COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 04.12.2024 N= 26820

(NOCNEQCBATENEHOCTES 0000)

MHCTPYKLUS
[10 MEJJMLIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
HOBEMA® HAUT

PerncrpanuoHHblii HOMep:

Toprosoe Hanmenosanne: HOBEMA® HAUT

Me:kayHapogHOe HeaTeHTOBAHHOE UJIM TPYNNIMPOBOYHOE HauMeHoBaHue: J[udenruapamMux
+ Hanpokcen

JlekapcTBenHasi popma: TabieTKH, IOKPHITHIE MNIEHOUYHON 00070UKOI

CocraB Ha 0JHy Ta0JIeTKY:

Heticmeyrowue éewgecmea: nHanpokceH Hatpus — 220,0 mr, qudenruapamuna rugpoxiopua — 25,0
MT.

Bcnomozcamenvuvie sewgecmea: nemmono3a Mukpokpucrammdeckas 101 — 91,3 mr, moBumoH
K-30 (mosmBuHmImuppoauaon cpeaaemonekyisapasii K-30) — 19,0 mr, tansk — 11,4 mr, Boga
ountennas — 9,50 mr, maraus creapar — 3,80 wmr.

Oo6osoyka: TuieHOYHast oOosnouka cuHero mBera — 11,00 wmr  [[umpomeriosa
(ruapoxcunponmMetTriesnoiao3a 2910) — 48,68 %, tansk — 16,87 %, moBumon — 15,48 %,
tutana auokcun — 7,09 %, uHaurokapMuH amoMuHuEBbIH Jak (11 - 14 %) — 4,62 %, nonucopbat-
80 — 4,40 %, uHaurokapMuH aaroMUHUEBBIH Tak (30 % - 36 %) — 2,86 %].

OnucaHue: Kpyribie, IBOSKOBBITYKIIbIE TAOIETKU, MOKPHITHIE TUIEHOYHON 000I0YKOM OT CBETIIO-
CUHETO JIO CHHETO I1BeTa. Ha monepeuHoM paszpese sapo 0eIoro wim modTy 0e1oro 1nBera.
dapmakoTepaneBTHYeCKass TIPYyNNa: aHAJIBIC3UPYIONIEE CPEICTBO KOMOWHHPOBAHHOE
(HecTepouIHOE MTPOTUBOBOCTIATUTENILHOE CPEACTBO + Hi-THCTAMUHOBBIX PEIENITOPOB OIOKATOP)

Kon ATX: MO1AEOQ2

DapMaKoJIOrHYecKue CBOMCTBA
Dapmakoounamuxa

Hugenecuopamun — 610kaTop Hi-ructaMHHOBBIX pelenTopoB | mokoseHus, ycrpanseT 3G GeKTol

THECTaMHUHA, OTOCPEIyEeMbIe Yepe3 ITOT THIl PelenTopoB. [leiicTBue Ha EHTPAbHYI0 HEPBHYIO
cucteMy o0O0ycioBieHO 0y0kagoil Hi-TUCTAMMHOBBIX pELENTOPOB MO3ra U YrHETEHUEM
LEHTPAJIBHBIX  XOJIMHEPrHYecKuX CTpyKTyp. OOnamaer BbIpaKEHHOH aHTUTUCTaMUHHOMN
AKTUBHOCTBIO, YMEHBIIAET WJIU MPEIylNpe’kAaeT BbI3bIBAEMble T'MCTAMHHOM CIA3Mbl TJIaJIKON

MYCKYJIaTyphbl, IOBBIIIEHHE MPOHUIIAEMOCTH KAMUJUIIPOB, OTEK TKaHEH, 3yl U TUIIEPEMHUIO.
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neiicrBueM. MexaHu3M JICHCTBHSI CBSI3aH C HECEICKTHBHBIM HWHTMOMPOBAHHUEM AaKTHBHOCTU
uksiookcurenassl 1 u 2 (LHOI'-1, 1IOT-2).
Dapmaxkokunemuxa

ﬂud)enzudpafwuﬂ: XOpomo BCACKIBACTCA U3 KEJIYAOUYHO-KHUIICYHOI'O TpaKTa, BpEMs JOCTHUKCHHA

MaKCHUMaIbHOU KOHIIeHTpanuu (Tmax) 2-2,5 4aca rmociie nepopaibHOTo npruemMa JudeHruapaMuHa,
cBs3b C Oenkamu kpoBu 78 %. IIpomomKuTENBHOCTh ACWCTBUS COCTaBisieT 4-8 4Yacos.
JdudenrunpaMu 1HOJIBEpPraeTcsi BBIPAKEHHOMY IMPECUCTEMHOMY MeETabOoJIu3My, JABYM
nocieaoBaTeIbHbIM Hporeccam N-IeMeTUITUPOBaHuUs, a MOJYYUBIIUNACS aMUH B MOCIEAYIOIIEM
OKHCIISIETCS 10 KapOOHOBOM KHCIIOTHI. 3HAUEHHUE TIA3MEHHOTO KIIMPEHCa JISKUT B JHANa30HE OT
100 1o 1300 mMi1/MHH, a KOHEYHBII IEPUO/T ITOJTYBBIBEICHUS BapbupyeT oT 3,4 1o 9,3 gacos. JIumb
HEOO0JIBIIOE KOTMYECTBO HEM3MEHHOTO BEIIECTBA IKCKPETHUPYETCS C MOUOA.

Hanpokcen: abcopOiust U3 KeIyJ0OUHO-KUIIIEYHOTO TPAaKTa — ObICTPast ¥ OJHAs, OMOJOCTYITHOCTh
— 95 % (mpuweM MUY MPAaKTHYECKW HE BIHSCT HU Ha IMOJIHOTY, HM Ha CKOPOCTH BCACHIBAHUSA).
Bpewmst nocTikeHns: MakcuMalbHOW KOHIeHTparmu — 1-2 4. CBs3p ¢ Genkamu mia3msl > 99 %.
MeTtabonu3m — B Me4eHH A0 AUMETUIHANPOKCeHa ¢ yyactueM ¢depmentHoil cuctembr CYP2CO.
[Tepuon monyseiBenenus (T:;) mpemapata coctaBiser — 12-15 4. Knupenc — 0,13 mu/Mun/kr.
BriBonntesa Ha 98 % moukamu, 10 % W3 HUX BBEIBOIUTCS B HEU3MEHHOM BHIE; C xKelrubio — 0,5 —

2,5 %. PaBHOBecHas1 KOHIICHTpAITUS ONIPeIeIsieTCs K mpueMy 4-5 103 nmpenapara (2-3 aHs).

