OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O ITPEITAPATA

Hanresun gopte, 550 mr, TaGeTKH, TOKPBITEIE [IEHOYHON 000J104KOi Nn-%000 259-111- BY

COrNACOBAHO
MUHWUCTEPCTBOM 31PABOOXPAHEHWNS
PECNYBAWKN BENAPYCb

2. KAYUECTBEHHBII 1 KOJMYECTBEHHBIN COCTAB N e e

o L L2 PR e T

JleficTByIOIEE BEIIECTBO: HAMIPOKCEH.

Kaxxaas Tabnerka cofiepXuT 550 Mr HarnpoKceHa HaTpus.
Benomorate/bHble BELECTBa, HalWYMe KOTOPBIX HAJ0 YYMTHIBATh B COCTABE JICKAPCTBEHHOIO
npenaparta: HaTpui (cM. paszen 4.4.).

[TonHbIA nepeyeHb BCIIOMOraTelbHbIX BELIECTB MPUBEAEH B pa3licic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta6eTKy, OKPHITHIE INIEHOUHOH 000JIOYKOM.
OBaJIbHBIE BOSKOBBIMYKIbIE TAOJIETKA ¢ PUCKOH Ha OJHOH CTOPOHE, MOKPBITHIC TUICHOYHOM
000JI04KOI CUHETO LBETA.

Bupa Ha uzsome: mepoxoBartas Macca 6eJioro LBeTa ¢ [IJICHOYHOM 000JI0YKOM CUHEro LBETA.

4. KIMHUYECKHE JAHHBIE
4.1. IToxa3zaHus K NPpUMEHEHHIO
[IpenapaT MoKa3aH K IPUMEHEHHUIO y B3POC/IBIX H feTeii B Bo3pacTe oT 16 JeT.

e 3aboneBaHus OIMOPHO-/IBUraTeJIbHOrO anrmapara (peBMaTOM/IHBIH apTpHT,
NICOPHATHYECKHUH, IOBEHUJIbHBIH XPOHUYECKHH apTpHuT, AHKHUJIO3UPY oL
criongunoaptput  (GonesHr bextepesa), MOJArpHYeCKUil  apTPUT, PEBMATHYECKOS
nopaxeHne MATKMX TKaHEeH, 0CTe0apTpo3 nepueprUIeCcKUX CyCTaBOB M MO3BOHOYHHKA, B
TOM YHCJIE C PAJAMKY/IAPHBIM CHHIPOMOM, TEHIOBArHHUT, Oypcur).

e FBoseBoil CHHApOM caboil MM yMEPEHHOH CTEMEHH BBIPOKCHHOCTH. HEeBpaJrus,
occanrus, Muanrus, JHOMOOMLIMANrus, [I0CTTpaBMaTH4eCKuii  GONIeBOH  CHHAPOM
(pacTskenust M ywuOeI), COMpPOBOXAAIOUMHCS ~ BOCIAJIEHUEM, Gonp B
[0C/IE0NePALHOHHOM NepHOJIE (B TPABMATOJIOTMH, OPTOIIEMH, THHEKOJIOTHH, 4eJIIOCTHO-
NMUEBOH XMpPYpPruH), TOJOBHAs 6ONb, MUIPEHb, AJILIOAMCMEHOpEs, a/HCKCHT, 3yOHas
60Jb.

e B cocraBe KOMIUICKCHOM Tepamuu HMH(EKIHMOHHO-BOCTIATIMTEIbHBIX 3abosieBaHUH yXa,
ropia, Hoca ¢ BbIPAXKEHHBIM 0OJICBBIM CHHPOMOM (papHHIUT, TOH3WLIUT, OTHT).

e JIuxopaJouHbIH CUHAPOM MPH «NPOCTYAHBIX) U MH}EKUMOHHBIX 3a00/IeBaHUAX.
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INpenapar Hanresun ¢opTe NpuMeHseTCs NS CUMITOMATHYECKOA Tepariy (1A yMEHbLIEHHS
GOJIM, BOCIMANEHHs M CHU)KEHMsS MOBBILICHHOH TeMIepaTyphl Teja) W Ha MpOrpeccHpoBaHHe
OCHOBHOTO 3a00JIeBaHHs HE BJIMACT.

4.2. PeskuM 103MPOBaHHSA U CNIOCO0 NpHMEHEHHsI

Pexxum n03upoBaHUd

Bspocnvie

OGBIYHO CYTOYHas 1032, MpUMeHsAeMas 1l 00JeryeHus 6onu, coctapiseT 1-2 tabnerku (550-
1100 mr).

[Ipy o4eHb CHIBHBIX GOJAX M OTCYTCTBMM B aHAMHE3E JKEJyJ0YHO-KHIICHHDIX 3a00JIeBaHUH
Bpay MOXKET YBEJIMYMTH CYTOYHYIO 103y 10 3 tabnerok (1650 Mr), Ho He Gonee 4veM Ha
2 Hejenu.

Ilpu mpuveHenun mperniapata Hanresun ¢opre B KayecTBe JKapONOHMKAIOWEro CpeAcTBa
Haua/bHas 103a cocTtanser 1 tabnetky (550 mr), najnee NpUHUMAETCs 110 Y5> Tabnetku (275 Mr)
Kaxxabie 6—8 4acos.

JInsa mpeaynpexieHUs NPUCTYNOB MUIPEHH PEKOMEHIYEeTCs 1 Tabnerka (550 mMr) aBa pasa B
neHb. OIHAKO JIeYeHME [ODKHO ObITh TMpPEKPAIeHo, €C/IM 4acToTa, HHTECHCHBHOCTH M
JUIATEILHOCTh MPHUCTYNOB MMUIPEHM HE YMEHBIIAKOTCA B TEUCHHE 4—6 nenens. Ilpu nepBeIx
MPU3HAKAX MHMIPEHO3HOTO MpHUCTyna Bbl JMOJDKHBI TMPHHATH 1% tabnerku (825 mr), a mnpu
HeobxoauMocTH ewe Y4—1 Tabnetky (275-550 mr) cryctst 30 MUHYT.

