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1. HAI/IMEHOBAHI/IE JJEKAPCTBEHHOI'O IIPEIIAPATn
HaHaKapn ®OPTE, TabeTKy, IOKPLITHE IIEHOYHOH 00010uKoi, 280 Mr/316 mr.

2. KAYUECTBEHHBIN Y KOJIMYECTBEHHBIN COCTAB

B 1 TabieTKe, IOKPHITOH MIEHOYHON 000N0UKOi, conepxuTcst 280,0 Mr Marsus acnaprara (B BUIE
MarHus acmaprara murunpara) u 316,0 mMr kanus acmaprara (B BHJAE Kajlusd Tujpoacraprara
TeMUTUOPATA).

[ToNHBIA NlepeYeHb BCIOMOTATeNbHBIX BENIECTB, BXOAALIMX B COCTaB JIEKAPCTBEHHOrO Ipelapara,
TnpezcTaBieH B paszene 6.1.

3. JEKAPCTBEHHASI ®OPMA

TabneTku, MOKPHITHIE IIIEHOYHOH 000I0YKOM.

Kpyrible MBOSKOBBIIYKIBIE TaOJETKH, IOKPHITHIE ILUICHOYHOH 000JI04KO# OeToro WU TMOYTH
0eJIoro IBETA.

4. KINHUYECKUE JAHHBIE

4.1. ITokazaHus K NPHUMEHEHHIO

e PaspuTHe AeduUIMTA KATHS U MarHus B OPraHU3Me NPH HEJAOCTATKE Kallksd U MarHus B pallioHe
UTaHUA.

e B cocTaBe KOMIUIGKCHON Tepalmud NpPH XPOHHYECKHX 3abojeBaHMAX cepaua (Hampumep,
cepledHas HENOCTATOYHOCTh, COCTOSHHE MOCTe HH(apKra MHOKap/a), HapyLIEHHSIX pUTMa
cepaua (Ipex e BCero, JKeMyI04YKOBBIE aDUTMUK) TOJIBKO 110 HA3HAYECHHIO JICYAIleTo Bpada.

e B kayecTBe [OINOJIHUTEIHLHOTO CpPENCTBA — IIPH NpPHEME CEPICYHBIX ITTMKO3HIOB TOJIBKO IIO
Ha3HAYEHHUIO JIEYalllero Bpaya.

4.2. Pe:xxuM 103UpOBAHHSA H cnoc06 NpUMEHEHHHA

1 Tabnerka nmpenapara HaHaKapn ®OPTE conepxut 23,6 MT MarHus 1 72,2 MI Kajus.

B3pocisie

OGBIYHBIN pEXHUM NO3WPOBaHMS IIOJpasyMeBaeT IIpHUEM Ipenapara HaHaKap)l ®OPTE mo 1
TaGneTke 3 pa3a B cyTKu. MakcuMaibHas CyTO4HAas 1032 paBHa 3 TabneTkam.

ety 1 10APOCTKH

D¢ heKTUBHOCT, M 0€30MaCHOCTh IIperapara ITanaxapn® ®OPTE npu NpUMeHeHHH AETHMU H
NOAPOCTKAaMH He JT0Ka3aHbl. HeT COOTBETCTBYIOIUX NaHHBIX.

[Ipenapar npenHasHa4eH i1 mpueMa BHYTpb. Kucnora, KOTOpas COAEPKUTCS B eIy J0IHOM coxe
MOXET CHM3UTh 3()(EKTHBHOCTH IIperapara, IOITOMY DPEKOMEHIYETCs IPUHHMATh Tlanakapr®
®OPTE nocne ensl.

4.3. IIpoTuBONOKA3aHHUS

o TloBBImEHHAS UYBCTBUTENBHOCTh K IEMCTBYIOIlEMY BEIIECTBY M/HIM K  JHOOOMY
BCIIOMOTaTeTbHOMY KOMIIOHEHTY JIEKapCTBEHHOTO IIpenapara (cM. paszen 6.1).

OcTpas Ui XpOHHYECKas I0YeyHas HEJOCTaTOYHOCTb.

Bone3ns Angucona.

AtpuosenTpuKyIsipHas 6nokaza III ctenenu.

KapryoreHHsIi WOK (apTepHansHoe naBneHne Menee 90 MM pT. CT.).

