OBIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

[Tananrun ®@opte, 316 mr + 280 mr, Ta0IETKH, MOKPHITHIE MIICHOYHONW 000I0UKOIMA

2. KAYMECTBEHHBI U KOJTMYECTBEHHBINA COCTAB
JlelicTBytomuye BeIIeCTBa: Kajaus acliapariHaT U MarHus acriaparmHar.
Kaxxgas tabnerka, MOKpbITash TJIEHOYHON O0OJIOYKOM, COACPKUT Kanus acnaparuHat 316 mr (B
dopme kamus acmaparuHaTta remuruzapara 332,6 mr), marHus acnaparusHat 280 mr (B ¢opme
MarHus acraparuiara rerparuapara 350 mr).
BcnomoratenpHbIe BelecTBa, HAJIUYHE KOTOPBHIX HAJO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npemnaparta: Tutana auokcug (E171).

[TonHbIii mepeyeHb BCIIOMOTaTeNbHBIX BEIIECTB MPUBEICH B pazjene 6.1.

3. JEKAPCTBEHHASA ®OPMA
TabneTKu, MOKPHITHIE MIIEHOYHOW 000T0UYKOMA.
OBaJibHBIC, IBOSIKOBBITYKJIBIE TAOIETKH, IIOKPHITHIE MIJICHOYHOM 000JI0YKOM MOYTH OENI0Tro IBETa,
CO CJIeTKa TJISHIIEBOM MOBEPXHOCTBHIO, C TPaBUPOBKOW «A83» Ha OfHOI cTOpoHe, mouTH 0e3

3anaxa. Ha momepe4ynoM paspese 6e0ro uin no4tu Oesoro IBera.

4. KIMHUYECKHUE JAHHBIE
4.1. [loka3aHus K NPUMEHEHUIO
[TokaszaH K MPUMEHEHHIO Y B3POCIBIX B Bo3pacTe OT 18 yeT mist ycrpaHeHus JePUIITa Kaaus U
MarHusi B cocTaBe KOMOMHHPOBAHHOM Tepanuu IpU PA3IMYHBIX MPOSBICHUAX HIIEMHUYECKON
Oone3Hn cepauna (BKIOYas OCTPbI  MHGApKT MHOKapAa); XPOHHUYECKOW cepJeuHon
HEJ0CTAaTOYHOCTH; HAPYIIEHUAX PUTMA cepaLa (BKJItOUasi apuTMHUH, BbI3BaHHBIE IEPEI03UPOBKON
CCPACUHBIX FJ'[I/IKO?;I/II[OB).
4.2. PesxuM 103MpPOBaHNs U CTIOCO0 NPUMEHEHUS

PexxuM 103upoBaHMs

Pexomennyemas cyTouHas 1o3a: o 1 tradnerke 3 pasza B IeHb.
MakcumanpHas cyTouHas Ao3a: 1o 1 TabneTtke 3 pa3a B I€Hb.
eTu
BbezomacHocTh 1 3¢ (heKTUBHOCTH Y JeTei B Bo3pacTe 10 18 JIeT He yCTaHOBJICHBI.

Cooco0 nnpuMeHeHus

s npuema BHYTpb.



[Nananrun @opre cienyeT NpUHUMATh MOCHIE €1bl, T.K. KUCHas cpeda KelyJKa CHUXXAET €ro
3¢ (HeKTUBHOCTD, HE Pa3KEBbIBAs U 3aHMBasi TOCTATOYHBIM KOJIMYECTBOM BOBI.

4.3. IlpoTuBONOKAa3aHUS

- ['unepuyBCTBUTENHHOCTD K KAl acliaparuHaTy U MarHus acriaparuHaTy Wi K JII00oMy
U3 BCIIOMOTaTENIbHBIX BELIECTB, IEPEUNCICHHBIX B pa3zeine 6.1.

- OcTtpas u XpoHUYeCcKas MoueyHasi HeJOCTaTOUHOCTb.

- [Munepkanuemus.

- I'mnepmaruuemus.

- bonesns Annucona.

- ATpuoBeHnTpukysipaas 6mokana [-1II cremenn.

- [oxk, BKIIOUYast KapAUOTEHHBIN (apTepualibHOe naBieHue Menee 90 MM pr. cT.).

- Hapymenne oOMeHa aMUHOKHCIIOT.

- Tsxenas MUacTEHHUS.

- I'emomnus.

- OcTpplit MeTaOOTUYECKHIT aluI03.

- CocrosiHue aerupaTaliu.

- Bospact o 18 net (3¢pekTruBHOCTS M 6€301IaCHOCTh HE YCTAaHOBJICHBI).