Iloxka3zaHus K NPUMEHEHHIO

Bbonesoit cunapoM crabod WM yMEPEHHOW CTENEHW BBIPAKEHHOCTH, COMPOBOMKIAIOIIUNCS
OECCOHHUIIEH, CBSI3aHHOM C 00JIbIO, B TOM YHCIIE:

- TOJIOBHAsI 00JTb,

- 3yOHas 60b,

- ajbroarcMeropes (601b Mpu MEHCTPYaLUN),

- 00Ju B CIIMHE U CyCTaBax,

- IOCTTPaBMaTHUECKUI 00JIEBOM CUHIPOM (PacTsHKEHUS U YIIUOBI).

Ilpenapam npeonasnauen 0N CUMNMOMAMUYECKOU MeEPanul, a UMEHHO HOPMAIU3AYUU CHA Y
nayuenmos ¢ 001e8blM CUHOPOMOM HA MOMeHm ucnoiv3osanus. Ha npoepeccuposanue

3abo0neanus npenapam He 6usem.

IIporuBonmokasanus

. ['unepuyBCTBUTENBHOCT, K AWGEHTHAPAMHUHY, HAMpPOKCeHY M (Wiu) K JoO0oMy H3

BCIIOMOT'aTCJIbHBIX BCIICCTB B COCTABC IIpCIiapara.
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MY OTUETY

HOCa HMJIM OKOJIOHOCOBBIX IMa3yX W HEIICPECHOCHMOCTHU aHCTHHcaHHHHHOBOﬁ KHUCJIOTBI U JPYIux

HIIBII (B Tom uucie B aHaMHe3e).

. bponxuanbHas actma.
. [lepuoa nocne npoBeeHNs A0OPTOKOPOHAPHOTO IIIYHTHPOBAHMUSL.
) DPpO3UBHO-A3BCHHBIC U3MEHEHHUS CIM3UCTOM KETyAKa WK | 2—TIepCTHOM KUIIIKH, AKTUBHOE

KCITYAOUHO-KHIICYHOC KPOBOTCUCHUC.

. BocnanmurensHbie 3a001eBaHms KUIIEYHUKA (S3BEHHBIN KonuT, Oone3Hb KpoHa) B (haze
obocTpeHwusl.

o I'emoduus u qpyrue HapyIIeHUs] CBEPTHIBAEMOCTH KPOBH U HAPYIICHUS TEMOCTa3a.

o LepeOpoBackynsipHOE KPOBOTEUEHHUE UIIH UHBIE KPOBOTCUCHUSI.

o JlekoMIeHCUpPOBaHHAS CeplieyHasi HEJOCTaTOUHOCTb.

o BripaxkeHHast eueHouHass HeAOCTaTOYHOCTh WIIM aKTUBHOE 3a00JIeBaHUE TICUCHHU.

. BoipakenHass mnoueuHass HenocrtaTouHocTh (kiaupeHc kpeatuHuHa (KK) wmenee

30 MuI/MHH), IPOTPECCUPYIOIIHE 3a00JIEBaHUS MTOYCK, TTOATBEPIKICHHAS TUITCPKATTHECMHUS.

o 3aKpbITOYTOJIbHAA IJIayKOMa.

. [Munieprinasust npeacTaTesIbHOM Kee3bl.

o CreHo3 melKy MOYEeBOIo My3bIpsl.

o Onunencus.

o bepemeHHOCTB, IEPHOA IPYAHOTO BCKAPMIIMBAHMS.
. Herckuii Bo3pact 1o 18 ner.

Ecnu y Bac ecmb 00HO u3 nepeyucieHHviX eviuie 3a0071e8aHUL/COCMOSHUL, npueM npenapama
NPOMUBONOKA3AH.

Ecnu  Bevi  nooospesaeme y cebs  Haiuuue  00HO20 U3 NEPEYUCIEHHbIX — BblULe
3a001e8anull/cocCmosHul, mo nepeo npumeHeHuem npenapama He0bX00UMo

NPOKOHCYTIbmMuUpoeamsvCs ¢ 6paA40OM.

C 0CTOPOKHOCTHIO

Nmemuyeckas 00e3Hb cepila, epeOpoBacKyIsIpHbIE 3a00JIeBaHUS, 3aCTOWHAs CepedHas
HEIOCTaTOYHOCTh,  JAMCIHIUACMHUS/TUIICPIUITUAEMHUS, CaXxapHbld  auaber, 3aboJeBaHUs
nepudepudeckux aprepuid, Kypenue, Hapymenue ¢ynkuuun modek (KK 30-60 wmn/mun),
AHAMHECTHUYECKUE JaHHble O pa3BUTHH s3BeHHOro mopaxenus JKKT, Hamuume wHEKIHH
Helicobacter pylori, moxwumoit Bo3pacT, CHCTeMHas KpacHas BOJYaHKA WM CMEIIaHHBIC

3a0oneBanus coequHUTENbHON TKanu (cuHzapom [llapma), mmurensHoe mpumeHenue HIIBII,
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Tepanusi CICAYIOIMMH MpenapaTaMu: aHTUKOATYJSIHTHI (HanmpuMep, BappapuH), aHTHATPETAHTHI
(Hanpumep, aleTUICAIUIINIIOBAs KHCIIOTA, KJIOMUJIOTpE), IepopaIbHbIE
[IIIOKOKOPTUKOCTEPOUIbI (HAIpUMEp, MPEIHU30JI0H), CENEKTUBHbIE HHTUOMTOPBHI OOpaTHOIrO
3axBaTa CEpOTOHUHA (HaIlpUMep, [IUTaJIonpam, (pIyoKCeTHH, NapOKCETHH, CEPTPAIIHH).

