OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Hanresun dopte, 550 Mr, TabneTku, MOKPHITHIC IFICHOYHON 000710YKOM

2. KAUECTBEHHBIN 1 KOJIMUECTBEHHBINA COCTAB

JleficTBy1O1II€€ BEIIECTBO: HAIIPOKCEH.

Kaxxnas Tabnerka comepxut 550 Mr HanmpoKceHa HaTPHs.

BcnoMmorarenbHbIe BCIICCTBA, HATMYMUEC KOTOPBIX HAJA0 YUYHUTBIBATH B COCTAaBC€ JICKAPCTBCHHOI'O

npenapara: HaTpuid (cMm. pazzaen 4.4.).

[TonHbIi TepedeHb BCIIOMOTaTENbHBIX BEIIECTB MPHBEIEH B pa3zaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTK, MOKPHITHIC TNICHOYHOU 000JI0YKOM.

OBasibHbIE JIBOSIKOBBIMYKJIbIE TAOJETKH C PUCKOM HA OJHON CTOPOHE, MOKPBITHIE IJIEHOYHOMN

000JIOUKOH CHHETO I[BETA.

Buja Ha nznome: mepoxoBaTasa Macca oeoro OBETa C IUIEHOYHOM 000JI0YKON CHHETO OBECTA.

4. KNIMHUYECKUE JAHHBIE

4.1. IToxa3zaHusi K NPUMEHEHUIO

ITpenapat nokasaH K NPUMEHEHUIO y B3POCIbIX U AETEH B BO3pacTe OT 16 JerT.

3aboneBaHus OIIOPHO-IBUTATEILHOTO amrmapara (peBMaTOUTHBIH apTpHT,
IICOPUATUYECKUH, IOBEHWJIBHBIH ~ XPOHMYECKHH apTpur, AHKWJIO3UPYIOIINI
cnonamnoapTput (Oone3Hs bextepeBa), mMomarpuvecKuil apTPUT, PEBMATHUYECKOE
NopakeHNe MATKUX TKaHeH, ocTeoapTpo3 nepupepruIeckux CyCTaBOB U TTO3BOHOYHHKA, B
TOM YHCJI€ C PAAUKYJISIPHBIM CUHJIPOMOM, TEHJIOBarMHUT, OYPCHT).

BoneBoit cuHapom cnaboil WM yMEpEHHOH CTENEHH BBIPAKEHHOCTH: HEBpAITHs,
OCCANITHs, MHUAITHs, JIOMOOHMIIMAITHS, IOCTTpaBMaTHUECKUl O0JIeBOM cHHApPOM
(pacTspkeHHs W ymuOBI),  COMPOBOXKIAIONIMKCSA  BOCHAJeHHWeM, 0OJdb B
TIOCJIEOTIEPAIIHIOHHOM TIepro/ie (B TPAaBMATOJIOTHH, OPTOTIETUH, THHEKOJIOTHH, YETFOCTHO-
JMIIEBO XHWPYpPIUM), TOJNOBHAs 0OJb, MHUTPEHb, albrOJUCMEHOpEs, aTHEKCHUT, 3yOHas
601b.

B cocraBe xommiekcHOW Tepanuu MH(EKIMOHHO-BOCTIAIUTEIbHBIX 3a00JIeBaHUH yXa,
ropJia, Hoca ¢ BBIPAKEHHBIM 0OJIEBBIM CHHIPOMOM ((papHHTUT, TOH3UIITUT, OTUT).

JInxopaaouHbIi CHHAPOM MPHU KIIPOCTYAHBIX» U UH(PEKIIMOHHBIX 3a00JI€BaHUSX.



[Ipenapar Hanresun ¢opre npumeHsieTcs: Al CUMITOMATUYECKON Tepanuu (A1 yMEHbIIEHUs
0071, BOCHAJIEHUS W CHMI)KEHHUS IIOBBIIIEHHON TEMIIEpaTypbl Tejld) U Ha IPOrpEeCCUPOBAaHUE
OCHOBHOTO 3a00JICBaHUS HE BIUSET.

