OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Hanresun, 275 mr, TabieTKH, MOKPBITHIC MJICHOYHOW 000JI0YKOMA

2. KAYECTBEHHBIN M KOJJMYECTBEHHBIN COCTAB
JelicTBytolliee BENIECTBO: HAITPOKCEH.
Kaxxnas Tabnerka comeput 275 MI HalpOKCEHa HATPHSI.
BcnomoratenbHbie BellecTBa, HAIMYKUE KOTOPBIX HAJ0 YUYUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: Hatpuid (cMm. pazzaen 4.4.).

ITonnbI MEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB ITPHUBCACH B Pa3aciic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabneTku, MOKPBITHIE TNIEHOYHOH 000IOYKOH.

OBasIbHBIC ABOSKOBBITYKIIBIE TAOJIETKH, MOKPHITHIE TUIEHOYHOW 000JI0YKOM roTy00ro 1BeTa.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHECHHUIO
[Tpenapat nokasaH K NPUMEHEHHIO Y B3POCIIBIX U I€TEN B BO3pacTe oT 15 jer.

e 3aboseBaHMs ONOPHO-ABUIaTENbHOIO ammnapara (peBMaTHYeCKOe MOPaKEHUE MSITKHX
TKaHel, ocTeoapTpo3 nepupepuyeckux CyCTaBOB M MO3BOHOYHHKA, B TOM YHCIE C
PaAMKYJISPHBIM CUHAPOMOM, TEHIOBarHUT, OYPCHUT).

e boseBoil cuHIpOM ciaaboi WM YMEPEHHOH CTENEeHH BBIPAXKEHHOCTU: HEBpaJTHS,
occalrvs, MHaJIrHs, JIOMOOUIINAITHUS, MOCTTpaBMaTHUECKU OO0JIEBOW CHHAPOM
(pacTsbkeHMs M yHMIMOBI), COMPOBOXAAIOUIMICA BOCHAJCHUEM, TOJIOBHAas OO0Jb,
MUTPEHb, alIbIrOAMCMEHOopes, 3yOHas 00JIb.

e B cocraBe KOMITJIEKCHOHN Tepaniy MH(YEKIIMOHHO-BOCHIAIUTENBHBIX 3a00€BaHUH yXa,
ropJia, Hoca ¢ BBIPAKEHHBIM 0OJIEBBIM CUHIPOMOM ((papHHTUT, TOH3UIITUT, OTUT).

e JluxopanouHbIil CHHAPOM IpPHU «IIPOCTYAHBIX» U HHPEKIUOHHBIX 3a00JI€BaHUSX.
[Tpenapat Hanre3un npumeHsieTcs 1151 CHMOTOMATHYECKON Tepanuu (111 yMEHbILIEeHHUs 00y,
BOCMAJIEHUSI W CHW)KEHMS TIOBBIIIEHHOM TeMIepaTrypbl Tejla) M Ha IPOrpecCUpoBaHUE
OCHOBHOT'O 3a00JI€BaHUS HE BIIUSET.

4.2. PesxuM 103MpOBaHNs U C1IOCO0 NPUMEHEHUs!

PexxuM 1o3upoBaHus

Bspocnvie



OOBIYHO CyTOYHAS /1032, IPUMEHsIeMas 715 00erdeHust 00ym, coctapiseT 2—3 TadneTku (550—
825 mr). MakcumanbHas CyTo4dHast 103a — 3 Tabnetku (825 mr). JmuTebHOCTh IPUMEHEHHS —
He Oonee 5 HEH.

[Tpu npumenenun npenapara Hanre3un B kauecTBe >KapOMOHIIKAIOLIETO CPEJICTBA HAaUYaIbHas
J103a COCTABIISIET 2 TaOJIEeTKH, Aajiee MpuHUMaeTcs 1o 1 tadierke (275 mr) kaxpie 8 4acos.
Jlist mpeaynpekaeHusT W JICYCHHs] TPUCTYIIOB MUTPEHU HavalbHAs PEKOMEHIyeMas J03a
cocrapusieT 2 tabnerku (550 Mr), mpu HEOOXOAUMOCTH MOKHO MPHHHMATH 1Mo 1 TabieTke
(275 mr) xaxapie 8—12 yacoB. MakcuManbHas CyTouHas 103a — 3 Tabnerku (825 mr).

st obneryeHuss MEHCTpyalbHBIX OoJielt U cria3MoB, 00JIeil mociie BBEJCHHsI BHYTPUMATOYHBIX
criupaneii (BMC) u qpyrux ruHEKOJIOTHYECKUX 00JIeH peKOMEH TyeTCsl Ha3HAaYCHHE TIperapaTa
B HayaJIbHOM J03€, cocTaBisitomieid 2 tadmetku (550 mr), manee mo 1 tabnerke (275 mr)
KaXIbIe 8 4acoB.

Oco0nIe T'pYIHIIBI NAlIMCHTOB

Tayuenmor nosxcunozo eospacma (=65 nem)
[TaruenTam ctapuie 65 jer cieqyer NpUHUMATh NpenapaT 1o Mepe HeoOXOUMOCTH Kax/ble
12 gacos.
Jlig cCHMXKEHMsT pHCKa pa3BUTUS HEKEIATENIBHBIX PEaKIMM CO CTOPOHBI JKEIYyIOYHO-
kumeyHoro TpakTa (JKKT) mpenapar cienyer npuHUMaTh B MUHUMalIbHOM 3 QEeKTUBHOI 103€
MHUHUMAaJIbHO BO3MOKHBIM KOPOTKHM KYPCOM.
Ecnn y manumeHTa cosjactcsl BHeuyaTsieHHWE, 4To 3(@eKT mpenapara OuyeHb CUIIbHBIA MWK
cinalblif, eMy ciaeayeT coOOUIUTh 00 3TOM JieHalleMy Bpady WM pabOTHUKY alTeKH.