- [Tepuon rpyaHoro BckapmiuBaHus (cM. pasznaen 4.6).

4.4. OcoOble yka3aHUs M MepPbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

Bepemennocth (ocobenHo B I TpumecTpe 6epeMEeHHOCTH).

OcobOoro BHHMaHHS TpPEOYIOT TANHMEHTHI C  3a00JICBAaHHUSIMH, COIPOBOXKIAIOIIUMUCS
THIIEPKAIMEMHUCH: HEOOXOIUM PEryJISIPHBIN KOHTPOJIb COJCPKAHUS KaIHs B TUIa3Me KPOBH.

4.5. BzaumopneiicTBHe ¢ JAPYrHMH JIeKAPCTBEHHBIMH mNpenapaTaMu W JApyrue BHIbI
B3aHMO/eliCTBUA

dapmakoaHAMHYECKOE B3aUMOAEUCTBUE

[Ipy coBMECTHOM NPUMEHEHHMH C KaJuicOeperaromuMu JUypeTUKaMHu (TpUaMTepeH,
CIMPOHOJIAKTOH), OeTa-apeHO0JIOKaTOpaMHy, LHMKIOCIIOPUHOM, TIeHapuHOM, HHTUOWTOpaMH
aHruoteH3uHNpeBpamaromero gepmenra (AIID), HecTepOUAHBIME TPOTUBOBOCTIATUTEIbHBIMU
IpenaparaMy IMOBBIIIAECTCS PUCK Pa3BUTUS THUIEPKAIMEMHH BIUIOTH 1O PA3BUTHA apUTMHUHU U
acuctoauu. OJHOBPEMEHHOE IPUMEHEHHME IIPENapaToB KalHs € INIIOKOKOPTUKOCTEPOMIAMU
YCTpaHSET TUIOKAJINEMUIO, BBI3BIBAEMYIO MNOcCieIHMMHU. Kamuii ymeHbIIaeT HeKenaTeabHbIe
3pQeKThl cepleuHbIX TMUKO3uA0B. [laHanrun @opre yCHIMBAET OTPHULATENLHOE IPOMO- U
0aTMOTPONIHOE JEWCTBHE AHTUAPUTMHMUYECKUX JIEKAPCTBEHHBIX MpenaparoB. Maruuili CHHUKaeT

3¢ dexTsl HeoMHUlIMHA, TMOJMMMHUKCHMHA B, TeTpauukivHa M CTPENTOMHUIMHA. AHECTETHUKU
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YBEJIMYUBAIOT YTHETAIOIIEE ACHCTBUE MPENapaToB MarHus Ha HEHTPAIbHYIO HEPBHYIO CUCTEMY;
IpU OAHOBPEMEHHOM MPHUMEHEHHHU C aTPaKypOHHUEM, AEKAMETOHUEM, CYKIMHWIXJIOPUIOM U
CYKCaMETOHHEM BO3MOXKHO YCHUJICHHE HEPBHO-MBIIIEYHOU Ookanbl. KanbluTpHuoa moBbIIaeT
CoJepKaHWE MarHus B IUIa3M€ KPOBH, IpenapaThl KaJbIUs CHIDKAIOT 3((eKThl MpenapaToB
Martusl.

dapMaKkOKHHETHYECKOE B3aUMOJICHCTBUE

JlexapcTBeHHbIE TIpemapaThl, OOJaJalolMe BHKYIIUM W OOBOJAKMBAIOIIUM JCHCTBHEM,
YMCHBIIAKOT BCACBIBAHUC MArHUA acCliaparnHara U Kajivs acliaparvnHara B XXCJIy JOYHO-KUIICYHOM
TPaKTe, MO3TOMY HEOOXOIMMO COOJIIOJaTh TPEXYACOBOW WHTEPBA MEXKIY MPHUEMOM BHYTPb
npenapata [lananrun @opre ¢ ykazaHHBIMHU BBbIILIE JIEKAPCTBEHHBIMHU MIpeNapaTaMu.

4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTD U JJAKTALMS

AJIEKBATHBIX U CTPOr0 KOHTPOJUPYEMBIX HCCIIEJOBAHMM NPUMEHEHMs Ipernapara BO BpeMs
OEpEeMEHHOCTH U B MEPUOJ TPYTHOTO BCKAPMIIMBAHUS HE TTPOBOIUIIOCH.

bepemMeHHOCTD

[TpumeHeHne BO3MOXKHO, €CIIM MOTEHIMANIbHAS TI0JIh3a 1711 MaTePH MPEBBIIIACT BO3MOKHBIN PHCK
IS TII1014.