Jlns obnerdeHust MEHCTPyabHbIX 6osiedt 1 CrasMoB, Goneii mociie BBEACHUS BHYTPHUMATOYHBIX
cnupaneii (BMC) u apyrux THHEKOJOTMYECKHX Goneil (amgHEKCHUT, pOABI B KauecCTBE
aHANIBrE3UPYIONIEro M TOKONIMTHYECKOTO CPEACTBA) PeKOMEHIYETCs HasHaueHWe Mpefapata b
HavyaTbpHOM 03e, cocTapisouei 1 Tabnetky (550 mr), nanee 1o 1, TabnieTku (275 Mr) KaxkJple
6-8 yacos.

[Ipy ocTpoM MpHCTyNe MOJarpbl HauajabHas 1033 COCTABIACT 1Y, Tabnetku (825 mr), nanee
| tabnerka (550 Mr) cmycTts 8 yacoB, a 3aTeM 1, Tabnetku (275 mMr) kaxzaele 8 yacoB 110
MpeKpaleH1s NPUCTya.

Tlpu peBMaTOMIHBIX 3a00/1€BaHHMAX (PEBMATOM/IHbIH apTPUT, OCTCOAPTPUT H AHKUJIO3UPYIOIU I
CMOHIUIUT) OOBIYHO HauvallbHas 7103a Mpenapara COCTaB/IACT 1-2 Tabnerku (550-1100 mr) asa
pasa B fieHb (yrpom M Bevepom). HauanbHas cyTotdHad 1033, coctapnsomas 123 TabneTku
(825-1650 Mr), pekoMeHIyeTcsl MAUMEHTaM ¢C BBHIPAKEHHOH HOYHOM GOMBIO W/MIK BbIPAKECHHOH
yTpeHHeH CKOBAHHOCTBIO, NIALMEHTaM, MEPEBOAMMbIM Ha JICHEHHE HAINPOKCEHOM C BBICOKHX 103
JPYrMX HECTEPOMIHBIX MPOTHBOBOCHATMTENHBIX MPENapaTos (HIIBII), ¥ mnagueHTaM, Yy
KOTOpbIX 00Jb SBJIAETCS BEAYLIMM CHMITOMOM. OG6BIYHO CYTOYHas [03a COCTaBiseT l—

2 tabnetku (550—1100 mr), npuHUMaeMbI€ B 1Ba NpHEMa.
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VTpeHHss U BedepHss 103kl MOTYT ObITh HeoaMHaKoBbIMH. C cornacus nevaiiero Bpada Bel
MOXKETE W3MEHSTH MX B 3aBUCHMOCTH OT MpeoO/afilaHisi CUMIITOMOB, T. €. HOYHOH 6oy u/uiu
YTpEHHENH CKOBAHHOCTH.
JInsl CHYOKEHMsSI PUCKA Pa3BUTUS HEXENATENIbHBIX PEaKLMid CO CTOPOHBI JKEJTY104HO-KUILIEYHOrO
tpakta (OKKT) cnexyer NpUMEHATh MHHMMAbHYIO OS(QQEeKTHBHYIO 103y MHHHUMAJILHO
BO3MOJKHBIM KOPOTKHM KYPCOM.
Eciu y naiuenTa co3acTes BriedaTienue, Yto 5dpQexT nperapara oueHb CHIIbHbIA 1M ClalbIH,
eMy Clie[lyeT CooOMTE 00 ITOM JleyalleMy Bpauy Wik pabOTHHKY aNTeKH.

€T’
Jemu om 16 nem u cmapue
PesxiM 103MpOBaHHsl aHATIOTHYEH PEXUMY J03MPOBAHHUS LIS B3POCIIBIX.
Jlemu 0o 16 nem
Ipenapat Hanresun ¢popre mpoTHBOMOKA3aH IS IPUMEHEHHA y IeTeH 110 16 ner.

Crioco6 npuMeHEHUs

BHyTpb.
4.3. IIporuBonoka3anus

e T'MmepuyBCTBUTENBHOCTh K HANPOKCEHy W (WIH) K moGOMy H3 BCIIOMOIaTebHBIX
BEILIECTB, MIEPEYUCIICHHBIX B pasziene 6.1.

e [lojHOE WM HEMOJIHOE covyeTaHne OPOHXHAIBHOM aCTMbI, PELIMAMBUDPYIOLIETO IOIHII03A
HOCA WJIH OKOJIOHOCOBBIX Ma3yX M HENEepPeHOCHMMOCTH aLETUJICATUUMIOBOH KHUCIOThL 1
apyrux HIIBII (B TOM 4KClie B aHAMHE3E).

e [Ilepuos mocie NpOBEAEHUSA aQ0PTOKOPOHAPHOTO LIyHTUPOBAHHA.

e DpO3MBHO-A3BEHHbIC M3MEHEHHs CIIM3UCTOM XKETy/IKa WiH JIBEHALIATHIIEPCTHON KHUIUKH,
AKTUBHOE JKEJTyJOYHO-KUIIEYHOE KPOBOTEYCHHUE.

e BocnanurenbHple 3a00NeBaHMA KHMIIEYHMKA (HecHelM(UYECKUi s3BEHHBIH KOJIMT,
6onesnp Kpona) B (haze 060CcTpeHHUs .

e [eMoQuIus U APyrUe HapyLIEHHs CBEPTHIBAEMOCTH KPOBH.

e IlepeGpoBacKynspHOE KPOBOTEYEHHE HIIM HHBIE KPOBOTCHCHHA.