€TH
Jlemu om 15 nem u cmapuwe
Pexum 103upoBaHus aHATIOTHYEH PEKUMY JTO3UPOBAHUS JJIs1 B3POCIIBIX.
Jlemu 0o 15 nem
[Tpenapat Hanre3un npoTuBoIokasaH /s IPUMEHEHUs y ieTelt 1o 15 ner.

Cnooco0 nmpuMeHeHus

BayTtps. Tabnetku cieayer NpUuHUMATH ¢ TOCTATOYHBIM KOJIMYECTBOM BOJIBI.
4.3. [IpoTuBoONOKaA3aHUS
e [ WMIepuyBCTBUTEILHOCTh K HAMpOKCEHY M (WIM) K JHOOOMY M3 BCIIOMOTAaTeIbHBIX
BEILIECTB, NIEPEUYHCIICHHBIX B pazzene 6.1.
o [lomHoe WM HEMONHOE COYEeTaHWe OpPOHXUATBHOW AacCTMBI, PEIUJAUBHPYIOIIETO
MOJIMII03a HOCA WJIM OKOJIOHOCOBBIX NA3yX M HEMEPEHOCHMOCTH ALETUIICATULIAIOBON
KHUCJIOTHI M JIPYTUX HECTEPOUIHBIX MPOTHUBOBOCHANUTENbHBIX NpenapaToB (HIIBII) (B

TOM YHCJIC B aHAMHE3€).



e [lepuon nocie npoBeneHNs AOPTOKOPOHAPHOTO IIYHTUPOBAHHUS.

e DpO3MBHO-S3BEHHBIE W3MEHEHMSI CIM3UCTONM KENyAKa WM JABEHAILATUIIEPCTHOM
KHILIKH, aKTUBHOE KEITYJJOYHO-KHUILIEYHOE KPOBOTEUECHHUE.

e BocnanurensHble 3a0ofieBaHUS KHUIIEYHUKA (HecTeUU(UYECKUN S3BEHHBIA KOJIUT,
6one3np Kpona) B (paze obocTpenus.

o T'emodunus u npyrue HapyueHUS CBEPTHIBAEMOCTH KPOBH U HAPYIIEHUS FeMOCTa3a.

e IlepeOpoBackysipHOE KPOBOTEUEHHE WM UHBIE KPOBOTCUCHUSI.

e JlexommneHcHpOBaHHAas cepAeyHasi HEIOCTATOYHOCTb.

e BripaxkeHHas MeYeHOYHAs! HEIOCTATOYHOCTh WJIM aKTUBHOE 3a00JIeBaHUE TTEYCHHU.

e BrpaxxeHHas modeuHas HegoctatrodHocTh (kimupeHc kpearunnHa (KK) wmenee
30 mur/mMuH), MIPOTPECCUPYIOTUE 3a00JIeBaHus TOYeK, MOITBEPIKICHHAS
THITEPKATAEMHUSL.

e bepemeHHOCTH, IEPUOA TPYAHOTO BCKapMIIMBaHHUS (CM. paznen 4.6.).
e JleTu u mOAPOCTKHU B Bo3pacte 10 15 rner.
4.4. OcoOble ykazaHMsl M1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

Nmemuueckas 6osie3Hb cepila, 1epeOpoBacKyspHble 3a00JieBaHMs, 3aCTOWHAs cepledHas
HEJOCTAaTOYHOCTh, JUCIMIMJIEMUS/TUNIEPIUNNIEMHUs, CaxapHblil 1auaber, 3aboseBaHUs
nepudepudeckux aprepuii, kypenue, Hapymenue ¢ynkmum mouek (KK 30-60 mui/mun),
aHAMHECTUYECKHE JIaHHble O pa3BUTHH sA3BeHHOro mnopaxenus JKKT, Hannunme uHexnun
Helicobacter pylori, mpuMeHneHne y HalieHTOB MOXXKIIOTO BO3pacTa, CUCTEMHAsl KpacHas
BOJYaHKA MM CMeEIIaHHble 3a00JeBaHUs COeTUHHUTENbHOM TKaHu (cunapom Illapna),
mutensHoe npumenenne HIIBII, yactoe ynorpeOieHue amkoross, TSyKelnble COMaTHYeCKUe
3a00JIeBaHuUs, COIMYTCTBYIOIIAs TEpanus CIASAYIOUUMH TNpernaparaMyi: aHTUKOATYJISTHTHI
(HampuMmep, BapdapuH), aHTHArperaHTbl (HampUMep, AUCTUJICATUIMIOBAs  KHUCIOTA,
KJIOMUAOTPEN), MepopaIbHble TITIOKOKOPTUKOUABI (HApuUMep, MPEeAHU30JI0H), CEIEKTUBHBIC
UHTHOUTOpPHl OOpAaTHOTO 3axBaTa CEPOTOHMHA (HAampHUMep, LUTalonpaM, (IyoKCEeTHH,
MApOKCETHH, CEPTPAITHH).