4.4. OcoOble yKa3aHHs U MepbI NPEJ0CTOPOKHOCTH
C 0co60ii TIIATEIBHOCTHIO HEOOXOAUMO HaOIIOaTh 32 TeMHU MalMeHTaMM (KaK CTallMOHApHBIMH,
Tak ¥ aMOyJ1aTOpHBIMH), KOTOpBIE CTPajaloT  3a00JeBaHHMSMH, COIPOBOXIAIOIIMMHUCS
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Kaxnas Tabnerka comepxuT 72,2 Mr Kajius, 3TO CIEAyeT YYUTHIBATH IAIMEHTAM CO CH
GbyHKIMEH MOYeK UM COOIIONAIOINM KAJTHEBYIO AHUETY.

4.5. Bzaumoneiicteue ¢ JPYyrHMHM JIEKADCTBEHHBIMH NpeNapaTamMd W JpyrHe BHAbI
B3aMMOAEHCTBUSA

JaHHBIX O HaJJIeXAlIWX HCCIENOBAaHMAX B3aUMOMEHCTBHI MEXIY IperaparaMH, COAEPIKaIlHMH
KaJIusl acTapTaT M MarHus acrapTar, ¥ JPYTMMHU JIEKapCTBEHHBIMU IIperapaTaMy HET B HATMYHH.
JlaHHBIE O B3aUMONEHCTBMAX KalmWs acmapraTa ¥ MarHus acmaprata ¢ HeKOTODBIMH
JIEKApCTBEHHBIMHU IpenapaTaMi OCHOBBIBAIOTCA Ha MHGOPMAIMU M3 Hay4HOM nuTeparyphl. Ecmm
IIpHEM IIpenapara HaHaKapn® @®OPTE coueTaeTcs ¢ IpHEMOM OAHOIO JTHGO HECKONBKUX U3 TAKHX
JIeKapCTBEHHBIX IIpernaparTos, KaK KanuicOeperaroiue JUYPETUKH, HUHTHOUTOPEI
aHTHOTEH3HHIIPEBPAIIIAIOIIETO dbepMmeHTa, 6era-610KaTopsl, IUKJIOCIIOPHH,  TENapHH,
HECTCPOUNIHBIE  NMPOTHBOBOCHANUTENBHBIC CPENCTBA, IIOBBINACTCS BEPOSTHOCTh  Pa3BHTHUS
TUNIEPKAIUEMHUH.

AHTUOMOTHKH M3 TPYNIBl TETPALMKIKHOB, IPENapaTsl HA OCHOBE COJIEH JKele3a M bTopuna
HaTpus, MpPEJHASHAYEHHBIE M NpUEMa BHYTPb, IPENATCTBYIOT BCAChIBAHHIO IIpeNapara
HaHaKapz(® ®OPTE. IlostoMy MexIy HNpHEMOM OIHOIO JIMOO HECKOJIBKHX U3 BBIIIEYKa3aHHBIX
IIpEnapaToB U IIPUEMOM IIperapara HaHaKapn® @®OPTE momxHO MpoHTH He MeHee 3 4acoB.

4.6. @®epTUIBHOCTH, 6€PEMEHHOCTD H JAKTALHUS
HeT maHHEIX, KOTOpble yKasbiBamu OBl HAa OTPHLATENBHOE BIMSHHME MNpelapara B IIEPHOJIBI
OepeMEHHOCTH M JIaKTallWH. :

4.7. Biusinue Ha CrOCOOHOCTL YNPABIATH TPAHCIOPTHBLIMH CPEACTBAMH HJIH paboraTh ¢
APYTHMH JBHKYIMHMHCSH MeXaHU3MaMH

l'IaHaKapn® @®OPTE He oOKa3blBaeT BIHSHHS Ha CIOCOGHOCTD YIIPaBIATE aBTOMOOWIIBHEIM
TPaHCIIOPTOM M Ha CIIOCOOHOCTH, HEOOXOMMMBIE 171 PaGOThI C ABHXYIITHMHCS MEXaHH3MAMH.

4.8. HexenaTenbHble peaknuu

Co cmoponer  sicenydouno-kumweunozo mpaxkma: coobWAIOCh O YacTOM CTyJlE TIpU IpHEME
npenapara B 60NbIINX 103aX.