e JleKOMIEHCUPOBaHHAas cepaevHas HeIOCTaTOUHOCTD.

e BripaxeHHas Me4eHO4Has HEOCTATOYHOCTh HJIM aKTUBHOC 3ab0JieBaHKE NIEYECHH.

e BruipaxkeHHas To4e4Has HEJOCTaTOYHOCTH (xmupenc  kpeatunuHa (KK) menee
30 MJI/MHH), NpOrpeccupyoLIie 3a601€BaHus MOYEK, MOATBEPKACHHAS THIICPKATHEMHL.

e BepeMeHHOCTh, IEPHOJI IPYTHOTO BCKapM/IHBAHUA (cm. pasnen 4.6.).

e JleTH ¥ MOAPOCTKHM B BO3pacTe 710 16 net.
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4.4. Ocobble yKa3aHusi H MepPbl PeJOCTOPOXKHOCTH NPH MPHMEHEHHH

C 0CTOPOKHOCTBIO

Uwemunueckas Gose3Hb cepaua, uepeGpoBacKyspHble 3abonieBaHus, 3acTOMHas cepaeyHas
HEJOCTATOYHOCT,  AMCJAMIMAEMHs/TUNIEpINNMAEMHs, — caxapHblii  auaber,  3aboneBaHus
nepudepuyeckux apTepuil, Kypenue, Hapymenue Oymkuuu mnodexk (KK 3060 wmn/mMuH),
AHAMHECTHYECKHE JaHHble O pa3BUTHM a3eHHOro nopaxenus JKKT, nanuune uHpeKuuu
Helicobacter pylori, npuMeHeHHe y TNALMEHTOB TOXWIOTO BO3pacTa, CHCTEMHas KpacHas
BOJMAHKA WM CMellaHHble 3ab0jeBaHHsl COeAMHMTENbHOW TKaHM (cuapom Illapma),
mutenbHoe npumenenre HIIBIL, yacToe ynorpeGiieHne ajKoross, TAXKE/bIE COMATHICCKUE
3a60/IeBaHMs, COMYTCTBYIOIAs Tepamus CEAyIOWMMH IpenapaTamMu: aHTHKOAryJAHTbI
(nanpumep,  BapdapuH), aHTHarperantbl  (HampuMep, — AUETWIICATULMIOBAai  KMCJIOTa,
KJIOMHUIOTPeN), MepopajbHble TTIOKOKOPTUKOMABI (Hanpumep, TpPEeHU30NIOH), CENIEKTUBHBIC
MHTHOMTOPHl  OOpaTHOrO 3aXBaTa CEPOTOHHWHA (HAmpUMep, LMTalomNpam, ¢ryoKCeTHH,
MapOKCETHH, CEPTPAIIHH).

He crneyeT NpeBbIIATh J03bl, YKa3aHHble B MHCTPYKUMH. JINA CHWXKEHWsS PHCKa pasBUTHA
HexenarenbHbIX peakumit co cropoHsl JKKT cienyer ucmonb30BaTe  MHHMMAJIBHYIO
3¢ PeKTUBHYIO 103y MMHUMAJILHO BO3MOXHBIM KOPOTKAM KypCOM.

Ecsu 60Jib ¥ JIMXOPaJIKa COXPAHSIOTCS WM CTAHOBSTCS CHIIBHEE, MALUCHTY CICayeT oOpaTuThbCs
K Bpauy.

[MauweHtaM ¢ OGPOHXHAIBHONW ACTMOM, C HAapyLICHHSMH CBEPTBIBAEMOCTH KpOBH, a TaKkKe
MAlHEHTaM C THIIEPYyBCTBHTENBLHOCTBIO K JIPYTUM aHAJIbIeTHKaM Mepej MpHeMoM Mperiaparta
Hanre3un ¢opte cieyeT NPOKOHCYIbTUPOBATECA C BPAuOM.

C OCTOPOXKHOCTBIO CIIElyeT Ha3HayaTh MalMEHTaM C 3a00/IeBaHUAMM [IEYE€HH M T0YEYHOH
HEJOCTATOYHOCTBIO. Y MALMEHTOB ¢  MOYEYHOH  HEJ0CTAaTOYHOCTBIO HE00X0AMMO
kouTponuposats KK. [Tpu KK menee 30 MJI/MHH TIPMMEHSATH HAMPOKCEH NPOTHBOMOKa3aHo. I1pu
XPOHHYECKOM aIKOTOIBHOM M JpYruX (opmax UMppo3a NMeYeHH KOHUCHTpaLMi HECBSI3aHHOIO
HAMPOKCEHa TMOBbIMIAETCS, MOITOMY TAKMM TallMeHTaM PEKOMEHIyIOTCA GoJjiee HU3KHE 03Bl
IMocie ABYX Helenb TPUMEHEHHs Mperapata HeoOXOJUM KOHTpOIb nokasaresieii QyHKUMH
NeYEHH.

lpenapar ~ Hanresus  ¢opre  He  cileayeT — NpPHHMMATL  BMECTE € JOpYrMMH
[POTHBOBOCTIAIUTE LHBIMU M GONEYTONSIOMMMH NPEnapaTamMu, 3a HCKIIOHCHHEM Ha3HaYeHHUH
Bpava.

ITaleHTaM MOKUJIOrO BO3PACTA TAKXKE PEKOMEHYIOTCs 00siee HU3KHE [I03BI.

Cnenyer wu3leraTb IpHeMa HANpOKCEHa B  TCHCHHC 48 yacoB /10 XHUPYpPruyecKoro

pMelaTenbeTBa. [IpH HeOOXOMUMOCTH onpejiesienns 17-KOpTHKOCTEPOM/I0B Npenapar CIeAyet
4
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OTMEHMTH 3a 48 YacoB 10 MCCIeJOBaHUS. AHAJOMMYHO HAMPOKCEH MOXET OKa3blBaTh BIIMSHHE
Ha onpe/el/ieHHe S-THAPOKCHHH/I0IYKCYCHOH KHCIIOThI B MOYe.