JlakTarus

Kanus u MarHus acmaparuHar NpOHHKAaIOT B TpyJaHOE MOJOKO. [Ipu HeoOXoauMocTu mpuema
npernapara B Iepuo]i KOpMIIEHUS TPYIbI0 IPyAHOE BCKapMIIMBaHUE HEOOXOUMO MPEKPATUTD.
4.7. Bausinue Ha CHOCOOHOCTH YNPABJSTHh TPAHCHOPTHBIMHU CPeACTBAMH M padoTaTh ¢
MeXaHu3MaMHu

UccnenoBanus He mnpoBoaunuck. He oxxupaercs BIMAHHA Ha CIOCOOHOCTH YIPABIATH
TPAHCTIOPTHBIMU CpEACTBAMU M Ha pPabOTy C MexaHu3MaMH, TPeOYIOUIMMH MOBBIIICHHON
KOHIICHTPAIIUU BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUH.

4.8. HexkesiaTeibHbIE peakmum

Pesrome HDOd)I/IJ'Ifl 0€30IaCHOCTHU

Bo3moxHBI TOLIHOTA, pPBOTA, AMApesi, HENPUSTHbIC OIIYIICHUS WM >KKEHHE B o01acTu
snuractpus (y MalueHTOB ¢ aHAIIUAHBIM TaCTPUTOM WM XOJCIUCTUTOM ), aTPUOBEHTPUKYJISIpHAS
Omokana, mapagokcalbHas peakius (YBEIUYCHHE 4YHUCIIAa SKCTPACUCTON), THUIEpKATUEMUs
(TomHOTa, pBOTA, JUApEs, NApPECTE3UN ), TUIIepMaruueMus (IOKpacCHEHHE JINLA, YyBCTBO JKaX/Ibl,
CHIDKEHHE apTepUAIbHOTO JIaBlIeHUs, TunopedaeKcus, yTHeTeHUE AbIXaHUsI, Cy0POTH).

COO6H.[CHI/IG O IMOA03pE€BACMbBIX HCKCIIATCIIbHBIX PCAKITMAX

BaxHo coo0mare O MOA03peBaCMbIX HEXKEJIATENbHBIX PEAKIHAX I0CIe PETUCTPAILIH
JICKApCTBEHHOTO TIperapara C HeNbl0 00eCTIeYeHHsT HeTPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHS

«10Jb3a — PHUCK» JIEKAPCTBEHHOro Mpemnapara. MeaunuHCKUM pabOTHUKAM pPEeKOMEHIYeTcs
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coo01aTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIHAX JIEKApCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBbl COOOLIEHUSI O HEXEIAaTeIbHbIX PEAKLUAX FOCylIapCTB — YWICHOB
EBpazuiickoro 35K0HOMHUYECKOr0 COr03a.

Poccuiickas ®@edepayus: «DPenepanbHas ciryx0a 1o Haa30py B chepe 3apaBOOXPaHEHUS»
109012 r. Mocksa, CnaBsitHcKas Tuiomaib, 1. 4, ctp. 1

+7 (800) 550-99-03, +7 (499) 578-02-20

pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

Pecnyonuxa Apmenusa: «HaydHblil HEHTP SKCIIEPTU3HI JICKAPCTB U MEIUIIMHCKUX TEXHOJIOTHH UM.
akanemuka . ['abpuensna» AO3T

0051 r. Epesan, ip. Komuraca 49/5

Otnen MoHUTOpUHTA 0€30IACHOCTH JIEKAPCTB

+374-10-20-05-05, +374-96-22-05-05

vigilance@pharm.am

http://www.pharm.am

Pecnybnuxa Kazaxcman: PUIl nHa [IXB «HaumoHanbHBIA HEHTP 3KCHEPTH3BI JIEKAPCTBEHHBIX
CPEIICTB U MEIUIMHCKUX u3aenuit» Komurera MeIuuuHCKOro U (hapmMareBTHUeCKOro KOHTPOJIs
MunucrepcTBa 3npaBooxpanenus Pecnyonuku Kazaxcran

010000 r. Hyp-Cynran, yin. A. UmanoBa, 13 (4 sTax)

JlenmaprameHT (hapMakoHa/A30pa U MOHHMTOpUHIa 0Oe30macHOCTH, 3(PPEeKTHBHOCTH M KayecTBa
MEIUIUHCKUX U3JIEIUN

+7 (7172) 78-98-28

pdlc@dari.kz

https://www.ndda.kz

Kuipevizckasn Pecnybnuxa: «JlenapraMeHT JIeKapCTBEHHBIX CPEICTB U METUIIMHCKUX U3CTUI Ipu
MuHucTepcTBe 3ApaBOOXpAaHEHHS U COLIMaIbHOTO pa3BuTHsl Kbiprbizckoit PecyOnukuy»

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

+996-312-21-92-88

vigilance@pharm.kg

http://www.pharm.kg

4.9. Ilepeno3npoBka

BospacraeT pick BO3HUKHOBEHHSI CUMIITOMOB TUIIEPKATUEMHUN U TUTIEpMarHUEMHH.