Coobujenue 0 n0003pesaemvix HeHCeNAMENbHBIX DEAKUUSX

Bascno  coobwjame o nodospesaemvix  HedicenamenvHbix peaxyusx —nocie peaucmpayuu
IeKAPCMEEHHO20 npenapama ¢ yenvlo 00ecneyenus HenpepbiGHO20 MOHUMOPUHZA COOMHOULEHUS
(NOlb3a-pucky  lexapcmeennozo npenapama. Meduyunckum pabomnukam  pexomendyemcs
coobuamy 0 M06bIX NOO03PEBAEMbIX HEXHCENAMENbHBIX DeaKYUSX lleKapcmeenHo20 npenapama
epe3 HaYUOHANbHBIE CUCMEMbL COOOWEHU O HediCenamenbHblX DPeaKyusx 20Cydapcme-uneHoe
Eepasuiickozo axonomuueckozo coiosa. B Pecnybnuxe Benapyco pexomendyemcs coobwams o
HEDICENAMENbHbIX DEAKYUAX 6 UHPOPMAYUOHHYIO 6a3Y OGHHLIX MO HeJCenameNbHbIM Peaxyusm
(Oelicmeusam) Ha nexapcmeenHvie npenapamel, 6KNIOYAS COOOGUEHUA O HeagpexmusHocmu
nexapemeennelx  npenapamoe (VII «Llenmp sxcnepmus u ucnvimanuti 6 30pasooxparenuu»
Munucmepemea 30pasooxpanenus Pecny6nuxu Benapyce», http:www.rceth.by)».

4.9. Ilepeno3upoBka

He 3apernctpupoBano HM OIHOrO Ciiydas I€peO3MPOBKH IIpElapaTamy, CONEPXKAIUMHU KaIusg
acriapTaT U MarHus acrapTar, Aaxe [pU preMe GOJbIIKX 03 IIPEnapaToB.

Hcxomst u3 TOro, 4ro moyky oGNamaroT CIOCOGHOCTHIO BBIBOIMTH GOJNBIIHE KOTHUECTBA KaJIus,
H3OBITOYHOE MOCTYIUIEHHE KAlHs B OPTAaHH3M MOXKET MPUBECTH K THICPKATHEMHH TONBKO B TOM
Cityuae, KOTia BEIBEICHHE [T0YKaMU KaJlHus 110 KaKUM-JTHO0 IPUYHHAM TOPMO3HUTCS.
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IOYEYHOU HEIOCTATOYHOCTH, TSDKENblE HEXEaTelbHbIE peak daHR T E MJ/IX
ciydasx. JIuTepaTypHble NaHHEIE yKa3bIBAIOT Ha TO, YTO M3OBITOYHOE IMOCTYIJIEHHE MArHWS LpH
IpUEME BHYTPh MOXXET NPHBECTH K BO3HHUKHOBEHHIO CJIa00 BBIPAKEHHEIX HEXENaTeTbHbIX
peaxiui, HallpuMep, AHapEH.
Ilo mpu4mHE comepKaHHs B IpenapaTe HaHaKapn® ©®OPTE wmarnusi, npreM H30BLITOYHOH O3B
npernapara MOXeT IPUBECTH K yBEIMYEHHIO YacTOTHI CTyJIa.
B ciyuae BHYTpUBEHHOrO BBEIEHHS OBICTPOE MOCTYIUIEHHME KAJIHS M MArHHS MOXET IPUBECTH K
Pa3BUTHIO THIIEPKATMEMHHN U TUIIEPMArHUEMHH.
Cumnmomer 2unepranuemuu: obmas cnabocTh, MapecTe3uH, OpaguKapaus, Hapaaud, apuTMHSL.
Cumnmomur 2unepmaznuemuy: TOIIHOTA, PBOTA, BAIOCTb, MIIOTOHHS, Opanukapnus, cnabocTs,
TUIopedIIeKcus.
B cnyyae BO3HMKHOBEHHS CHMIITOMOB MEDPENO3HPOBKU CICIYeT BPEMEHHO IPEKPATUTh MPHEM
Ipenapara HaHaKapz[® ®OPTE u npoBecTH CUMIITOMAaTHYECKOE JIEUEHHE (BHYTpHBEHHOE BBEICHUE
KaJbIUsl XJIOPUAA, TIPY HEOOXOIUMOCTH — THANIHU3).

2]

5. PAPMAKOJIOTHYECKHUE CBOVICTBA

5.1. ®apmakoauHAMHYeCKHe CBOCTBA

Dapmakomepanesmuyeckan zpynna: MuHepabHble 106aBKH. Jlpyrue MuHepaibHEIE BELIECTRA.
Koo ATX: A12CX.