Ecnu y Bac 00HO u3 nepeuucieHHulx 3a001e6aHUll/COCMOSHUL, neped NpuemMom npenapama

0053amenbHO NPOKOHCYIbMUPYUMeECh ¢ 6PAYOM.

IIpumMeHeHne npu 6epeMEHHOCTH M B IEPHOJ IPYAHOI0 BCKAPMJIMBAHUSA

[TpuMeHeHrne HaTPOKCEHa, KaK M IPYTHX MPenapaToB, OJOKUPYIOIIMX CHHTE3 IPOCTArIaH/InHOB,
MOJKET BIUATh Ha (DEPTHIBHOCTH, MO3TOMY HE PEKOMEHAYETCS >KCHIMUHAM, TUIAHHUPYIOUTUM
OCpPEeMEHHOCTb.

[Ipenapar HOBEMA® HAUT MPOTUBONOKA3aH MpH OEPEMEHHOCTH W B MEPUOA TPYTHOTO
BCKapMJIMBaHUA.

[Ipu HeoOX0AMMOCTH MPUMEHEHHUS TperapaTa B MEPUO/I JAKTALMH CJIEYET MPEKPATUTh TPYTHOE

BCKapMJIMBAHHC.

Cnocod npuMeHeHHs U 103bl

BnyTps.

Tabnerku cieayeT MPUHUMATh C JOCTATOUYHBIM KOJIMYECTBOM BOJIBI.

Pa3oBas no3a - 1 tabneTka nepes CHOM.

MaxkcumanbHast CyTouHast 703a — 2 TabneTku. [IpogomKuTeThHOCTh HHTEPBAIa MEXKTy IpUEeMaMH
npernapara — He MeHee 6 4acoB.

I[J'II/ITGJ'IBHOCTL MNpUMCHCHUA IIpeliapaTa oe3 Ha6J'IIO,I[eHI/ISI Bpada HC HNOJIKHA IMPEBLIIATL TPEX

HEM.
Ecnu uepez 3 oua neuenus ynyuwienus e Hacmynaem uiu CUMRMOMbL YCyeYONAOMCs, Uil
NOSBIAIOMCS HOBbLE CUMNIOMbL, HE0OXO00UMO NPOKOHCYTbIMUPOBAMBCSL C BPAYOM.
Ipumensiime npenapam monvKo CO2NACHO MeM NOKA3AHUAM, MOMY CROCOOY NPUMEHEHUS U 8 meX

003ax, KOmopule YKa3ambl 8 UHCIPYKYUU.

IToOo4unoe neiicTBue
HexenarenbHble 3(@eKTs, KOTOpble MOTYT pa3BHBAThCS BO BpeMs JICUEHHUS MpernapaToM
HOBEMA® HAMWT, xknaccuuMUUpOBaHB B COOTBETCTBHMH CO CleIylolieil 4acToToii

BCTPCHACMOCTH:
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(ot > 1/10 000 mo < 1/1 000), ouens peako (< 1/10 000), yactora HensBeCTHA (HE MOKET OBITh
oIpeziesieHa Ha OCHOBAHUM HMEIOLUXCS JaHHBIX ).

Hanpoxcen

Hapywenus co cmopomuwi diceny0ouHo-KuuieuHo20 mpakma: HanOojiee 4acTo HaOII0JaUCh
HexenarenbHble sBieHUs co CcTopoHbl JKKT. B03MOXHO pa3BUTHE NENTUYECKON S3BBI,
nephopany WK KeTyJOYHO-KUIIEYHOTO KPOBOTEUEHHUS, MHOTJA CO CMEPTEIbHBIM HCXOJIOM,
0COOEHHO y NAIMEHTOB MOKUIIOro Bo3pacTta (cM. pazaen «Ocolble yKa3aHUs»).

B xax10ii rpymnie HexkesaTelbHble SBICHUS IIEPEUNCIIEHbl B IOPsIKE YObIBAHUS CEPhE3HOCTH.
Hapywenus co cmoponel Kposu u JIumMgamuueckon cucmemvl. HEUACTO: SO3HMHOPUINS,
IPaHyJIOLUTOIEHNUS, JIEHKONIEHUS, TPOMOOLIMTONIEHUSI.

Hapywenus co cmoponwvl Hep6noti cucmempl: 4acTo: TOJI0OBHAsA 00J1b, BEPTUTO, TOJIOBOKPYKEHHUE,
COHJIMBOCTb, HEYaCTO: JENPECCHs, HApyIICHHs CHA, HEBO3MOXXHOCTb KOHIICHTPUPOBATHCH,
0OeccoHHUIIA, HEJJOMOTaHHE.

Hapywenus co cmoponvl opeana 3penus.; 4acTo: HapyLIEHUE 3pEHUs.

Hapywenus co cmoponwl opeana ciyxa u 1abupunmmuvie HaApyuwleHus: 4acTo: IIyM B YIIax,
HapyILICHHE CIIyXa; HEYacCTO: CHUKEHHE CIIyXa.

Hapywenus co cmopomnst cepoya: 4YacTo: OTEUHOCTb, OILYIIEHUE CEpALlCOMEHUs; HEeuacTo:
3aCTOWHAsI cepJieyHasi HEOCTaTOYHOCTb.

Hapywenus co cmopoHnvl ObixamenbHOU CUCeMbl, 0Op2aHO8 SPYOHOU KIeMKU U CPeOOCmeHUs:
YacTO: OJIBIIIKA; HEYACTO: 303UHO(UIIbHbBIE THEBMOHUH.

Hapywenus co cmopoHbl J4#Ceny00uYHO-KUWEYHO20 MpAaKkma: YacTo: 3amop, O0Jib B JKUBOTE,
JTUCHENCcHsl, TOIIHOTAa, JAuapes, CTOMATUT, METEOPU3M; HEUYacTo: JKEIyJO0YHO-KUIIEYHOE
KPOBOTEUCHHE W/MIM mnepdopaius xKemyaka, KpoBaBas pBOTa, MEJIEHA, PBOTA; OYEHb PENKO:
peLnIuB UM 000CTPEHNUE A3BEHHOTO KOJIUTa Ui 6ose3Hn KpoHa; yacToTa HeM3BEeCTHA: TaCTPHT.
Hapywenus co cmoponul neuenu u dceniesblgo0sAux nymeii: He4acTo: MOBbIIIEHNE aKTUBHOCTH
«TIEYEHOYHBIX» (DEPMEHTOB, KENTyXa.