[IpuMeHeHHe HAaNPOKCEeHa, KaK U APYrHX Mpenaparos, GIOKHUPYIOLIMX CHHTE3 MPOCTarJiaHMHOB,
MOXeT BJMATH Ha (DEpPTUILHOCTB, NMO3TOMY HE PEKOMEHIyeTCs JKEHUINHAM, TLIaHUPYIOLIHM
6epeMEeHHOCTb.

BcecnoMorarte/ibHbl€ BELIECTBA

Hampuii

Kaxnas Tabnetka npenapara Hanresun ¢oprte conepxKuT npubau3uTenbHO 50 Mr HaTpus. ITO
HeOoGXOIMMO YIHTHIBATH IPH OrPAHHYEHUM MOTPEOIICHHS COMH.

4.5. B3ammojeiicTBHe ¢ JPYTHMH JIeKADCTBEHHBLIMH MpenapaTaMd H JApyrue BH/BI
B3aHMMOJEHCTBHS

[Ipy NleYeHUM aHTUKOAryJSIHTaMHU ClIelyeT UMETh B BHILY, HTO HAlpOKCCH MOXET yBEINYHMBATh
BpeMs KpoBoTeueHus. He creqyeT MpUMEHSTH Npenapat Hanresun ¢opre OJHOBPEMEHHO C
aneTHIcanMuuIoBoii kucaotoi, Apyrumu HIIBIL, Braouas CeNeKTHBHbIC unruburopst L1OI'-2
(Bo3pacTaHMe ~pHUCKA pPa3BUTMs  [OOOUHBIX sdpdekros). [0 JaHHBIM  KIMHHYECKOH
(papMaKoMHAMUKH OJIHOBPEMEHHOE MPUMEHEHHE HAIpPOKCEHA 1 aLeTUIICAJIULMIIOBOH KUCIIOTbI
Gollee OMHONO [HSA MOXKET HHrHOMPOBATH IEHCTBHE HU3KOH 1103bI aleTUIICATTMLMIIOBOM KHUCIIOThI
Ha AKTHBHOCTH TPOMOOIMTOB; HHIHOMPOBAHHE MOXKET COXPAHATBCA B TEHCHHE HECKOJIbKUX JHEN
[ocie MpeKpalleHus Tepanu HanpoKCEHOM. KMHMYECKOe 3HAYeHHE ITOrO B3aMMOEHCTBUA
HEU3BECTHO.

[MaupeHTsl, OJAHOBPEMEHHO MOMyHaloWMe THIAHTOMHBI, AHTHKOAryJSAHTRI WK JIpyrue
NeKapCTBEHHbIE Tpenaparbl, CBA3BIBAIOLIMECA B 3HAYMTENBHOM cTeneHH ¢ OejKaMH T1a3Mbl
KPOBH, IOJDKHBI CJIEIMTh 32 NPU3HAKAMH MOTCHLMPOBAHHA [eWCTBHA WITH TIEPE03UPOBKOH ITUX
npenaparoB.

Ipenapar Hanresun ¢opTe MOXKET CHUXATH AHTMTMIEPTEH3UBHOE JEHCTBHE MPONpaHOIoa U
apyrux Gerta-aapeHOOIOKaTOPOB, a TaKKe MOXKET YBEJIMYUBATh PUCK Pa3BUTHS MO4EYHOMH
HEIOCTATOYHOCTH, CBSA3aHHOM C NPUMEHEHUEM MHFMOUTOPOB AHTMOTEH3WHIPEBPALIAIOLICTO
depmenta (AIID).

HIIBIT MoryT yMeHbLIaTb MOYETOHHOC neiictBue auypetvkoB. Iloj jieHCTBHEM HANpOKCEHA
WHIHGUpPYETCs HaTPHiTypeTHYeCKOoe ICHCTBHE dypocemuaa. [IuypeTHKH MOTYT TOBBILIATE PHCK
nedpotokcnyHoctu HIIBIL

VHruGupoBaHye MOYEYHOro KIMPEHCa JINTAs MPUBOJUT K YBEIMYEHHIO KOHLEHTPaLUK JIMTHA B
naasmMe KpoBH.

[Ipuem npobeHelH1a yBeIM4MBAET KOHUCHTPALMIO HaNMpOKCEeHa B IJ1a3Me KPOBH.

I_II/IKJIOCﬂOpI/IH YBEJIM4UBACT PHUCK pa3BUTHA Mo4Ye4YyHOH HEeJOCTATOYHOCTH.
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HanpoKceH 3aMe/isieT SKCKpELHo MeToTpeKcaTa, (heHUTOMHa, CybpaHIIaMH/IOB, yBEINHBAs
TEM CaMbIM PHCK Pa3BHTHs HX TOKCHYECKOTO JCHCTBUA.

AHTAaUUAHBIE TNPENapaThl, COJEpXKallie MarHud W aIIOMHHHH, yMEHBLIAIOT abcopOuuio
HalpoKCceHa.

MHUEIOTOKCHYECKHE JIEKAPCTBEHHbIE CPEACTBA YCHIMBAIOT MpPOSABJICHUS TEMAaTOKCHUYHOCTH
npenapara.

[To JaHHBIM MCCIEOBAHMI in Vitro OJHOBPEMEHHOE NMPUMEHEHHE HANPOKCeHa W 3MJ10BYIHMHA
yBeJIMYUBACT KOHLIEHTPALIMIO 3W/I0BY/IMHA B I]1a3ME KPOBH.

O/HOBPEMEHHOE [IPUMEHEHHE KOPTUKOCTEPOH/IOB MOXKET YBE/INIHBATL PHCK 00Opa3oBaHHUs A3BBI
nau kposotedeHus KKT.