He cnenyer npeBblaTe 103bI, YKa3aHHBIE B MHCTPYKUUU. {151 CHMKEHMsI pHCKa pa3BUTHSA
He)XenaTeNlbHbIX peakuuit co cropoHsl JKKT criemyer ucnonp3oBaTh MHHMMAIBHYHO
3¢ (EeKTUBHYIO 103y MUHUMAJIbHO BO3MOKHBIM KOPOTKUM KYPCOM.

Ecnu OGonp M JnMXOpajgka COXpaHSIOTCS WM CTAHOBSTCA CHJIbHEE, HAllUEHTY CIedyeT

00paTUTHCS K Bpauy.



[TariuenTam ¢ OpOHXHMAILHOW aCTMOM, C HAPYIICHUSMH CBEPTHIBAEMOCTH KPOBH, a TaKXKe
HAlUEHTaM C TUIIEPUyBCTBUTEIBHOCTBIO K IPYTUM aHAJIbIE€TUKaM IEpe] IPUEMOM IIpernapara
HanresuH cnenyer mpoKOHCYJIBTUPOBATHCSA C BPAYOM.

C 0CTOpPOKHOCTBIO ClIeAyeT Ha3HayaTh NAllMEHTaM ¢ 3a00JI€BAHUSAMHU MEYEHHM U IOYEYHOU
HEIOCTaTOYHOCThIO. Y  MAalMEHTOB C IIOYE€YHOH HEJOCTaTOYHOCTBIO  HEOOXOIUMO
koHTponupoBath KK. IIpu KK menee 30 Mi/MUH pUMEHSATh HAIIPOKCEH MPOTHBOMOKA3aHO.
[Ipy XpOHMYECKOM aJKOTOJIBHOM M JApPYrux (opmMax LUppo3a IEYEHH KOHICHTpaLus
HECBSI3aHHOI'O HAaIIPOKCEHA MOBBIIIAETCS, I0O3TOMY TaKUM IAlMEHTaM PEKOMEHAYIOTCs Ooee
Hu3Kue 103bl. [locie 1ByX Heens MpUMeHeHHs ipenapaTa He0OX0JUM KOHTPOJIb IIOKa3aTenen
(GYHKIUY TTEYeHH.

[Tpenapat Hanresun He cieayeT NpUHUMATh BMECTE C IPYTMMH IPOTUBOBOCHIAIUTEIbHBIMU U
00J1ey TONSIOIMMH ITpenapaTaMy, 3a UCKIIOUEHHEM Ha3HaueHU Bpaya.

[TanMeHTaM MOKUIIOr0 BO3pacTa TaKKe PEKOMEHIYI0TCs 60siee HU3KUE J103bl.

Cnenyer wu3beraTb IIpU€Ma HalpoKCceHa B TeueHUEe 48 yacoB J0 XHUPYPrHUECKOIo
BMeImaTenscTBa. [Ipu HeoOxomumocTH orpeiesieHus 1 7-KOpTUKOCTEpOH 0B Ipemnapar clieayeT
OTMEHHUTB 3a 48 4acoB 10 Hccaen0BaHusA. AHAIOTHYHO HAIIPOKCEH MOYKET OKA3bIBATh BIUSHUE
Ha OIpENETIeHUE S-THAPOKCUNHIOIYKCYCHOM KUCIIOTHI B MOYE.

[IpumeHeHne HampoKceHa, Kak M JApPYyrux I[pernapaToB, OJIOKUPYIOLIUX  CUHTE3
MPOCTAarjJaHAMHOB, MOXKET BIUATh Ha (PEPTUIILHOCTD, IO3TOMY HE PEKOMEHIyeTCs )KEHILIUHAM,
IUTAHUPYIOIIUM O€pEMEHHOCTb.

BcnoMorarenbpHEIE BEIIECTBA

Hampuu

Kaxnas Tabnetka npenapara Hanresumn copepXut npuOIM3UTENbHO 25 MT HaTpus. OTO
HE00XO0/IMMO YUUTHIBATh NIPH OTPAaHUYCHUHN TTOTPEOICHHS COJTH.

4.5. B3aumopgeilicTBHe ¢ JPYTHMH JICKADCTBEHHBIMH MpenapaTtaMH M [pyrue BHIbI
B3aMMO/AEHCTBUA

IIpu reyeHnn aHTUKOATrYJITHTAMH CJIEyeT UMETh B BUAY, YTO HAIIPOKCEH MOXKET YBEINUNBATh
BpeMsl KpoBoTeueHHs. He cienyer mnpumeHaArs npenapar HanresmH OZHOBPEMEHHO C
areTWiIcaIuIuiIoBoi kuciaoroi, apyrumu HIIBII, Bkirouass ceneKTHUBHBIE HHTHOUTOPHI
nukiookcureHaspl-2 (LJOI'-2) (Bo3pactanue pucka pa3Butus noOouHbIX 3¢dektoB). [lo
JTaHHBIM KJIMHUYECKON (apMaKkoJAMHAMUKN OJHOBPEMEHHOE IPUMEHEHHE HalpoKCeHa U
ANETUJICATUIIMIIOBOM KHCIOTHI 00Jee OAHOTO THS MOKET WHTHOWMPOBATH NEHCTBHE HHU3KOM
JI03bI ALETHJICAIUIIMIOBON KUCIOTHI HAa aKTMBHOCTH TPOMOOIIMTOB; MHIMOMPOBAHHE MOXKET
COXPAHATBCS B TEYCHHE HECKOJIBKMX JIHEH IIOCNE NPEKPalICHHs TEPaluy HAIPOKCEHOM.