Hapywenusa co cmoponvl Kodtcu U NOOKOJNCHbIX MKAHell: 4acTo: KOXHBIN 3yJ, KOXHas ChIIb,
HKXMMO3BI, MypITypa; HEYacTo: ajomnemnus, (oToaepMaTo3bl; OUYeHb PelIKo: OyJUIe3HbIe peaKiiH,
BKJIrOYas cuHApoM CtHBeHca-/[)KOHCOHA M TOKCUYECKUH AUAEPMAIIbHBIN HEKPOJIN3.
Hapywenus co cmopombl ckeiemuo-mbluleyHoU U COeOUHUMeNbHOU MKAHY: HeYacTO: MAAITUS U
MbIIIeYHast c1a00CTh.

Hapywenus co cmoponbl nouek u Moyegbl8o0Awux nymeti. HEYaCTO: TIIOMEPYIOHEPPUT,
reMaTypusi, MHTepCTULIMATIbHBINA HEPPUT, HePPOTUUECKUI CUHIPOM, IIOYEUHAsI HEJOCTATOYHOCTb,

MOYEYHBIN NAMWIISIPHBIA HEKPO3.
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Obwue paccmpoticmeéa u HapyuleHuss 8 mdcme 6693&;15”545_&6]_%%;,

IOTOOTJIEJICHUE;  HEYAacTO:  PEAKIUH  IOBBIIIEHHON  4YyBCTBUTEJIIBHOCTH,  HApYLICHUS
MEHCTPYaJIbHOTO LIUKJIA, TUIIEpTepMHUsI (03HOO U JINXOPAJIKA).

IIpu tepamuu HIIBII coobmanoch 0 TMOSBICHHHM OTEKOB W CHMITOMOB CEpACYHOMU
HEJ0CTAaTOYHOCTH, MOBBIIICHUN apTEPUAILHOTO 1aBICHUS.

Knunnueckue ucciieoBaHMs U SIUAEMHOIOIMYECKUE JIaHHBIE CBUIETEILCTBYIOT O TOM, 4TO
npumMeHenne HekoTopbix HIIBII (0co6eHHO BBHICOKMX /103 M MPH JJIUTEIBHON TEparnu) MOXET
OBITH CBA3aHO C HEOOJBIIMM YBEJIMYEHHEM PUCKAa BO3HUKHOBEHHS apTepUalbHBIX TPOMOO30B
(Hanpumep, HHOAPKT MUOKAP/1a UK HHCYJILT).

Heswcenamenvuvie ghchexmul, npuvunHo-c1€0CMEEHHAA C8A3b KOMOPHIX ¢ NPUMEHEHUEM
HANPOKCeHa He YCMAaH06/1eHa

Hapywenus co cmoponvl kposu u aumgamuueckou cucmemvl: ariacTU4eckas aHeMus,
FeMOJIUTHYECKAst aHEMUSI.

Hapywenuss co cmoponvbt Hepenoti cucmemvl. aCENTUYECKUW MEHUHIMT, KOTHUTHUBHAS
TUCHYHKITHS.

Hapywenus co cmopomnst kodxcu u noOOKOMCHbIX mrauel: MyIbTU()OPMHAS dpUTEMa, PEaKIUU
(OTOUYBCTBUTEIBHOCTH, TIOJOOHBIE TO3IHEN KOKHOW MOPPUPUU U OyJUIE3HOMY IHAECPMOIIHU3Y,
KparuBHUIIA.

Hapywenus co cmoponul cocyoos.: BacKynurT.

Obwue paccmpoiicmea u HapyuleHus 6 mecme 68edeHUs; aHTHOHEBPOTUYECKUN OTeK,
TUIIEPTIIMKEMUS, TUTIOTTIMKEMUS.

Juenzuopamun

Hwxe mnpuBeneHbl HeXelaTelbHbIC JIEKAPCTBEHHBIC pEaKIMU, KOTOphIE HAOMIOJAINCh B
KIIMHUYECKHX HCTBITAHUSIX U KOTOPBIE KJIaccu(PUIIMPOBAHBI KaK YacThIe M O4€Hb YacThie. YacToTa
OpPOYMX  HEXKENaTelIbHBIX  JICKQPCTBEHHBIX  pEaKklui,  BBIBICHHBIX B TEPUOJ
MOCTPETUCTPAITMOHHOTO MCTIOIB30BaHMS, HEM3BECTHA, OJHAKO, 110 BCEH BUJIMMOCTH, YKa3aHHbBIC
PEaKIINH SIBJISIOTCS HEUYACTHIMU WIIH PEIKUMH.

Obwue uapywenus u peakyuu 6 Mecme 66e0eHUs: Yacmo: TOBBIIIEHHAsS YTOMIISIEMOCTb,
MOTJIMBOCTb, 3BOH B yIIax.

Co cmoponbl UMMYHHOU CUCMeMbl. Yacmoma Heu3eecmHa. Peakuu TUIepuyBCTBUTEIbHOCTH,
BKJIFOYAs! CBIb, KPAMTMBHUILY, OJBIIIKY U aHTHOHEBPOTUYECKHUI OTEK, aHA(PIITAKCHSI.
Tcuxuueckue Hapywenus: wacmoma Heu3eecmua: CIYTaHHOCTb CO3HAHMS, NapaJoKCaJbHOE
BO30YyXKIeHHE (HAMpUMep, MOBBIIICHHAS DHEPTHS, Pa3IpakKUTEIbHOCTh, OecroKoicTBo). Jluia
MOXKUJIOTO BO3pacTa OoJyiee NPEapacloioXKeHbl K Pa3BUTHUIO CIIYTAHHOCTH CO3HAHUS WITU

napaj0KCaIbHOTO BO30YXKICHUSI.
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HEYCTOMYMBOCTb, TOJIOBOKPYXEHUE;, uacmoma Heu3éecmna: CYJOpPOTH, TOJOBHas Oob,
napacTe3nu, JUCKUHE3NUSI.