HIIBII MoryT ycuaMBaTh A€HCTBHE aHTHKOATYJIAHTOB, TAKHX KakK BapdapuH.

OJHOBpEMEHHOE MPUMEHEHHE HANpOKCEHa AHTUTPOMOOLIMTAPHBIX MPENapaToB, CEIEKTHBHBIX
MHIHOUTOPOB OOPaTHOrO 3axBaTa CEPOTOHMHA TMOBBIIACT PHUCK  pasBUTHA KEITy/I04HO-
KHIIEYHOTO KPOBOTEYEHHUSI.

He pekomeH[yeTCs OJHOBPEMEHHBIH MPUEM HIIBII B Teuenue 8-12 nHel mocie NpUMEHCHMs
MUenpUCTOHA.

Opnnoepemennoe npumenenre HIIBIT 1 TakposMmyca MOBBILIACT PUCK He(POTOKCHUYHOCTH.

4.6. ®epTHILHOCTD, 0€PEMEHHOCTDb H JaKTALHA

Ipenapar Hanresun ¢opre NpOTHBOMNOKA3aH IpH GepeMeHHOCTH M B MEPHOJ TPYyAHOTO
BCKapMJIMBaHMS.

He cnenyet npumensts HIIBIT xxenmunam ¢ 20-ii HefleM GEpEeMEHHOCTH B CBSI3U C BO3MOXHBIM
PHCKOM pPa3BUTHs MANOBOJMS W/MIM MaTOJIOTHH TOHEK Yy HOBOPOX/JCHHBIX (HEOHaTaJbHas
noueyHas AUCHYHKLMA).

4/7. BiusiHde HA CHOCOGHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEACTBAMH H paboraTh ¢
MeXaHH3MaMH

HampokceH 3aMeUIseT CKOPOCTb peakuud y TNalueHTOB. D10 CleAyeT Y4YMThIBaTh MpHU
yNpaBjieHU TPAHCTIOPTHBIMM CPEICTBAMH, MEXaHU3MaMH U BBIMOJHEHUH 33/1ay, TpeOyroLunx
MOBBILIEHHOIO BHUMaHHS.

4.8. HexxenatebHbIE peaKIMH

Pesrome mpoduis 6e30macHOCTH

Haubosiee uyacTo HaOMIOAANMCh HEXeJaTesbHbe PEeaKUUd CO CTOPOHBI XKKT. Bo3MoxHO
pa3sBMTHE TMENTHYECKOH A3BbI, Nepdopalu HiH JKEJTyI04HO-KHIIEYHOTO KPOBOTEUEHHS, HHOT/IA
CO CMEpTENBHBIM HCXOJIOM, 0COGEHHO y MALIMEHTOB MOXKUIIOro BO3pacTa (cMm. pasnen 4.4.).

Pe3toMe HexenaTeabHbIX PeaKlyi
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YacToTa BCTPEYAEMOCTH OINpEeNieHa CIeAyIouM 00pasoM: OYEHb 4acTo (= 1/10), wyacro
(ot > 1/100 po < 1/10), nHewacto (ot = 1/1000 mo < 1/100), penxo (oT = 1/10000 no < 1/1000),
oyeHb peako (< 1/10000), HeusBecTHO (MCXOAis W3 MMEIOWIMXCA AAHHBIX  HacTOTY
BO3HHUKHOBEHHMsI OIpENeUTh HEBO3MOXHO). B mpemenax Kaxaod rpynrsl  HacTOTHI
BCTPEYaeMOCTH HEXeJlaTebHbIe PEAKLUMH YKasaHbl B TOPSAAKE YMEHBLICHUS CEPhESHOCTH.
HesxenatenpHble peaKiM CrpyNIUAPOBAaHBI B COOTBETCTBUM C MOPSAKOM Ha OCHOBAaHWH
cucteMHo-opranHbix kiaaccos (COK).

Hapyuienusi co cmopombi Kpo6u 1 TumM@pamueckot CucmemoL.

HEYACTO — 03UHOMHIINSA, TPAHYIOLMTONEHHS, JICHKOTIEHHUS, TPOMOOLIUTOTIEHHSL.

Hapywenusi co CmopoHbl HEPEHOU CUCEMbL.

4acTO — rOJIOBHAS 00JIb, BEPTHIO, FOJIOBOKPYKEHHE, COHIIMBOCTE;

HEYacTo — JEMpeccHsi, HapylleHHE CHa, HEBO3MOXHOCTb KOHLEHTPHPOBATHCA, GeccoHHHULA,
HEJIOMOTaHHE.

Hapywenusi co cmopoHbl 0p2ana 3peHus:

4acTO — HapyLUEHHEe 3PCHHUS.

Hapywenusi co cmopoHel Op2ana ciyxa u nadbupunma:

4acTO — LIYM B ylIaX, HapylICHHE CIIyXa;

HEYacTo — CHIKEHHUE ClIyXa.

Hapywenusi co cmopoHblL cepoya:

4acTO — OTEYHOCTh, OLIYLIEHHE CepALEOHeH s,

HEeuacTo — 3aCTOMHAs cep/euHas HeIoCTaTOYHOCTb.

Hapywenus co cmoponbl ObIXamebHOi CUCTEMbI, OP2AHO8 2PYOHOT KNeMKU U CPeO0CMEHUA.
4acTO — OJBIIIKA;

He4yacTo — 503MHO(UIbHAS THEBMOHUA.

JKeny0ouHo-KuueuHvle HapyueHus.:

yacTo — 3arop, 60J1b B )KUBOTE, IUCTICTICHS, TOIIHOTA, AMapes, CTOMATHT, METEOPU3M,

HEYaCTO — JKEJIYJA04YHO-KUIIEYHOe KPOBOTEUCHUE w/unu nepdopauus Keyjka, KpoBaas pBoTa,
MeJieHa, pBOTa;

OYeHb PEJIKO — PELMIMB WK 0060CTpEHHE A3BEHHOr0 KOJIMTA MK 6one3nu Kpona;

HEU3BECTHO — FACTPHT.