CUMIOTOMBI



CuMnTOMBI  TUINEPKAIIMEMHUH: TIOBBIIMICHHAs  yTOMJISEMOCTb, MHACTCHHS, IapeCcTe3NH,
CITyTaHHOCTHh CO3HAHWs, HApYIIEHHUE CepJeYHOro puTMa (OpaauKapaus, aTpPHOBEHTPUKYJIApHAs
OJ10Kaza, apuTMHH, OCTAaHOBKA CEp/LIa).

CHUMINITOMBI TUTIEPMarHUEMHH: CHIDKEHUE HEPBHO-MBIIIEYHON BO30YIMMOCTH, TOITHOTA, PBOTA,
JIeTaprusi, CHIKECHUE apTEPUaAIbHOIO TABICHUS.

[Ipu pe3koM TMOBBIICHUU COACPKAHWSA HMOHOB MAarHWs B KPOBHU: YTHETCHHE TIyOOKHX
CYXOXKUJIbHBIX pe(IEKCOB, Mapanuy AbIXaHus, KoMa.

Jleuenne

B cnydae nepeno3upoBKM MPOBOJAT CUMIITOMATHYECKOE JICUEHHE — BHYTPUBEHHOE BBEICHHUE

KanbIus xjaopuaa B 1o3e 100 Mr/muH, mpu HEOOXOIUMOCTH — T€MOIHAIIN3.

5. DPAPMAKOJIOTHYECKHUE CBOVMCTBA
5.1. ®apmakoauHaMHuYecKHe CBOHCTBA
®dapmakoTepaneBTuyeckas rpynmna: MuHepaibHble 100aBKU; Jpyrie MUHEpaIbHbIE T0OaBKH.
Koxg ATX: A12CX.

MexaHu3M JeicTBu, d)aDMaKOHI/IHaMI/ILIeCKI/Ie Bd)(beKTBI

Baxueiimve BHyTpuKieTouHbie Katonbl Kanus (K*) u maraus (Mg™) urparor kiodeByro poib
B (PYHKIIMOHUPOBAHWM MHOTOYHMCIEHHBIX SH3MMOB, B 00pa3oBaHUMHM CBA3€H Mexay
MaKpOMOJIEKYJJAMA ¥ BHYTPUKIETOYHBIMA CTPYKTYpAMM M B MEXaHU3ME MBIIIECYHOU
COKPAaTUMOCTH. BHYTpH- 1 BHEKIIETOUHOE COOTHOLIECHHE HOHOB KaJlus, KaJbl1s, HATPUs U MarHus
OKa3bIBAa€T BIIMUSHHUE HA COKPAaTUMOCTb MHOKapAa. ODHIOTEHHBIH acnaparuHar JEHCTBYET B
KayecTBE TPOBOJAHMKA HOHOB: 00JaJaeT BBICOKMM CpOJICTBOM K KJETKaM, Onaromaps
HE3HAYUTEJIbHOM IMCCOLMALIUY €T0 COJIEH, HOHBI B BUJIE KOMIUIEKCHBIX COEJUHEHUI POHUKAIOT
BHYTpb KJIETKM. MarHus acnaparvHaT ¥ Kajus acliaparkHar yJydIlaioT MeTaboJIn3M MHUOKap/a.
Henocrarok MarHus/kanusi mpejapacroyiaraeT K pa3BUTHIO apTepHaTbHONW TUIEPTEH3UH,
aTepoCKIIepo3a KOPOHAPHBIX apTepuil, apuTMHUIl 1 METa0OIMUECKUX N3MEHEHUI B MHOKapIe.

B kaxnoit Tabnetke npenapara [lananrun @opre conepxurcs 280 Mr MarHusi acraparuHara
316 Mr kanus acnaparuHara, 4To B 2 pa3a MPEBBIIMIACT COAEPKaHUE NEUCTBYIOIIMX BEIIECTB B
npenapate [laHaHruH, TabNeTKH, HOKPBITHIE MIICHOYHOI 000m0ukoil. CyTouHas f03a mpenapara
[Tananrun @opte: no 1 tabnerke 3 paza B JeHb, COOTBETCTBYET CYTOYHOM 103€ Mpemnapara
[Tananrun: o 2 Tabnetku 3 pasa B 1eHb. [Ipuem ogHOKpaTHOM 10361 npenapata [lananrun dopte

B BHJIC OJIHOM TaOJICTKH JeNIaeT JeueHue 0oee yaoOHbIM IS MAlleHTA.