Knunnyeckoe 3HaueHUEe YTOr0 B3aUMOJIEHCTBUS HEU3BECTHO.



[TanpeHThl, OJAHOBPEMEHHO IOJYYalOIIHE€ THUJIAHTOMHBI, AHTHUKOATYJISHTBI WIM Apyrue
JIEKapPCTBEHHBIE IIPENapaThl, CBA3BIBAIOIINECS B 3HAYUTENIBHOM CTENEHU C OEIKaMHU I1a3Mbl
KpPOBH, JOJDKHBI CIEIUTH 33 IIPU3HAKaMU IOTCHUUPOBAHUSA ACUCTBUSA WIH IIEPELO3UPOBKOU
3TUX MPENapaToB.

[Ipenapar Hanre3ms MOXeT CHUXKATh aHTUTUIIEPTEH3UBHOE IEUCTBUE TPOIPAHOIIOIA U IPYTUX
Oera-agpeHOOIOKaTOPOB, a TaKXKE MOXKET YBEIWYMBATH PUCK PAa3BUTHUA TOYCUHOU
HEI0CTaTOYHOCTH, CBSI3aHHOW C NPUMEHEHHEM HWHTHOMTOPOB aHTMOTEH3MHIIPEBPAILAIOIIETO
dbepmenta (AIID).

HIIBII MoryT ymeHbpIIaTh MOYETOHHOE JIeCTBHE NUYypeTHKOB. Ilox neficTBueM HampokceHa
MHTUOMpYETCsl HaTpuilypeTndeckoe neictBue ¢ypocemunaa. [IMypeTuku MOTYT IMOBBIIIATH
puck medporoxcrmunoctu HIIBII.

WurubupoBaHue Mo4YeYHOro KJIMPEHCca TUTHS MPUBOANT K YBETUUYCHUIO KOHIIEHTPAIIUY JTUTHS
B IIJIJa3M€ KPOBH.

[Tpuem npoOeHena yBeINYMBAET KOHIIEHTPALMIO HAIIPOKCEHA B I1J1a3M€ KPOBH.
[[MKJIOCIIOPHH YBEINYUBAET PUCK PA3BUTHS IIOYEYHOU HETOCTATOYHOCTH.

Hanpokcen 3amemniser 9SKCKpeMIO METOTpekcara, (EeHHTOWHA, Cylb(aHuIaMuaoB,
YBEJIMUYUBasi TEM CAMbIM PUCK Pa3BUTHS X TOKCUYECKOTO JEHCTBUS.

AHTanuAHble Mpenaparbl, coAepiKallie MarHuil WU ajJlOMUHUI, YMEHBIIAIOT abcopOLHIo
HaITPOKCEHaA.

MuenoTokCu4ecKue JIEKapCTBEHHBIE CPEACTBA YCUIIUBAIOT IPOSBICHUS IE€MaTOKCUYHOCTH
npenapara.

[To naHHBIM KCCIEIOBaHMIA IN VILr0 0IHOBpEeMEHHOE PUMEHEHNE HAPOKCCHA U 3UI0OBYIMHA
YBEIMYMBAET KOHLIEHTPALUIO 3U0BY/IMHA B IIJIa3M€ KPOBH.

OpnHOBpeMEHHOE NPUMEHEHHE KOPTUKOCTEPOUIOB MOXKET YBEIMUYMBATh PUCK 0Opa3oBaHUs
A3Bbl UK kpoBoTeueHus JKKT.

HIIBII MoryT ycunuBaTh 1eHCTBUE aHTUKOATYJITHTOB, TAKUX Kak Bap(hapHH.

OpnHoBpeMEHHOE MNpPUMEHEHHWE HampoKCeHa M aHTUTPOMOOLMTApHBIX  IMPENaparos,
CEJIEKTUBHBIX MHTHOMTOPOB OOpaTHOro 3axBaTa CEPOTOHHMHA IIOBBIMIAET PHUCK Pa3BUTHUSA
JKEITY TOYHO-KUILIEYHOTO KPOBOTCUECHHS.

He pexomenayercst omnoBpemennbiit mpueM HIIBIT B Teuenne 8—12 nHel mocie mpuMeHeHUs
MU (pENPUCTOHA.

OpnnoBpemennoe npumenenue HIIBII u Takponumyca moBsIIaeT puck HepOTOKCHUHOCTH.
4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD W JJAKTALMS

[Ipenapar Hanresun npoTUBOMOKa3aH MpU OEpPEeMEHHOCTH W B NEPUOA TPYAHOTO

BCKapMJIMBaHHA.



He cnenyer mpumensts HIIBII xenmmuuam ¢ 20-ii Hepenu OEpEMEHHOCTH B CBSI3H C
BO3MOXXHBIM PHCKOM Pa3BUTHUS MAJOBOJAMS W/WIM TATOJOTHUU TMOYEK y HOBOPOXKIECHHBIX
(HeoHaTabHAS MOYEYHAS AUCHYHKITHS).