Hapywienus co cmopoHbl ne4ernu u JHCeNIUeBbIB00SUUX NYyMET:

HEYaCTO — MOBBILIEHUE ChIBOPOTOUHOM aKTHBHOCTH «TIE€YCHOHBIX) (depMEeHTOB, JKENTyXa.
Hapywenus co CmopoHbl KOJXCU U NOOKOJICHBIX MKAHEU.

4aCTO — KOXKHBIHN 3y/1, KOXHas Chilb, SKXMMO3BL, IypIiypa,

He4yacTo — aJIoneums, Q)OTOIlepMaTOBBI;
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OueHb peaKo — OyJule3Hsle peakUuH, BKIIOYas CHHIPOM CTuBeHca-J/[)KOHCOHa U TOKCHYECKHUH
SMHUAECPMaIbHBIA HEKPOJIM3.

Hapywienusi co CmopoHbl MblueYHOU, CKeemHOU U COeOUHUMENbHOU MKAHU.!

HEYaCTO — MHAJITHA U MbILIEYHas cnaboCThb.

Hapywienusi co cmoponvl ROYeK U MOYEEbIB00UUX ymetl.

HEYacTo — TJIOMEpYIOHE(PUT, TFeMaTypus, HHTEPCTHLMANbHBIH HepuT, HEPPOTHYECKHI
CHHJIPOM, T0Y€eYHasi He0CTATOYHOCTb, OYCHHbIH nanuuisspHbIA HEKPO3.

O6uyue napywenus u peakyuu 6 Mecme 66e0eHUs.:

YacTo — JKa)k[1a, MOBBILIEHHOE NIOTOOT/AEIICHHUE,

HeYacTo — peaklMH TMIEepYyBCTBUTEJBHOCTH, HApYIICHHWs MEHCTPYalbHOro  LHIIIa,
runepTepmust (03HOO M JIMXOPaJKa).

Ipu Ttepanuu HIIBIT coobianock © TOSBJICHHH OTEKOB M CUMITOMOB CEpJAEYHOM
HEJ0CTaTOYHOCTH, MOBBILIEHUH apTepUaIbHOTO IaBJICHHUA.

K/IMHHYecKHE MCCEOBAHUs M ATHAEMUOIOTMYECKHE AaHHbIC CBHICTE/ILCTBYIOT O TOM, HTO
npumenenue HekoTopbix HITBII (0coOEHHO BBICOKHX /103 U IPH JUTUTENILHOM Tepanuu) MOXeT
GBLITh CBA3aHO C HEOONBLIMM YBEJIWYECHHEM DMCKA BO3HMKHOBEHWs apTepUabHbLIX TpoMO030B
(nanpumMep, UHGAPKT MHUOKap/Ja UK HHCYJIBT).

HexxenareabHbIE 3ddeKTb,  NPUYUHHO-CICACTBEHHAS CBA3L KOTOpPBLIX C MPUMEHCHUEM

HaIlpOKCEHAa HE YCTAHOBJIEHA

Hapywenus co CMOpOHbL KpOSU U JuMgpamuyeckoil  cucmembpl: aruIacTH4eCKas aHEMHs,
reMOJIMTHYECKAasi aHEMHS.

Hapywenus. co  CMOpOHbL  HEpBHOl  CUCTEMbL! aCeNnTUYECKUH MEHUHTUT, KOTHUTHUBHAS
JucyHKLMS.

Hapyuwienus co cmopoHel KOJCU U NOOKONCHBLIX mKaHel. MyIbTHU(GOpPMHAs SpUTEMA, peaKLUH
(OTOUYBCTBUTEIBHOCTH, N1000HBIE n03/1He KOKHOM nopdupuu ¥ OyJie3HOMY SMUACPMOIIH3Y,
KparnuBHULA.

Hapywenus co CHOPOHbI COCY008: BACKYIIUT.

Obwue HapyweHus u peakyuu 6 mecme g6edeHUs; AHTMOHEBPOTHYECKUI OTEK, TMIIEPIrIIMKEMHUA,
TUIIOTJIMKEMMUSL.

EC/IM MALMEHT 3aMEeTUT TO0J00HbBIe Peakiiy, eMy ClielyeT NPeKpaTUTL MpUEM npenapara 4 1o
BO3MOYXKHOCTH 00paTUTHCS Bpady.

Co00l1EHUS O TTOJ03PEBAEMBIX HEKEJATEJbHBIX PEAKIUAX

BaxxHo COO6LLIaTL 0 TMOJ03pEBAEMBIX HEXeJIAaTEJIbHBIX  peaKUUaX rocjie  perucTpaumu
JIeKapCTBEHHOTI'O npemnapara ¢ LEJIbIO obecrneyeHus1 HEMPEPbIBHOTO MOHHUTOpPHHI'A COOTHOILUECHUA

«I10J1Ib3a — PHCK» JIEKapCTBEHHOI'O npenapara. MeauIUHCKUM pa60THl/lKaM PEKOMEHAYCTCA
8
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coobmmate 0 JOOBIX MOJA03PEBAEMBIX HEXKEIAaTeNbHBIX PEaKUMAX JIEKapCTBEHHOro Ipenapara
yepe3 HAaLMOHAJBHBIE CHCTEMbl COOOLIEHHS O HEXeJIaTeIbHBIX PeaKlMAX rocynapcTs — 4ICHOB
EBpa3uiickoro 5KOHOMHYECKOro COr3a.