5.2. dapmakoKMHeTHYECKHE CBOMCTBA

Abcopbrus

Kanus v maraus acnapruHaTbl HFHTEHCUBHO BCAaBCHIBAIOTCS B KUIIEYHUKE, IPEUMYILECTBEHHO B
TOHKOU KHILIKE.

DnauMUHALMSA

Kanms n maraus acIapruHaThbl BEIBOJATCA IMTOYKaMU.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BeLIECTB
Aopo mabnemxu:
Kpaxman KyKypy3HbIii
Tanbk
Marnus creapar
Kpaxwman kapTodenbHbIit
IMToBunou K30
Kpemnust auokcu KoJmONaHbINA
IInenounas obonouka:
Tanbk
BbyTtunMerakpunara conoiaumep
Turana auokcup (uBetopoit uuaekc: C.I1. 77891, E171)
Makporoi-6000
6.2. HecoBmMecTUMOCTH
He npumenumo.
6.3. Cpok rogHocTH (CpOK XpaHeHusl)
3 rona.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHH
XpaHuTh TIpu TemnepaTtype He Boite 25 °C.
6.5. XapakTep u coaepkaHue NePBUYHON YIAKOBKHU
[To 15 tabnerox B 6muctepe uz [IBX/TIBAX u amomuanesot ¢onsru. [lo 2, 4, 6 6muctepon
BMECTE C JIJUCTKOM-BKJIQIBIIIIEM TIOMEIIAIOT B KAPTOHHYIO MAUKYy.
6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH NPH  YHUYTOKEHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WJIM OTXO0A0B, TOJYYEHHBIX TOcCJe TNpPUMEHEeHUs:
JIEKapPCTBEHHOI0 Mpenapara, u Apyrue MaHUNYyJsIIUU ¢ penapaTomM

Her oco0bix TpeOoBaHuUM K yTUIN3ALUY.



7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHUS
OAO «I'eneon Puxtep»
1103 Bynanewr, yn. {émpéun, 19-21, Benrpus
Tenedon: +36-1-431-4000
OnexTpoHHbIA anapec: drugsafety@richter.hu
7.1. IlpeacTaBuTe/]Ib JepaKATENA PETHCTPALMOHHOIO Y10CTOBEPEHH

IIpereH3un HOTD66I/ITCHGI\/’I HamrpaBJIATH I10 aApPCCy.

Poccutickas ®@edepayus

Mockosckoe [IpeacraBurensctBo OAO «I'eneon Puxtep»

119049 r. Mocksa, 4-it JIoOpbIHUHCKHIT TIEp., A0M 8

Tenedon: +7 (495) 363-39-50

DOnekTpoHHbI angpec: drugsafety@g-richter.ru

Pecnyonuxa Apmenus

[TpeacraButensctBo OAO «I'eneon Puxtep» B PecriyOnnke Apmenust
0010 r. Epesan, yi. 3aksHa, 1. 2

Tenedon: +374-10-53-00-71

OnexrpoHHbIi anpec: drugsafety@gedeonrichter.am

Pecnybnuxa Kazaxcman

IIpencraButensctBo OAO «I'egeon Puxrtep» B PK

050008 r. Anmatsl, yia. Tone bu 187

Tenedon: 8-(7272)-58-26-22, 8-(7272)-58-26-23, 8-701-787-47-01
OnextponHsli aapec: info@richter.kz; pv@richtergedeon.kz
Keipevizckasn Pecnybnuka

ITpencraButensctBo OAO «I'eneon Puxtep» B Kbiproizckoit PecriyOmnuke
720005 r. bumkek, yin. Urembepauesa, 1 "A",

OusHec meHTp «ABpopay, opuc 703

Tenedon: +996-312-98-81-16

OnexTpoHHbli aapec: drugsafety ky@gedeonrichter.eu

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA IEPBUYHOM PETUCTPALIUU (MOATBEPXKJIEHWS PETUCTPALINU,
IHEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanyu:



10. JATA IIEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JieKapcTBeHHOro rmpemnapara llananrun @opre ngocTtynmHa Ha
UHPOPMALMOHHOM TIOpTaie EBpa3suiickoro HSKOHOMHYECKOTO COK3a B HH(POPMAIMOHHO-

KOMMYHUKaImoHHou cetu «uTepHeT» https://eec.eacunion.org.



