mas xapakTeprcTUKa JIEKapCTBEHHOTO TipemapaTa JleTpanekc joctymnHa Ha HHGOPMAITMOHHOM
noprasie EBpazuiickoro S3KOHOMHUYECKOTO COr03a B HH(POPMAIIMOHHO-KOMMYHHUKAITMOHHON CEeTH
«UuTepuer» http://eec.eacunion.org.
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