Poccuiickas @edepayus

109012, r. Mocksa, CnassiHckas ., . 4, cp. 1

denepanbHas cinyxba 1o Haf3opy B cepe 30paBOOXpaHEHHU

Ten.: +7 (800) 550 99 03

Ajpec 211, moutsl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnybnuka benapyce

220037, r. Munck, ToBapuieckuii mep., 1. 2a

PecryOnukaHckoe — yHWTapHOe —mnpeanpustde  «LIeHTp  3KemepTus M UCIIBITAHUH B
3/IpaBOOXPAHEHU )

Ten.: +375 (17) 242 00 29

Anpec o1. noutsl: repl@rceth.by

Be6-caitt: www.rceth.by

Pecnyonuxa Kaszaxcman

010000, paiion BaiikoHslp, r. AcTana, yi. A. IMaHOBa, 1. 13, BL[ «Hypcayner 2»

PI'TI na [IXB «HauuoHanpHbIH LEHTP SKCHEPTH3Hl JIEKAPCTBEHHBIX CPEACTB M MEAMIHHCKUX
wgenuity KomuTeTa MeIMUMHCKOrO M (apMaueBTH4ECKOro KOHTPOJIA MunucrepcTBa
3npaBooxpaneHus Pecry6nnku Kasaxcran

Ten.:+ 77172235135

Anpec o1 noutsi: farm@dari.kz

Be6-caiit: www.ndda.kz

Pecnybnuka Apmenust

0051, r. EpeBan, np. Komuraca, 1. 49/5

«Hay4HBIii LEHTpP 3KCIEpTU3bl JIEKApCTB W MCAMLMHCKHX TEXHOJIOTMH HMEHM aKaJleMHKa
3. abpuensanay

Ten.: +374 60 83 00 73

Anpec 5. outsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Be6-caiiT: http://www.pharm.am

Kwvipewisckasn Pecnyoauka

720044, Uyiickas o61acTs, r. buiukek, yi. 3-s Jlunus, 1. 25

JlenapTaMeHT JIEKAPCTBEHHBIX CPEACTB ¥ METMLIMHCKUX U3Ienui

Ten.: + 996 (312) 21 92 86
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Anpec o1, noutsl: dlsmi@pharm.kg

Be6-caiit: www.pharm kg

4.9. Ilepeno3npoBKa

CHMOTOMBI

3uaunTenbHAas MEPEfO3MPOBKA HAMPOKCEHa MOXET —XapaKTepu3oBaTbCsi — COHIMBOCTDLIO,
JMCTIENTHYECKUMH PAacCTPOMCTBAMU (M3KOra, TOLIHOTA, pBOTa, GONb B JKHUBOTE), CJAbOCTBIO,
LYMOM B YIIAX, Pa3sApaXWTEIbHOCTBIO, B TKENBIX ClyqasX BO3MOXHEI KpOBaBad pBOTA,
MeJleHa, HapyllleHHe CO3HAHWs, CyI0pPOrH U MO4eYHas HEOCTATOHHOCTD.

Jleuenue

[NauueHTy, NPHUHSBIIEMY CIy4alHO HIIM MPEIHAMEPEHHO 60JIbIIOE KOJIMYECTBO TMpernapara
Hanresun ¢opre, HEOOXOAMMO MPOMBITH JKEJTYIOK, NPUHATH AKTMBMPOBAHHBIM Yrojib W
TIPOBECTH CHMIITOMATHYECKYIO TEParuio: aHTalK/BI, 6rokaTopbl Hz-peLienTopos, UHIHOUTOPDI

NPOTOHHO#M MomIbl. [eMouanus HeapHEeKTHBEH.

5. ®APMAKOJOTHYECKHE CBOMCTBA
5.1. ®apMaKoIHHAMHYECKHE CBOHCTBA
dapMaKoTeparneBTHIeCKas —Tpynma: MNPOTHBOBOCMANUTENLHLIC 1 NPOTMBOPEBMATHYECKHE
Mpenaparbl; HECTEpPOHMHbIE MPOTHBOBOCHAIUTE/ILHEIC H NPOTHBOPEBMATUYECKHE Mpenaparhl,
MPOU3BO/IHBIE MPOMMOHOBOM KHCIIOTBI
Kon ATX: MOTAE02

MexaHu3M IeHCTBUS U dapMaKOJUHAMHUYECKHE > deKThI

[penapar Hanresun ¢opre npeacTaBiseT coboii HampokceH, oGnanaeT 00e300/MBaIOLIMM,
KAPOTOHWKAIOIMM M TPOTHBOBOCHAIUTEILHBIM neiicTBUeM. MexaHu3M JEHCTBUs CBA3aH C
HeceJIeKTUBHBIM HHTHOMPOBAHUEM aKTHBHOCTH uuknookcurenassi-1 (LIOT'-1) u LLOI'-2.
Ipenapar Hanresun ¢opre XOpouio pacTBOPAETCA, Geictpo  BecachiBaerca u3 JKKT w
oGecreunBaeT ObICTPOE HACTYIUIEHHE 00€360/IMBaIOLIETO s dexTa.

5.2. PapMaKOKHHETHYECKHE CBOHCTBA

A0OcopbuMs ¥ pacnopeieneHue

BLICTPO W TMOJHOCTBIO BCAChIBACTCH M3 JKT. BuogoctynHocts — 95 % (mpueM muiM
MPaKTMYECKH He BIUAET HM Ha MOJIHOTY, HM Ha CKOPOCTH BcachiBaHMs). Bpems H0OCTHXXEHHA
makcnmapHoit koHueHTpatud (TCmax) — 1-2 4aca. CBa3b € Genkamu IUIa3Mbl KpoBH > 99 %.
IMepuon nonyssiBenenus (T72) — 12—15 4vacos.