Co cmopombl 0peano 3penus: 4acmoma Heu3gecmua: HEYETKOE 3pCHUE.

Co cmoponvl cepoya: yacmoma Heuzéecmua. TaXUKapAus, OIIYIICHUE CepaIeOrneHus.

Co cmoponvl ObixamenvHOU CUCmeMbl, 0p2aHo8 2pyOHOU KIemKU U CpeooCmeHus: 4acmoma
Heu3gecmna. CrylieHHe OPOHXUAIBHOTO CEKPETa, 3aTPyIHEHHOE AbIXaHHUE, CBUCTSALIEE JbIXaHNUE,
3aJI0)KEHHOCTH HOCA.

Co cmoponbl dHceny0oyHO-KUuWe Ho20 mpakma.: 4acmo: CyXOCTb BO PTy / B ropie / B HOCY;
yacmoma Heuzéecmua. TUCHYHKIUS KTy JOYHO-KUIIEYHOTO TPAKTa, BKIIOYasi TOLUIHOTY, PBOTY.
Co cmoponbl onopno-osuzamenbHo20 annapama U COeOUHUMENbHOU MKAHU: Yacmoma
Heu36ecmHua. CyJOPOTH MBIIIII.

Co cmopoHbl nouek u Mouegbl8OOAWUX NYMel. 4acmoma Heu3eecmHa. 3aTPYAHEHUs INpU
MOYEHCITYCKaHNH, 3a/IeP’KKa MOYH.

Ecnu y Bac ommeuaiomca nobounvie d¢hgpexmoi, yKazauwvle 8 UHCMPYKYUU, UIU OHU
yeyeyonaiomes, unu Bul 3amemunu nobvie Opyeue noboumvie 3¢hghexmol, He YKA3aHHblE 8

UHCMPYKYUu, 6'0061{4141716 06 s5mom epavy.

Ilepeno3supoBka

Cumnmombi

VrHerenue wunum Bo30yxJeHHME (YHKIMM LEHTPAIbHOM HEPBHOM CHCTEMBl, COHJIMBOCTD,
pacimMpeHue 3padkoB, CYXOCTb BO pry, pacctpoiictBo ¢ynkuun XKT, aucnentuyeckue
pacctpoiictBa (M3Xora, TOIIHOTa, pBOTa, OOJMb B IKUBOTE), CIabOCTh, IIyM B yIIax,
pa3IpakUTENbHOCTh, B TSDKENBIX CIIydasiX — KpOBaBas pBOTA, MeJIEHA, HApYIIEHHWE CO3HAHUS,
CYZOpPOT'H U MOYeYHast HeA0CTATOUYHOCTb.

[lpr mono3peHHHM Ha TEpPeAO3WPOBKY Iperapara HeoOXOIUMO HEMEUIEHHO OOpaTHThCS 3a
BpayeOHOM MTOMOIIIBIO.

Jleuenue

[TatvenTy, NpUHSABIIEMY CIy4ailHO WIM HpPEJHAMEPEHHO OO0JbIIOEe KOJMWYECTBO Ipernapara
HOBEMA® HAMT, He06XOIMMO HPOMEITH KeTyIOK, TPHHATh AKTHBUPOBAHHBIA yroib H
MIPOBOJIUTH CHMITTOMAaTHUECKYIO TEPAIHIO: aHTaIlUIbl, OJ0KaTopel Ho-perentopoB, MHTHOUTOPHI
npoToHHOH nommsl. ['emonuanus Headekrusen. [lonaepxuBaroiiyie Mepbl BKIOYaOT KOHTPOJIb
apTepUaTbHOTO JIaBJICHUS, KUCIOPO/I, BBEIEHHE M1a3M0O3aMEIIAIONINX KHUIKOCTeH BHYTPUBEHHO.

Henb3s ucnonbs3oBaTh 3nuHEeQPUH U aHATETITUKH.
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Hanpoxkcen

[Ipu nedyeHun aHTUKOATYJISIHTAMU CJIEIYeT UMETh B BUY, YTO HAMPOKCEH MOXXET YBEIWYUBATH
Bpems kpoBoTeuenns. He ciexyer npumensts npenapat HOBEMA® HAWT oxHOBpeMeHHO ¢
aleTUICAIMIIMIOBOKH  KucioTtod, npyrumu HIIBII, Bkimrodas celeKTUBHBIE WHTHOUTOPHI
IIUKJIOOKCUTeHAa3bl-2 (BO3pacTaHWe pHCKa pa3BUTUs M000YHBIX 3(pdekron). Ilo naHHBIM
KJIHHUYeCcKOH (apMaKoIMHAMUKH, OJHOBPEeMEHHOEe TMPUMEHeHHe HAINpPOKCcCeHA |
AUETHJICATUIIIOBOM KMCJIOTHI 00Jiee 0OJJHOTO0 JHA MOKeT MHTHOMPOBATH JleiicTBHEe HU3KOM
A03bl AETHJICATMIHMIOBOI KHCI0THI HA AKTUBHOCTh TPOMOOLIUTOB, HHTHOMPOBAHHUE MOKET
COXPaHATHCHA B TeYeHHe HEeCKOJIbKMX JHeil mocje npekpamieHuss Tepanuu HANPOKCEHOM.
KinHu4veckoe 3HaueHHe 3TOr0 B3aNMO/1eiicTBHS HEU3BECTHO.

[TanueHTbl, OJHOBPEMEHHO MOJIYYArOUIME TUIAHTOMHBI, AHTHUKOATYJISHTbl WU JIpyrue
JIEKapCTBEHHBIE Tpernaparhbl, CBI3bIBAIONINECS B 3HAYUTEIHHOW CTENEHU C OelKaMu ILIa3Mbl
KpPOBH, JTOJDKHBI CIIEIUThH 3a MPU3HAKAMU MOTEHIUPOBAHUS IEUCTBUS WM TIEPEIO3UPOBKOM ITUX
[IpEnapaToB.