Mg++ u K+ - Baxhsle BHYTPHUKIICTOYHBIE KaTHOHBL. OHH HIparoT KIIIOYEBYI0O pOJIb B
(QYHKIMOHUPOBAaHUH  MHOTOYHCIIEHHBIX depmenToB, B  06GpasoBaHHMM  cBs3eit MEXIY
MaKpOMOJIEKYIAPHBIMU CYOKIETOUHBIMU 3IEMEHTAMH, B pealH3alliu MOJIEKYJIIPHBIX MEXaHH3MOB
MBIIIEYHOr0 COKpameHus. COOTHOEHHE BHEKJIETOUHBIX M BHYTPHKIETOYHBIX KOHLeHTpanuit K+,
Ca++, Nat+ u Mg++ okasbiBaeT BIHsIHUE Ha COKpaTHTENbHYIO CIIOCOOHOCTE MHOKapAa. AciapTar B
Ka9eCTBE SHIOTCHHOIO BEINECTBA CIYXHT ICPEHOCYMKOM I/ MOHOB. AcmapraT o6mamaer
OOJNBIIMM CPOZNCTBOM K KJIE€TKaM, €ro COJIH AUCCOLUUMPYIOT B HE3HAYUTENbHOH cremeHu. Takum
00pa3oM, HMOHEI B COCTaBE KOMIUIEKCHBIX COEIHMHEHHI [IPOHUKAIOT BHYTPh KJIETOK. Maraus
acrapraT H KallMsg acrnapraT yIydIlaloT MeTaGomuM3M Muokapiaa. JebHIUT Kamus M MarHus
IIpEApacioNaracT K pasBUTHIO THIIEPTEH3UM, CKIEPOTHYECKHMX W3MEHEHHH B KOPOHapPHBIX
apTEPUSIX, ApPUTMHUH, IATOJIOTMYECKUX H3MEHEHUH B MUOKapJE.

5.2. ®apmakoknHeTHYeCKHe CBOCTBA

Maenuii

B opranusme yenoseka ¢ maccoit tena 70 kr conepxurcs B cpenneM 24 r (1000 mMorns) Maruus. U3
9TOTO KoJM4ecTBa Oonee 60% HaXOOUTCS B KOCTAX, NPUGIHU3ATENEHO 40% — B CKEJIETHBIX MBIIIIaxX
U B Ipyrux TKaHsx. Ilpumepro 1% oT 06Iero konuyecTBa Maruus pacnojaraeTcs BHEKJIETOYHO, B
OCHOBHOM B KpOBH. KOHIEHTpanus MarHus B CEIBOPOTKE KPOBH B HOpME HaxOIUTCA B JHANa30HE
0.70-1.10 mmons/n. PexoMenmyemas CyTOUHAs 1032 MATHUS COCTABIISET 350 mr ans myx4aus u 280
ML U KCHIMMH €XeNHeBHO. [IoTpeGHOCTE B MarHWM Bo3pacTaeT BO BpeMs OEpeMEHHOCTH U
naKTauMu. Maruui  OpeMMyINecTBEHHO BcachlBaeTcs B XKEIYNOYHO-KHUINEYHOM  TpaKTe
[IOCPEICTBOM aKTUBHOTO TpaHCHOpTa. ITOYKM SBNSIOTCS IIaBHBIM peryaTopom Gananca MarHus B
opranusme. 3-5% HOHHM3MPOBAHHOIO MATHHS BBIBOAMTCS C MOWOIL. VBenudenne o6bremMa Moun
(HampuMep, NpH TpPHEME MOYErOHHBIX CPENCTB) MPHBOOMT K YBEIMYEHHIO BHIBEICHHUS
MOHH3UPOBAHHOTO MarHus. IIpH yMEHBICHHH BCACHIBAHHS MAarHHs B TOHKOMN KHIIKe pa3BUBaeTCA
THIIOMariueMus, KOTopas BIEUET 3a COO0H CHUKEHHE SKCKpEUu Maruust (<0.5 MMOJIB/CYTKH).
Kanuii

B opranusme uenoseka ¢ Maccoit Tena 70 kr conepxurcs B cpeareM 140 r (3570 mMons) kanus. B
OPTAaHU3ME JKCHIIMHBI CONCPKMTCA HEMHOTO MEHBIIE KalHs, YeM B OPTaHU3ME MYXUMHBL C
BO3paCTOM KOJHUYECTBO Kalus B OpraHU3Me yMeHbIuaercs. 2% OT OOIIEro KOMMYecTBA KU
HaxoMUTCA BO BHCKJICTOYHOM MPOCTPAHCTBE, OCTalbHBIE 98% — BHYTpH KineTok. OmnTHMabHAS
CyTo4uHas 103a Kanus cocrasisier 3-4 r (75-100 mmons). Kanuit mpenmymmecTBeHHO (mpuMmepHO Ha
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ChIBOPOTKE KpPOBH OIIPEHOCIISIIOTCS TaKXXe NI€pepacnpeaciiCHuEM Kajus MEXOYy BHE- H-
BHYTPHUKJIETOYHBIM ITPOCTPAHCTBAMH.