BuoTpancdopmalus ¥ JIMMHAHALUA

MeTaGonu3M MPOMCXOAMT B IEHYEHH [0 JMMETHIHANPOKCEHa C y4acTHeM n3odepmenTa

CYP2C9. Kmupenc — 0,13 su/mun/kr. Bpioaurtes Ha 98 % noukamu, 10 % BbIBOAMTCS B
10
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HeW3MeHEeHHOM Buje, ¢ Kemdbio — 0,5-2,5 %. PaBHOBecHas KOHLEHTpalus B IUla3Me KpOBH
onpezessieTcs noce npuema 4-5 103 npenapara (2-3 ouq).

Ipu MoyeyHOM HEAOCTATOYHOCTH BO3MOXHA KYMY JISLHA MeTabOoJIUTOB.

6. ®PAPMAIEBTUYECKHE CBOIMCTBA
6.1. IlepevyeHn BCioMoraTeJbHbIX BelECTB
Aapo
[ToBuaoH K30
Lle/utr07103a MUKPOKpPUCTAITHYECKAs
Tanbk
Marnus creapar
Bopna ouniienHas

O00J104Ka TUIEHOYHAs

Omnazmpait  02F205004: runpomenosa, TATaHa JAHOKCHA (E171), MakporoJj, KpacHTe/b
unaurokapmut (E132).

6.2. HecoBMecTHMOCTD

HenpumeHUMO.

6.3. Cpok rogHocTH (CpoK XpaHeHHs)

5 ner.

6.4. Oco6ble MepbI NPEI0CTOPOXKHOCTH IPH XPAHCHHH

XpaHuTh MPU TEMIEpaType HE BBILIC 25°C, B OpUrHHaJBHON ymakoBke (GnucTep B mauke
KapTOHHOM).

6.5. XapakTep H coep:KaHHe NepBHYHOMN yNIAKOBKH

[lo 10 taGneTok B Gnuctepe u3 [IBX/amoMuHueBO# GONbry.

[To 1, 2 unu 6 G1MCTEPOB B Na4Ke KapTOHHOM BMECTE C JIMCTKOM-BKJIA/IbILIEM.

He Bce pa3Mepbl yIakOBOK MOTYT ObITh IOCTYIHBI UL peain3alii.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH NpH  YHHUITOKEHHH HCNOJIb30BAHHOI0
JeKAPCTBEHHOr0  Npemapara HJH  OTXO10B, NOJy4eHHBIX TMoCjae TNPHMEHEHHs
JIeKAPCTBEHHOrO Mpenapara, i Apyrue MaHUIyJIsIIHH € npenapaTom

HeT ocobObix TpeOOBaHMI K YTHIM3ALIUH.

7. JEPXATEJIb PEITMICTPAIIMOHHOI'O YAOCTOBEPEHUS
CroBeHHUs
AO «KPKA, n.1., HoBo mecTo», llImMapbenika necta 6, 8501 HoBo mecTo

Ten.: +386 7331 21 11
11
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®dakc: +386 7 332 15 37
Anpec an. outsl: info@krka.biz
7.1. IlpeacTaBuTe b AepXKATE/ sl PErHCTPALHOHHOrO Y10CTOBEPEHHs

[IpeTensuu noTpebuTeel HanpaBIATh 10 aPecy:

Poccuiickas Pedepayus

000 «KPKA-PYC»

143500, MockoBckas 061, r. Mctpa, yi. Mockoscekas, 4. 50

Ten.: +7 (495) 994-70-70

dakc: +7 (495) 994-70-78

Anpec . noutsl: krka-rus@krka.biz

Be6-caitT: www.krka.biz

Pecnybnuxa benapyce

[peacTaBUTENLCTBO AKLMOHEPHOTO 0OILECTBA «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecny6nuka Cnosenus) B PecnyGmuke benapych

220114, r. Musck, yn. @unumoHoBa, a. 25T, opuc 315

Ten.: 8 740 740 9230

dakc: 8 740 740 9230

Anpec a1, moutsl: info.by@krka.biz

Be6-caiit: www .krka.by

Pecnybnuxa Kazaxcman

TOO «KPKA Ka3zaxcran»

050059, r. Anmarsl, ip. Anb-@apabu, 1. 19, oduc 207

Ten.: +7(727) 311 08 09

dakc: +7(727) 311 08 12

Anpec 1. noutst: info.kz@krka.biz

Be6-caiit: www.krka.biz

Pecnybnuka Apmenusi

IpencrasutensctBo «Kpka, a.4., HoBo mecTo» B PecniyOnuke ApMeHHs

0001, r. Epesan, yn. HanGanpsiu, 1. 106/1 («CASAT-HOBA» BU3HEC-LIEHTP), oduc 103
Ten.: +374 11 560011

Anpec 1. outst: info.am@krka.biz

Be6-caiiT: www.krka.biz

Kwvipevisckasn Pecnyonuxka

IMpencrapurensctBo AO «KPKA, ToBapha 3npaBui, 1.1., Hogo mecto» B KbIpreiscrane

720040, Yyiickas o6nacts, r. Bulukek, 6ynbBap DpKUHAMK, 4. 71, 610K A
12
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Ten.: + 996 (312) 66 22 50
Anpec sa. moutsr: info.kg@krka.biz

Beb6-caiit: www.krka.biz

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

9. JTATA HIEPBUYHOM PETUCTPAIIMH (IIOATBEPKIEHU A PETHCTPAIIUMY,
INEPEPET'UCTPAIIUH)

Jlata nepBoi perucTpauuu:
10. JATA IEPECMOTPA TEKCTA
O6was  XapakTepUCTHKAa JieKapcTBeHHoro mnpenapara Hanresun dopte OocTynHa Ha

undopMalMoHHOM mopTane EBpasuickoro SKOHOMHYECKOro cOio3a B uH(pOpPMALIMOHHO-

KOMMYHHKALIHOHHOM ceTn «MHTepHeT» https://eec.eacunion.org.
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