[Ipenapar HOBEMA® HAWT MoeT CHIKATh AHTUTUIIEPTEH3UBHOE JAEHCTBUE MTPONPAHOJIOA U
Ipyrux  OeTa-aJpeHOOIOKAaTOpOB, a TakKe MOXET YBEIMYMBATh PHUCK  IMOYECYHOU
HEJIOCTAaTOYHOCTH, CBSA3aHHOW C TMPHUMEHEHHEM HWHTHOMTOPOB aHTHOTCH3UHIIPEBPAIIAIONIETO
¢depmenta (AII®). HIIBII moryr ymeHbIIaTh MOYEroHHoO€ jelicTBue nuypeTukoB. [lox
JefiCTBIEM HaNpOKCeHa MHTHOUpYeTCs HaTpuilypeTudeckoe aericteue pypocemuaa. Juyperuku
MOTYT MOBBIIIATh puck HeppoTokcuuHocTH HIIBII.

NHrubupoBanue mMo4evyHoro KJIMpeHca JUTUS TPUBOJANUT K YBEIMUYCHUIO KOHIIEHTPAIUHU JIUTHUS B
iasme kposu. [Ipuem npobeHennga yBeanunBaeT KOHLIEHTPALIMIO HAIPOKCEHA B IJIa3Me KPOBHU.
[{UKIOCTIOPUH YBETUYMBAET PUCK PA3BUTHS IOUEYHON HETOCTATOUHOCTH.

HanpokceH 3aMeisieT 3KCKpEIUo MeToTpekcaTa, (PeHUTOUHA, CYIb(PaHUIaMUIO0B, YBETUINBAsT
PHUCK Pa3BUTHS UX TOKCHUECKOTO JICHCTBHS.

AHTanMIHBIE TIpemaparhl, COJAEp)KAIlMe MAarHUd ¢ aTIOMHUHUHN, YMEHBIIAIOT aOCOPOITHIo
HaIlPOKCEHaA.

MuenoTokCcu4YecKkrue JIEKapCTBEHHBIE CPEICTBA YCUJIIMBAIOT NPOSBICHHUS T'€MATOKCUYHOCTHU
npemnapara.

[To maHHBIM WCCleOBaHMI IN VItr0 OZHOBpPEMEHHOE NMPUMEHEHHE HANPOKCEHA W 3HIOBYIMHA
YBEJIUYMBAET KOHLEHTPALMIO 3UI0BYAMHA B IJ1a3M€ KPOBH.

OnHOBpeMeHHOE TPUMEHEHHE KOPTUKOCTEPOUIOB MOKET YBETUIUBATH PUCK 00OPA30BAHMUS S3BBI
unu kpooreueHus KKT.

HIIBII MmoryT ycunuBarh I€MCTBUE aHTUKOATYJITHTOB, TAKUX KaK BaphapuH.
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UHTUOMTOPOB OOpaTHOTO 3axBaTa CEPOTOHHMHA TMIOBBIIIAET PHUCK PA3BUTHS IKEITYJOYHO-
KHILIEYHOI'O0 KPOBOTECUEHHUS.

He pexomenayercs onnoBpemennbii mpueM HIIBIT B Teuenue 8-12 gHel mocne nmpuMeHEHHS
MupenpucToHa.

OnnoBpemennoe npumenenue HIIBII u Takponumyca moBsIIaeT puck HepPOTOKCHUHOCTH.

Jluchenzuopamun

JudenruipaMua MOXKET MOTECHIUPOBATh dPPEKTHI a1K020151 U Opy2UX 8euecms, YeHemaouux
yenmpanvhytlo Hepsuyio cucmemy (IL{HC). Kpome TOro, HacTOAIIMNA TMpenapaT MOXKET
NOTEHIMPOBaTh A(PGDEKTBl anmuxoaunepeuvyeckux npenapamos (TaKuX, KaK amponux W
HeKOmopble NCUXOMPONHbLE CPEOCMEa).

Hudenruapamun sBisercs uHruoutopom uzodepmenta CYP2D6 muroxpoma P450 medenw.
Takum 00pa3oM, CyIIECTBYeT BEpPOSTHOCTh pPAa3BUTHS B3aMMOJCICTBHII C mpenaparamu,
MeTa0oaruecKasi TpaHCPOpManus KOTOPHIX TIJIABHBIM 00pa3oM 3aBUCHUT OT HU30(epMeHTa
CYP2D6 (takmmm, Kak memonponon M eenaagaxcun). Cremyer m30eraTh OJIHOBPEMEHHOTO
MPUMEHEHUS C JIEKAPCTBEHHBIMU CPEJICTBAMU, IMPOBOIUPYIOIIMMH YJIMHEeHHEe uHTepBana QT
(manpumep, anmuapummuneckumu cpeocmeamu knacca |A u lll, HeKoTOpBIMU aumubuomuxamu,
NPOMUBOMANAPUTIHLIMU NPENnapamamil, Heuporenmukamu) UIu CIoCOOCTBYIOIUMU Pa3BUTHUIO
TUTIOKAJTUEMUH.

Hudenrunpamun cHmkaeT 3((OEKTHBHOCTh anomopguna, Kak PBOTHOTO JIEKAPCTBEHHOTO
CpEeIICTBA MPHU JCUSHUU OTPABICHUN.

Hneubumopor monoamunorkcuoazvl (MAQO) yCUNIMBAIOT AHTUXOJMHEPTHYECKYIO AKTHBHOCTH
TueHrnIpaMHuHa.

Ecnu Bovl npumenseme eviuienepeuucieHuvlie uiu opyaue J1eKkapCcmeeHHbvle npenapamol (8 mom
wucne  bGespeyenmypuvle),  neped  npumenenuem  npenapama  HOBEMA®  HAHUT

NPOKOHCYIbMUPYUMeCh ¢ 8PAYOM.

Oco0ble ykazanus

Hanpoxkcen

He npeBbimaiite 103, yka3aHHBIX B MHCTPYKIUU. J[JIsI CHUYKEHUS pUCKA PA3BUTHS HEXKENATETbHbBIX
spieanii co croponbl JKKT crnemyer wucmonb30BaTh MUHUMAIBHYIO J((OEKTUBHYIO 103y
MHUHUMAJIBHO BO3MOXHBIM KOPOTKUM KYPCOM.