4.7. Biausinne HA CIIOCOOHOCTH YNPABJATHL TPAHCHOPTHHIMHM CPeACTBAMH M pPadoTaTh €
MeXaHUu3MaMHu

Hampokcen 3amennsieT CKOpOCTb peaklUU Yy MAalHUEHTOB. OTO CIEIYEeT YYWUTHIBaTh MpU
YIpaBIeHUU TPAHCIIOPTHBIMU CPEJICTBAMH, MEXaHU3MAaMH U BBITIOJHEHUH 33724, TPeOYIOIIHNX
MOBBIIICHHOTO BHUMAaHUSI.

4.8. HexkennaTeibHbIE peakunu

Pesrome HDOd)I/IJDI 0e30IacHOCTH

HaubGonee uvacto nabmromanuck HexenarenbHble peakiquu co cropoHsl JKKT. Bo3moxHo
pa3sBUTHE MENTHYECKOW $3BbI, Nephopalvd WIM >KEeJIyI0YHO-KHIIEYHOTO KpPOBOTEYEHUS,
MHOI'/Ia CO CMEPTEJIbHBIM MCXO0JIOM, OCOOCHHO y MAI[MEHTOB MOKUIJIOTO BO3pacTa (CM. pasen

4.4.).

PesroMe HexxenaTeabHbIX PEAKIUi

YacToTa BCTPEUaeMOCTH OIpEZeieHa CICAyIMMM o0pa3oM: o4eHb dacto (= 1/10), gacto
(ot > 1/100 g0 < 1/10), mHeuacto (ot > 1/1000 mo < 1/100), peaxo (ot > 1/10000 mo < 1/1000),
oyeHb peako (<1/10000), HeusBecTHO (MCXOA €3 HMMEIOIIUXCSA JAaHHBIX YacTOTY
BO3HUKHOBEHUS OIPEACIUTh HEBO3MOXKHO). B mpemenax KaaoW TpymIbl YacTOTHI
BCTPEYAEMOCTH HEXKeNaTeJIbHbIC PEaKIUU YKa3aHbl B IOPSAKE YMEHBIICHHS CEPhE3HOCTH.
HexenarenbHble peakiMy CrPYIIHAPOBAHBI B COOTBETCTBHH C MOPSAKOM Ha OCHOBAaHHH
CUCTEMHO-opranHbIxX kiaccos (COK).

Hapywenus co cmopomvl Kpou u IumMpamuyeckou cucmembi:

HEYaCTO — D03UHOPHIIHS, TPAHYIOLUTONCHUS, ICHKOTICHH S, TPOMOOIIUTOIICHHSI.

Hapywenus co cmoponvl HepeHOll cucmembi:

9acTo — TOJIOBHAsE 00JIb, BEPTUTO, TOJOBOKPYKEHHE, COHITMBOCTH;

HEYaCTO — JIETPECcCus, HAPYIICHUE CHA, HEBO3MOXHOCTh KOHIIGHTPHPOBATHCS, OECCOHHUIIA,
HEJIOMOTaHHUE.

Hapywenus co cmoponvl opeana 3penus.

9acTO — HAPYIICHHUE 3PCHUSL.

Hapywenus co cmoponwvl opeana ciyxa u 1abupunma:

YacTo — IIyM B yIIaxX, HAPYIICHUE CITyXa;

HEYaCTO — CHIKECHHE CITyXa.

Hapywenus co cmoponul cepoya:

4aCcTO — OTEYHOCTb, OLIYIIICHUE CePALICONCHNUS;



HEYacTO — 3aCTOMHAsA cepleyHasi HEIOCTATOYHOCTb.

Hapywenus co cmoponwl ObixamenvbHoll CUCmeMbl, OpeaHo8 2pyOHOU KIemKU U CPe0OCMeHUs:
4acTO — OJIbIIIKA;

HEYacTO — Y03MHO(UIIbHAS THEBMOHUS.

Kenyoouno-kuweunvle napyuienus:

4acTo — 3a110p, 00J1b B )KUBOTE, TUCIEICHS, TOIIHOTA, Uapesi, CTOMaTUT, METEOPU3M;
HEYacTO — JKENIyJ0YHO-KHIIEYHOE KPOBOTCUEHHE W/WMIHM Tmepdopamnus xKeimyaka, KpoBaBas
pBOTa, MEJICHA, PBOTA;

OUYCHb PEJIKO — PELUANB WK 000CTPEHUE SI3BEHHOI0 KoJuTa min 6ose3nu Kpona;
HEU3BECTHO — I'aCTPHUT.

Hapywenus co cmopoHbl neuenu u JHcendesbl800sauux nymeti:

HEYacTO — MOBBIIIEHHE CBIBOPOTOYHOIN aKTUBHOCTHU «I1€YEHOUHBIX» (DEPMEHTOB, JKENTyXa.
Hapywenus co cmoponwl Kodtcu u NOOKOINCHbIX MKAHEUL:

4acTO — KOXKHBIN 3y, KOXKHasl ChlIlb, 3KXUMO3bI, TypIypa;

HEeuJacTo — anonenusi, poToaepmMaTossr;

OYEHb pe/IKO — OyJUIe3HbIE Peaklny, BKIo4as cuHapoM CtuBeHca-J[>KOHCOHA U TOKCUYECKUI
AMUAECPMAIBHBIN HEKPOJIH3.

Hapywenus co cmopoHbl MblueuHOU, CKeIeMHOU U COeOUHUMENbHOU MKAHU.!