5.3. lanHble NOKIHHUYECKOH 6e30NacCHOCTH

JIOK/IMHMYECKHE MNaHHBIE HE [OKa3BIBAIOT 0COGOH OMacHOCTH JEACTBYIOIIUX BEMIECTB JUIA
denoBeka. B HccrenoBaHuAX ocTpoit (OMHOKDATHOM) NOKIHHMYECKOW TOKCHYHOCTH AKTUBHEIC
uHrpemueHTsl (Mg-K D,L-acnaprar) nokasaiy HM3KYIO TOKCHYHOCTH. Y MBIIeH u KpBIC OCTpas
TOKCHYHOCTS BHYTPHBEHHOTO BBeNeHHA acmaprara K-Mg 6bl1a HECKONIBKO HIDKE, YeM Y XJIOpHAa
kanust (KCl); u He 6BUI0 3HAYHTENBHOM Pa3sHUIBI B TOKCHYHOCTH Mexny acnapratoM K-Mg u KCl
IIPY TIEPOPAITBHOM HJIM BHYTPHUOPIOIIHHHOM BBEICHUH.

6. DPAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepedeHs BCOMOraTe/IbHBIX BEMIECTB
Anpo:

[ToBunoxn (K30)

KpeMHUsT IHOKCHI KOMUTOMIHBIEH G€3BOMHbIH
Marnus creapar

Tanbx

Kpaxman xapTodensHpit

Kpaxman xykypy3uerit

Ob6omouxka:

Tutana nuoxcun (E 171)

Kommukoar IR

Tanpk

6.2. HecoBmecTHMOCTD
He npumenumo.

6.3. Cpox roqHocTH (CpOK XpaHeHHs)
2 rona. He ucrnone30BaTh [I0Ce HCTEYEHHS CPOKa TOQHOCTH, YKa3aHHOTO Ha YIIaKOBKE.

6.4. Oco6bIe MepBI PEA0CTOPOIKHOCTH NPH XpaHEeHHH
XpaHuTh IpH TEMIeparype He Bbime 25°C,

6.5. XapakTep u coaepkaHue MepBHYHOMN YNaKOBKH
[To 15 TabneTox B KOHTYpPHOM S4eiiKOBOI YIIaKOBKE H3 IJIEHKU MOJHUBHHUIXIOPUIHON U THOKOI

YIaKOBKM Ha OCHOBE (GONBIH amMOMHHHEBON MM mo 30 TaGleTok Bo ¢nakonax u3 nuroro
KOPHYHEBOI'O CTEKIa, YKYIIOPEHHBIE KPBIIKOW BHHTOBOH C 3alUTOH OT BCKPHITHSL JOETBMH C
TIOMHSTHICHOBBIM BKIanpiuneM. Kaxple 2 unu 4 KOHTYpHBIE sueifkoBbIe YIIaKOBKH WK (JIaKoH U3
JTATOr'0 KOPHYHEBOI'O CTEKJIa BMECTE C JIHCTKOM-BKJIABIIIEM [IOMELIAIOT B [Ia4YKy U3 KapTOHa.

6.6. Ocobble Mepbl  NpPeXOCTOPOKHOCTH NpH  YHHYTOKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 NMpPENapaTa UK 0TX0/10B, NOJIyYeHHBIX NOC/Ie IIPHMEHeH s JIEKapCTBEHHOI0
npenapara ujiu paGoThl ¢ HUM

Het oco6r1x TpeGopanmit.

Yenosua omnycka uz anmex
be3 peuenta Bpaua.
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7. AEPXKATEJD PETUCTPAIIMOHHOT'O VIOCTOBEPEHY o, v HKH BEIIAp

Pecny6nuka bBenapycs

000 «®apMTEXHOIOTH»

220024, r. Munck, yn. Kopxenesckoro, 22.

Tenedon/daxc: (017) 309 44 88.

E-mail: ft@ft.by.

8. HOMEP PETHCTPAIIMOHHOTI'O YAOCTOBEPEHUSI
17/02/2672

9. TATA TIEPBUYHOI PETHUCTPAIIUU (IIOATBEPXKIEHHUSI PETMCTPALINY,

IIEPEPET'ICTPAIIN)
22.02.2017

Munye

TEPCTBY 37 e
ap

Pecnybpiey Be,}; yﬁgxpaae:ma

10. TATA IIEPECMOTPA TEKCTA
0372021