Ecnu 601p 1 Muxopaaka COXpaHSIIOTCS WM CTAHOBSATCS CHIIbHEE, CIeNyeT 0OpaTUThCS K Bpady.

[TaiuenTam ¢ OpOHXHATBHOW acTMOHM, C HapYUIEHUSMH CBEPTHIBAEMOCTH KPOBH, a TaKXKe
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npenapata HOBEMA® HAUT cienyeT NpOKOHCYIETHPOBATBLCS C BPAuOM.

C 0OCTOpOXXKHOCTBIO ClIeAyeT Ha3HauyaTh IalMEHTaM C 3a00JI€BaHMSIMM INE€YEHH U IOYEUHOU
HEJOCTATOYHOCTHIO. Y MAlIUEHTOB C MOYEYHOU HETOCTATOUHOCThIO HEOOX0IMMO KOHTPOJIMPOBAThH
kiupeHnc kpeatuHuHa. [Ipu KK menee 30 mu/MuH npuMeHsITh HaIPOKCEH He pekoMeHyercs. [Ipu
XPOHMYECKOM aJIKOTOJIBHOM U JIPYTUX (hopMax HHUppo3a MEUYEHH KOHICHTPALUS HECBS3aHHOTO
HAIPOKCEHAa IOBBIIIAETCS, MMOATOMY TaKUM HAaIlMEHTaM PEKOMEHIYIOTCA OoJjiee HHM3KHE JO3BI.
[Tocne nByx Hemenb NPUMEHEHHUs IMpenapara HEOOXOAUM KOHTPOJb IOKazareneil (QyHKIuu
MEYECHU.

[TarmeHTaM MOKMIIOTO BO3pacTa TaKKe PEKOMEHIYIOTCSl 00Jiee HU3KUE JT03HI.

Cnenyet nzberath npueMa HalIpoOKCeHa B TeUeHHe 48 4acoB J10 XUPYPruuecKkoro BMeIaTeIbCTBa.
[Ipu HeoOxomuMmocTu ompeaeneHus: 17-KOPTUKOCTEPOHIOB Mpenapar cieayeT OTMEHUTh 3a
48 4acoB 710 HccleI0BaHNs. AHAIOTUYHO HAIIPOKCEH MOXKET OKAa3bIBaTh BIUSHUE HA ONPE/IEIICHNE
S-TUJIPOKCUMHJI0JIYKCYCHOM KUCIIOThI B MOYE.

[IpuMeHeHne HATPOKCEHa, KaK U APYTUX MPErapaToB, OJOKUPYIOIIUX CUHTE3 MPOCTarJaHInHOB,
MOJKET BIUATh Ha (EPTUIBLHOCTb, MOITOMY HE PEKOMEHIYETCS >KEHIIMHAM, UIAHUPYIOIIHM
OCpPEeMEHHOCTb.

Juenzuopamun

[Tpenapat MoxeT ycuiauBaTh 3QPEKThI aKOTrojIsl, IOITOMY B IEPUOJ] TEpANIUU CIEAyeT n30erarb
npuema ankorois. ComyTcTBYIOIlee NPUMEHEHUE IpernaparoB, OONAJaIOIIUX CeAaTUBHBIM
JNEHCTBUEM,  HANpUMEpP, TPAHKBUJIM3AaTOPOB, CHOTBOPHBIX, AHKCHOJIUTUKOB,  MOXET
CIOCOOCTBOBaTh HAPACTAHUIO BBIPAKEHHOCTH CEAATUBHOIO () (heKTa mpemnapara, Io3ToMy nepes
HayajJoM MnpueMa JudeHrnapaMuHa C MOJOOHBIMHM JIEKAPCTBEHHBIMHM CpEACTBAMM CIIETYET
00CYZIUTb 3TO C BPAUOM.

Crnenyer nzberaTb OJJHOBPEMEHHOT'O HCIOJIb30BaHUS C IMpernaparaMu aHTUTHCTAMUHHOTO psifa,
BKJIIOYas JIEKapCTBEHHbIE (POPMBI JIJIsl MECTHOTO IPUMEHEHHUS U JE€KapCTBEHHbIE Mpenaparbl OT
KallUIsl ¥ IPOCTY/IBL.

M cnonb30BaTh ¢ 0OCTOPOKHOCTHIO C IPOUUMHU MpenapaTaMu, 00J1aaloIuMH XOJIMHOIUTUYECKUMU
CBOWCTBaMH (Hampumep, aTpOIMHOM).

Tpebyer OCTOpPOXHOCTH TIPU HUCIHOJIB30BAaHWU Yy TOXWIBIX, IIOCKOJIbKY OHHM OoJee
IpeIpacloiokKeHbl K pa3BUTHIO MOO0YHBIX 3 dekToB. He cnenyer npuMeHATh mpenapar y JIHil
MIOKUJIOTO BO3pPAcTa B COCTOSIHUU CITyTaHHOTO CO3HAHUS.

MoskeT IpoBOLIMPOBATH COHIMBOCTb.

Crnenyer m30eraTb MCIOJB30BaHMS Yy MALMEHTOB C BPOXKJIEHHBIM CHHIPOMOM YJ/UIMHEHHOI'O

uHTepBaia QT uiau IpyruMu KIMHHYECKH 3HAYMMBIMH 3a001€BaHUSIMH ceplia (B YaCTHOCTH MPHU
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cepaia).

Crnenyer wu30eratb OJHOBPEMEHHOTO MPHUMEHEHHMS C JIGKAPCTBEHHBIMU  CPEJICTBAMH,
MPOBOLUPYIONIMMH YJ/UTMHEeHHEe nHTepBana QT (HanmpuMep, aHTHAPUTMHUYECKHE CPEJICTBA Kilacca
| u Ill, HEKOTOpBIE aHTUOUOTUKH, TPOTUBOMAIIIPUHHBIMY TIperapaTaMu, HEUPOICTITHKAMHU) WA
CHOCOOCTBYIOUIMMHU PA3BUTHIO THITOKAINEMHH.