HEYaCTO — MUAJITHS ¥ MbIIIEYHAas c1ab0CTh.

Hapywenus co cmopoHbl nouex u Mo4egbleo0Auux nymei:

HEYacTo — TIJIOMepYJOHe(pUT, remMaTypusi, MHTEPCTULHANbHBIA Hedpur, HedpoTHueckuit
CUHJPOM, [T0Y€YHAasi HEJIOCTATOYHOCTbh, TOYEYHBIH MAaNWIIIPHBINA HEKPO3.

Obwue HapyweHus u peakyuu 6 mecme 68e0eHUsL:

4acTO — Ka)K/a, IOBBIILIEHHOE ITIOTOOTAEICHHUE;

HEYaCTO — PEAKIUM TUIEPUyBCTBUTEIBHOCTH, HApYyLIEHUS MEHCTPYaJIbHOIO IMKIIA,
runeprepmust (03H00 U INXOpaKa).

IIpu tepanuu HIIBII coobmanocs o0 TMOSBIEHUM OTEKOB U CHUMITOMOB CepJEHHOMN
HEZ0CTaTOYHOCTH, MOBBIIIEHUN apTEPUAIBHOTO 1aBJICHUS.

Knunnueckue nccnenoBaHus U dMUIEMHOIOTMYECKUE JaHHBIE CBUAETEILCTBYIOT O TOM, UTO
npuMmenenre HekoTopbix HIIBII (oco6eHHO BBICOKUX /103 U NIPU ATUTENBbHOM TEPATUN) MOKET
OBITH CBSI3aHO C HEOOJBIINM YBEIHMUYEHUEM PUCKAa BOSHUKHOBEHUS apTEPUATIBHBIX TPOMOO030B
(HanmpuMep, HHPAPKT MUOKAp/Ia UITH UHCYJIIBT).

HexenarennHEIC Bd)d)eKTBI, IIPUYUHHO-CICACTBCHHAA CBA3b KOTOPbLIX C TMNPHUMCHCHHCM

HallpOKCCHA HC YCTAaHOBJICHA




Hapywenus co cmopousl Kposu u aumpamuueckoi cucmemvl. ariacTUYecKas aHeMUs,
TeMOJTUTHYCCKAst aHEMUSI.

Hapywenus co cmopoHvl HepsHOU cucmembl: aceNTUYSCKUH MEHWUHTUT, KOTHUTHBHAS
TUCHYHKITHS.

Hapywenus co cmoponsl Kodcu u noOKoNICHbIX mKaHell: MyJIbTH()OpPMHAs dpUTEMa, PeaKIuu
(GOTOYYBCTBUTEIHHOCTH, TOMOOHBIE TO3MHEH KOXHOW mopdupuu U OyJUIe3HOMY
SMUIEPMOITU3Y, KPAMBHHUIIA.

Hapywenus co cmopoHbl cocy0o8: BaCKyJIHT.

Obwue HapyweHusi u peakyuu 6 Mmecme 66e0eHUs. AHTHOHEBPOTHYCCKHH  OTEK,
TUTCPTIINKEMHS, TUTIOTJIMKCMHSL.

Eciv manueHT 3aMeTHT MO00HBIC PEAKINH, €My CIISAYeT MPEKPATUTh IPUEM IIperapaTa u 1mo
BO3MOYKHOCTH OOpaTHTHCS K Bpady.

COO6H_I€HI/IH 0 IMOJ03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxxHo cooOmarb O m0J03pEBAaEMbIX HEKENATEIbHBIX PEAKUMSIX IOCIe PpPEerucTpanuu
JEKapCTBEHHOTO TMperapata ¢ LeNbl0 O0ECIeYeHHsT HEMPEepPBIBHOTO MOHUTOPHHIA
COOTHOIIEHUS «IO0JIb3a — PUCK» JIEKAPCTBEHHOrO Mpernapara. MeauluuHCKUM pabOTHHKAM
pPEeKOMEHIIyeTcsl  cooOIaTh O JIOOBIX MOJO3PEBACMbBIX  HEXKENATEeIbHBIX  PEaKIMsIX
JIEKapCTBEHHOI'0 Iperapara 4epe3 HallMOHAJIbHbIE CUCTEMBbI COOOIIEHMS O HEXKeIaTelbHbIX
pEAKLIHIX TOCYAAPCTB — WICHOB EBpa3uiicKOro 53KOHOMHYECKOTO COK03a.

Poccuiickasa ®edepayus

109012, r. MockBa, CraBstHCKasi TUIOIIAs, 1. 4, ctp. 1

®denepanpHas cnyx0a Mo Haa30py B cdhepe 3paBoOOXpaHEHUs

Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

Anpec 311. mouTsl: pharm@roszdravnadzor.gov.ru

Be6-caiiT: www.roszdravnadzor.gov.ru

Pecnyonuxa benapyco

220037, r. Musnck, ToBapuilieckui nep., 1. 2a

Pecniybnukanckoe yHurapHoe mpennpustae «lleHTp dkcmepTH3 W UCHBITAaHUA B
3/IpaBOOXPAaHEHUY

