l,
| MHH3IPAB POCCHY \
180
MMWHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUCKON ®EJIEPALINN
1 COTJACOBAHO X

MHCTPYKIMA
10 MEMIIHHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOTO TIpenapaTa

IMUPAJITUH

(TOpl"OBOC HauMEHOBAHHE JICKApCTBECHHOT'O npenapa‘ra)

Ta0JeTKH

(nexapcTBeHHast popMa, 103MPOBKa)

PVII «benmeanpenaparsl», Pecriybiuka benapych

(HauMeHOBaHKe (PUPMBI IPOM3BOIUTENS, CTPAHA)

N3MEHEHME Ne 1

Jlata BHeceHHs M3MeHeHHsT « » 180522 20 r
Crapas peaakuus Hosas pexakuus

IIpoTuBONOKa3aHMs IIpoTnBonoOKa3aHus

— TIOBBIIICHHAS YyBCTBUTEIBHOCTD K | — TIOBBIIICHHASA qyBCTBUTEIBHOCTD K
KOMIIOHEHTaM Ipernapara; KOMITOHEHTaM IIpernapara,

— TspKeJIble HAPYIICHHs (YHKIMH EYEHH WK | — TsDKENble HapylieHus QYHKIMM TeYeHH
noyek (KK <30 mu/mun); wn nouek (KK < 30 mu/mMun);

— neUIHT ITOK030-6-hochaTaeruaporesassl; | — AeuipT IOK030-6-hocharaeruaporeHassr,

— sI3BEHHas 6oJe3Hb KeyaKa U | — s3BEHHas 00JIe3Hb KeJyIKa "
JIBEHAIIATUIIEPCTHOM KHUIIKK B  CTaJuH JIBEHA/IATUIICPCTHON KHIIKH B CTaIHU
o0oCTpeHus; o0ocTpenus;

— OpoHxocnasMm; — OpoHxocnasm;

— 3aBoyeBaHus KPOBH (COMPOBOXIAIOIIHECs | — 3a00jeBaHus KPOBH (COMPOBOXKIAIOMIHMECS
arpaHyJIOIUTO30M, TPOMOOITUTONIEHUEH arpaHyJIOLUTO30M, ~ TPOMOOIMTOIICHUCH;
HACJIEJICTBEHHAss TeMOJUTUYECKAss aHEMHs, HACJIEJCTBEHHAS TEMOJIUTHYECKAs aHEMHUS,
cBsI3aHHAas ¢ JAeQUIUTOM  TJIFOKO30-6- cBA3aHHAas ¢ JAeQUIMTOM TJIIOK030-6-
docdharaernaporenassl); docharaernporenassl);

— COCTOSIHUSA, COTIPOBOXK/IAIOIIUECS | — COCTOSHHA, COIPOBOKIAIOLIHECT
YIHETEHHEM JIbIXAHUS; YTHETEHUEM JIbIXaHHUS;

— IOBBINIEHHOE BHYTPHYEPENHOE MaBJICHHE, | — IOBBINCHHOE BHYTPHUYEPEIL
YeperHO-MO3roBast TpaBMa; YepeIHO-MO3r0Bast TPaB

— oCTphIif MH(ApPKT MHOKapja; HapyLICHHS | — OCTPbIH HH(APKT MHO
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Wzmenenune Ne 1 x Uacrpykiuu  C.2

Crapasi perakuust

HoBas pepakuus

CEepJIeYHOr0 PUTMa;

HOBBILIEHHOE apTEPUAIBHOE JIABIICHUE;
rJIaykoMa;

AJIKOT0JIHOE OIbSHEHHUE;

BBICOKas AKTHBHOCTb

nuroxpoma P450 (CYP2D6);

bepMeHTOB

JIeTCKU# Bo3pact 1o 18 net;
TsDKeJIbIe 3a00JIeBaHUS CEPIIIa;
MHOJKECTBEHHBIE TPaBMbI WM OOILIMpPHBIE

XHUPYpPrUYecKre BMEIIaTeIbCTRa.

3noynotpebieHue OIHOH/IaMH,
TPaHKBHJIN3ATOPAMH, CeIaTUBHBIMU
npernaparamMmy B aHaMHE3e;

nieYeHOYHAast OphUpHs;

NOJHOE WM  HEMOJHOE  COYeTaHue

OpOHXHAJIBHOW aCTMBI, PELUIUBHPYIOIIETO
MIOJTMII03a HOCA U OKOJIOHOCOBBIX Ma3yX H
HeTepeHOCUMOCTH aIle TUICATHIIUIOBOH

KHUCJIOTBI  HJIH

JApPyrux  HECTCPOHJIHBIX

IPOTUBOBOCHAIUTEIIBHBIX ITPETIApATOB.

6€peMeHHOCTb )54 nepuona rpyaHoro

BCKapMJIMBaHU:I.

_ BCKapMJIBaHHs.

CepACYHOTO PUTMA;

MOBBIIIEHHOE apTEPHATIBHOE JIABJICHUE;
riIaykoma;

QJIKOTOJILHOE OIIbSIHEHUE;

BBICOKas AKTHBHOCTD

mutoxpoma P450 (CYP2D6);

(bepMeHTOB

NeTCKU# Bo3pact 10 12 ner;
JIETH M TIOJPOCTKU B Bo3pacte oT 12 1o 18
JeT INpU HAIMYUHM T1aTOJOTHH OPraHoB
(nampumep,

JIBIXaHHS OpoHXHuaNbHAs

actma " Apyrue

XPOHHYECKHE
3a00JIeBaHuUs JbIXATEIbHBIX MYyTEH), mociie
MIEPEHECEHHON  TOH3WUIIKTOMHU  W/HIIH
aJICHOUIPKTOMHHU e HapyIIeHHeM

pecnpatopHoil  QyHKUMH,  BKJIHOYas
HEHPOMBIIIIEUHbIC HAPYIICHUS;
TsDKeIbIe 3a00JIeBaHUS CEPLIA;
MHOYKECTBEHHBIE TPaBMbl WM OOIIUpPHBIE

XUPYPruvdeCKue BMEIIATC/IbLCTBA.

370ynoTpediaeHune OINUOU/IAMH,
TPaHKBUJIN3aTOPaMH, CelaTUBHBIMH
npernapatamMy B aHaMHE3€;

nie4eHOYHast TOphHUpHs;

MOJIHOE WM  HEMOJHOE  COYEeTaHHUE

OpOHXHMAJIBHOM aCTMBI, PEIMIUBUPYIOIIETO
MIOJIMII032 HOC2 U OKOJIOHOCOBBIX Ia3yX H
HETIEPEHOCUMOCTH Al TUICATUIIUTIOBOM
KACJIOTBl HMJIM  JIPYTUX HECTEPOUIHBIX
IPOTHBOBOCTIAIUTENILHBIX MIPEMIAPATOB.

OEpeMEHHOCTh M [EPUOJ  TPYTHOTO

3aMecTUTENh FeHePALHOTO TUPEKTOPa

10 HHHOBAITHOHHOMY Pa3BUTHIO

s
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