Bo Bpems mpumeHnenus npenapara cieayeT u3berats yabTpapuoIeTOBOrO U3TyICHUS.

B cBs3u ¢ Tem, uyto audeHruapamMuH OKa3blBa€T IMPOTUBOPBOTHOE JEHCTBUE, 3TO MOKET
3aTPYIHATH JUArHOCTHUKY alIeHIUIUTa U PAclio3HaBaHWE CUMIITOMOB MEPEAO3UPOBKU IPYTHUMHU
JIEKapCTBEHHBIMH CPEJICTBAMHU.

Kaxas Tabnerka npernapata HOBEMA® HAUT conepxut npuGnusutensao 20 Mr vatpus. [pu
OTpaHUYEHUU MOTPEOICHHS COIH, ’TO HEOOXOUMO YUUTHIBATD.

[Tpu npoIOIKUTENILHOM MPUMEHEHUH Mpenapara Heo0X0 UM KOHTPOIIb Niepudepudeckoid KpoBU
U QYHKIIMOHATBHOTO COCTOSHHS TTEYCHHU.

[lpenmapat He cieayeT NpPUHUMATH BMECTE C JAPYTUMH TPOTUBOBOCHAIUTEIFHBIMU U

6OJ'IGYTOJ'I$II-OH_II/IMI/I nperaparaMu, 3a HCKIFOYCHUCM HazHA4YeHHH Bpaya.

Bunsinne Ha cocOOHOCTH YIPABJIATH TPAHCIOPTHBIMHU CPEJACTBAMH, MEXaHU3MAMM

IIpn nmpueme npenapara BO3MOKHO PAa3BUTHE HEXKEIATEIBHBIX PEAKIUN CO CTOPOHBI HEPBHOM
CUCTEMBI, B TOM YHUCJIE€ COHJIMBOCTb, CHMJKEHHME CKOPOCTHU IICUXOMOTOPHOM pEakLuH,
TOJIOBOKPY)KEHHE M HapymieHue 3peHus (cMm. pasgen «IloGouHoe npelcTBHE»), UYTO MOXKET
OTPULIATENIHO MOBIHUATH Ha CIIOCOOHOCTD YIPABJIATh TPAHCIOPTHBIMU CPEJICTBAMU U Ha 3aHATHS
JPYTMMH TOTEHIHAIBbHO ONAaCHBIMM BUJAAMH JI€ATEIbHOCTH, TPEOYIOIMMHU IOBBIILIEHHON
KOHIIEHTPALUX BHUMAHUS U OBICTPOTHI ICUXOMOTOPHOM peaKIiH.

IIpu nosiBIEHUU ONMMCAHHBIX HEXENATENIbHBIX SBICHUMN CIENYET BO3AEP/KATHCS OT BBINIOIHEHUS

YKa3aHHBIX BUJOB JACATCIBHOCTH.

dopMa BbINTYCKa

TabneTKu, MOKPHITHIE MNIEHOYHOW 00071049K0#, 25 Mr + 220 mr.

[To 10 TabneTok B KOHTYpPHYIO SYEMKOBYIO YHNAKOBKY U3 IJICHKH MOJUBHUHWIXJIOPUAHON WK
menku [IBX/TIBJIX u ¢onbru anroMUHUEBOM MTEYaTHOM JIAKMPOBAHHOM.

| KOHTYpHYIO SYEMKOBYIO YIIAKOBKY BMECTE C MHCTPYKLHUEH MO MEIUIIMHCKOMY NPUMEHEHUIO

MMOMCIIAKOT B MMTAYKy M3 KapTOHA.
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(NOCNEQCBATENEHOCTES 0000)

YcaoBusi XxpaHeHust

XpaHuTh mpH TemnepaTtype He Bbiiie 25 °C B OpUTHHAIBHOM yIakoBKe (KOHTypHas sueiiKoBas
yIIaKOBKA B IIAUKeE).

XpaHUTh B HEAOCTYITHOM JIJIsl IETEH MECTE.

Cpok rognoctu
2 roxa.

He IIPHUMCEHATH 110 HCTCYCHUHU CpOKa 'OAHOCTH.

YcaoBus ornycka

OtnyckatoT 0e3 perenra.

Jlep:kaTeib PerucTPAHOHHOTO YI10CTOBEPEHHUSs
Axmroneproe oomiectBo "Otucudapm [Ipo" (AO "Otucudapm [Ipo"), Poccus,
238315, Kannnunrpazackas 00i1., M.o. 3eneHorpajackuii, tep. Maaycrpuanbusiii napk Xpadbposo,

yi1. HoBaropos, 1. 6, k. 1

Opranu3anusi, NPUHAMAIONIAS TPEeTEeH3UN MOTPeduTe e
Axrmonepnoe obmrectso "Otucudapm” (AO "Otucudapm"), Poccus,
123112, r. Mockga, yi. TectoBckas, a. 10, 31. 12, nom. II, kom. 29
Temn.: +7 (800) 775-98-19, ®axkc: +7 (495) 221-18-02,

www.otcpharm.ru

IIpousBoauTenn

npu npoussodcmee npenapama na OAO "Papmcmanoapm-Jlexcpedcmea", Poccus ykazviearom:
OTtkpeiToe akimoHepHoe obmectBo "dapmcrannapt-Jlekcpencrna"

(OAO "dapmcrangapt-Jlekcpencrra"), Poccus,

Kypckas o6, r. Kypck, yn. 2-s1 Arperarnas, 1a/18, Ten./dakc: (4712) 34-03-13,

www.pharmstd.ru

unu npu npoussoocmee npenapama Ha AO "Omucughapm Ilpo", Poccus ykasviearom:
Axmuoneproe obmectBo  "Otucudapm IIpo" (AO "Orucudapm Ilpo"), Poccus,
Kanununrpaackas 0611., MyHHIIUIATBHBIA OKPYT 3eleHOrpacKkuii, Tep. MHIyCcTpHalbHBIN MapK

Xpabposo, yia. HoBatopos, 1. 6, k. 1
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