Ten.: + 375 (17) 2420029

Anpec 211, mouthl: repl@rceth.by

Be06-caiit: www.rceth.by

Pecnybnruxa Kasaxcman

010000, paiion Baiikonsip, r. Hyp-Cynran, yia. A. Umanosa, 1. 13, BII «Hypcayner 2»


http://www.roszdravnadzor.gov.ru/

PI'TI na ITXB «HarmoHanpHbINA HEHTP SKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIUIIUHCKUX
u3nenuity Komurera memumuHCKOro u  (hapManeBTHUECKOro KOHTpOJis MuHHCTEpCTBA
3npaBooxpanenus Pecnyonmku Kazaxcran

Anpec a11. moutsl: farm@dari.kz

Be6-caiiT: www.ndda.kz

Pecnybnuxa Apmenus

0051, r. Epesan, nip. Komuraca, 1. 49/5

«Hay4Hblil IEHTp AKCIEPTU3BI JIEKAPCTB U MEIUIIMHCKUX TEXHOJOTUH UMEHH akaJeMuka J.
["abpuensHay

Ten.: +374 60 83 00 73

Anpec 3. moutsl: admin@pharm.am; vigilance@pharm.am; letters@pharm.am

Be06-caiit: http://www.pharm.am/

Keipevizckasn Pecnybnuka

720044, Yyiickas o0sacts, r. bumnikek, yi. 3-s Jluaus, a. 25

JenapTamMeHT JIeKapCTBEHHBIX CPEACTB M MEAUIIMHCKUX U3/ICTHI

Ten.: +996 (312) 210508

Anpec 31. moutsl: dlomt@pharm.kg

Beb6-caiit: www.pharm.kg

4.9. Ilepeno3upoBka

CuMOTOMBI

3HauuTeNbHAS TEepPEeO3MPOBKA HAMPOKCEHAa MOXET XapaKTepU30BaThCS COHIUBOCTHIO,
JTUCTICTITUYECKUMH PAacCTPOMCTBAMU (HM30Ta, TOLTHOTA, PBOTA, 00JIb B JKUBOTE), CIA00CTHIO,
OIyMOM B yIIaX, Pa3ipaKUTEIBHOCTBHIO, B TSDKEJIBIX CIIydasX BO3MOXKHBI KpOBaBas PBOTA,
MeJIeHa, HapyIIeHWe CO3HaHUS, CYIOPOTH U MOYeYHAast HEIOCTATOUHOCTD.

Jleuenue

[TanineHTy, MpUHSBIIEMY CIIy4allHO WJIM TPEIHAMEPEHHO OOJBIIIOE KOJIMYECTBO Ipernapara
Hanre3nH, HEOOXOIMMO TIPOMBITH KEITYAOK, MPHHITh aKTHBHUPOBAHHBIA YroJib U MPOBECTH
CUMITOMATHYECKYIO TEpaluio: aHTaluIbl, Onokatopbl H-penentopoB, HHTHOUTOPHI

npoTOHHOM moMIbl. ['emoaunanus HeaHeKTUBEH.

5. ®APMAKOJIOIT'MTYECKUE CBOMCTBA
5.1. ®apmakoauHaMHYeCKHeE CBOMCTBA
®dapmakoTepaneBTUIYECKass TPyIa: MPOTUBOBOCIAIUTEIbHBIE W IPOTHBOPEBMATUUYECKHE
HpGHapaTLI; HCCTCpOI/IIIHLIe HpOTI/IBOBOCHaJII/ITeJIBHBIC nu HpOTI/IBOpeBMaTI/I‘{CCKI/IC HpenapaTLI;

IMPONU3BOAHBIC HpOHHOHOBOﬁ KHCJIOTBI


mailto:admin@pharm.am
mailto:vigilance@pharm.am

Kog ATX: MO1AEO2

Mexanuswm aeiicteus U hapMmakoauHaMmuueckue 3O GEKThI

[Ipemapar Hanre3uH mnpeacTaBisieT CcoO0OM HampoOKceH, o0manaeT 00e300IMBAIINM,
YKAPOMOHIKAIOLIUM M MPOTHUBOBOCHANIUTEIBHBIM JieiicTBHeM. MexaHu3M JeUCTBUS CBsI3aH C
HECEeJICKTUBHBIM MHTHOMPOBAHUEM aKTUBHOCTH IUKI0oKcureHassi-1 (IIOI-1) u [IOI'-2.
[Ipenapat Hanre3uH, Ta0neTku, MOKPHITHIE TUIEHOYHON OOOJIOUKOM, XOPOIIO PacTBOPSETCS,
osicTpo BcaceiBaercs u3 JKKT u obecreunBaer ObICTpoe HACTyIUIEHHE 00€300JIMBAIOIIETO
s dexra.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOcopOius U pacipeaesicHue

beictpo u momHocThi0 BcackiBaercss u3 JKKT. Buogoctymuocts — 95 % (mpuem numm
NPaKTUYCCKH HE BIUSET HU Ha TOJHOTY, HU Ha CKOPOCTh BCachiBaHMs). Bpems mocTrkeHus
MakcuMaiibHON KoHIeHTpaluu (TCmax) — 1-2 yaca. CBsi3b ¢ OenkaMu mia3mbl Kposu > 99 %.
[Tepuon nomyBeiBenenus (T72) — 12—15 gacos.

EI/IOTDaHCd)ODMaIII/Iﬂ U DJIMMUHAILINA

MeTtaboau3M MPOMCXOMUT B IEYCHU 10 JUMETHIHAIPOKCEHA C ydvacTHeM H3odepMeHTa
CYP2C9. Kmupenc — 0,13 mn/mun/kr. BeiBogutcs Ha 98 % moukamu, 10 % BBIBOAUTCS B
HEM3MEHEHHOM BHJe, ¢ kemubio — 0,5-2,5 %. PaBHOBecHass KOHIIEHTpanus B TUIa3Me KPOBH
ompeeInsaeTcs nocie npuema 4-5 no3 npenapara (2—3 qHs).

HpI/I MOYEYHOM HEJOCTAaTOYHOCTH BO3MOKHA KyMyJIsusa MeTa0OJIUTOB.

6. ®APMAIIEBTUYECKHUE CBOVMCTBA
6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIECTB
Aapo
[ToBuaon K30
[ennron03a MUKPOKpUCTAIIMYECKAS
Tanpk
Maruus creapat
Bona ounienHas

000J104Ka IUICHOYHAA

Omnanpaii YS-1R-4215: runpomennosa, tutana guokceun (E171), makporon, kpacutenb
nHaurokapmud (E132).

6.2. HecoBmecTUMOCTH

Henpumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)
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5 ner.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuth npu Temneparype He Bbime 25 °C, B OpUrHHAIBLHOW yrakoBke (OnmcTep B madvke
KapTOHHOM ).

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

[To 10 Tabnerok B Gnuctepe u3 [IBX/amtomunneBoii Gponbru.

ITo 1 nnn 2 Gnucrepa B nayke KAPTOHHOM BMECTE C JINCTKOM-BKJIAIBIIIEM.

He Bce pa3mepsl yIIakoBOK MOTYT ObITh JOCTYIIHBI JUIsl peaIU3aluu.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH MNPH YHHYTOKEHUHM HCIHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 TMpenapara MWJIM OTXOA0B, MOJY4YEeHHbIX IOcJIe NPHMEHEeHUus!
JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHuIyJIsiiHU ¢ NpenapaToM

Het ocoObix TpeOoBaHMI K YTHUIH3AIIH.

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHMUS
CrnoBeHus
AO «KPKA, n.1., HoBo mectoy, lllmapwemnika necra 6, 8501 HoBo mecto
Ten.: +386 733121 11
®axkc: +386 7332 15 37
Anpec s1. moutsr: info@krka.biz
7.1. IlpeacraBure/ib AepKaTesss peruHCTPAlMOHHOIO YA0CTOBEPEHUS

[Iperen3un norpedUTENEeH HAIPABIATE 110 aIPECY:

Poccuiickasa ®edepayus
000 «KPKA-PYC»
143500, Mockogckas o0u1., T. Uctpa, yin. MockoBckas, 1. 50
Ten.: +7 (495) 994-70-70
®daxkc: +7 (495) 994-70-78
Anpec 311. moutsl: krka-rus@krka.biz
Be06-caiit: www.krka.biz
Pecnyonuxa benapyco
[TpencraButenbcTBo AkmuonepHoro oomectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecny6nuka Cnosenusi) B Peciy6niuke benapyce
220114, r. Munck, yn. ®unumonosa, a. 25T, oduc 315
Ten.: + 3757407409230
®akc: + 3757407409230
Anpec am1. moutsl: info.by@krka.biz
11
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Be06-caiiT: www.krka.by

Pecnybnuxa Kazaxcman

TOO «KPKA Kazaxcran»

50059, r. Anmatsl, ip. Anb-®apabdwu, 1. 19, opuc 207

Ten.: +7(727) 311 08 09

@axc: +7(727) 311 08 12

Anpec 31. moutsl: info.kz@krka.biz

Be6-caiit: www.krka.biz

Pecnybnuxa Apmenus

[TpencraBurtenscrBo «Kpka, 1.4., HoBo mecto» B PecriyOiinke ApmeHus

0001, r. Epesan, yn. Han6aunss, a. 106/1 ("CASAT-HOBA" BU3HEC-UEHTP), oduc 103
Ten.: +374 11 560011

Anpec 21. moutsl: info.am@krka.biz

Beb-caiit: www.krka.biz

Keipevizckas Pecnyoauka

[IpencraButensctBo AO «KPKA, ToBapHa 3apasui, 1.1., HoBo Mmecto» B Keipreizcrane
720040, Yyiickas obnacts, r. bumikek, OyiapBap DpKUHIUK, A. 71, 610K A

Ten.: +996 (312) 662250

Anpec s11. moutsl: Pharmacovigilance. KG@krka.biz

Be06-caiit: www.krka.biz

8. HOMEP PETHCTPAIIMOHHOTI'O YIOCTOBEPEHUS
JITT-Ne(000256)-(PT-RU)

9. JIATA NEPBUYHOMN PETMCTPAIIMM (IIOATBEPXKJIEHHSI PETMCTPAIIUH,
IHHEPEPEI'NCTPAIINUN)

[Hara nepoii peructpamuu: 28 mas 2021 r.

10. JATA IEPECMOTPA TEKCTA
4 oxTsi6ps 2022 1.

O6ma51 XapaKTCPUCTHKA JICKApCTBCHHOT' O Iperapara Hanresun AOCTYIIHA Ha

WHPOPMAIIMOHHOM TopTasie EBpa3uiickoro 3KOHOMHUYECKOTO COK3a B HH(OpMAaIMoOHHO-

KOMMYHHUKAIIMOHHOM cetu «uTepHeT» https://eec.eaeunion.org.
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