4.2. Pe:kum 103MPOBAHUSA U CIIOCO0 MPUMEHEHU s

PexxuM 1o3upoBaHus

Bspocnvie

OObI4HO CyTOUHAs 103a, IpUMEHseMas sl obaeryenus: 6onu, cocrapisier 1-2 tabnerku (550—
1100 wmr).

[Ipr oyeHb CUIIBHBIX OONSAX W OTCYTCTBUU B aHaMHE3€ JKEIyJOYHO-KHUIIEYHbIX 3a00JIeBaHHM
Bpau MOJKET YBEIMYUTh CYTOYHYIO 103y A0 3 Tabimerok (1650 mMr), Ho He Oosiee uyeM Ha
2 HeJleNH.

[Ipu nmpumenenuu mnpenapara Hanresun ¢opre B KkadyecTBe >KapONOHMIKAIOIIEIO CpPEICTBA
HavanbpHas J103a coctaBisier 1 tabnerky (550 mr), nanee mpuHUMaeTcs Mo Y2 Tabnetku (275 mr)
Kax/ple 6—8 9acos.

Jns mpeaynpexaeHus: MPUCTYOB MUTPEHH pekomeHayercst 1 tabnetka (550 mr) nBa pasza B
neHb. OpHako Jie4eHUe JOJDKHO OBITh NPEKpalleHO, €CId YacToTa, HHTEHCUBHOCTh MU
JUINTEJIBHOCTh TPUCTYIIOB MUTPEHHM HE yMEHbLIaioTcsd B TeueHue 4—6 Henenb. [Ipu mepBbIx
IpU3HAKaX MHUIPEHO3HOro mpuctyna Bel gomkHbl npuHATh 172 Tabnetku (825 mr), a npu
HeoOxonumocTH emre 2—1 tabnetky (275-550 mr) coycerst 30 MUHYT.

Jlns o0nerdeHust MEHCTpyallbHBIX OoJiel U cra3MoB, 0oJiel rmocie BBEIEHUS BHYTPUMATOYHBIX
cnupaiet (BMC) u J1pyrux TUHEKOJOTHYecKuX Oosiel (aJHEKCUT, poJbl B KadyecTBe
AHAITBT€3UPYIOMIETO M TOKOJUTHUYECKOTO CPEJICTBA) PEKOMEH/IyeTCs Ha3HaYeHWEe Mpernapara B
HavyaJIbHOU J103€, cocTamistomen 1 Tabmerky (550 mr), nanee mo %2 Tabnetku (275 Mr) xaxabie
6-8 vacos.

[Tpu octpom mpucTyne moaarpbl HadadbHas ja03a cocTasiseT 1% tabnerku (825 mr), nanee
1 Tabnetka (550 mMr) cmycts 8 yacoB, a 3areM Y2 TabneTku (275 Mr) kaxasle & 4acoB [0
NpeKpaIIeHus MPUCTYTIA.

[Tpu peBMaTOMIHBIX 3a00J€BaHUAX (PEBMATOUIHBIN apTPUT, OCTEOAPTPUT U AHKUIO3UPYIOMIUN
CHOHAMINT) OOBIYHO HayalbHas J03a npenapara cocraiser -2 tabnerku (550-1100 mr) asa
pa3a B JcHb (yTpoM W BedepoM). HadanpHas cyTodHas no3a, coctaBisromas 1Y5—3 tabieTku
(825-1650 mr), pekoMeHIyeTCs MalieHTaM ¢ BBIPAKEHHOW HOYHOM OOJIBIO W/WITH BBIPAKCHHOM
YTpEHHEW CKOBAaHHOCTbHIO, MALIMEHTaM, IIEPEBOIMMBIM Ha JICUEHUE HAIPOKCEHOM C BBICOKHX 103
JIPYTHX HECTCPOUIHBIX IMPOTHBOBOCHANMTENbHBIX mpenaparoB (HIIBII), u nammeHtam, y
KOTOPBIX OO0JIb sBIsETCS BeAyIIMM cUMOTOMOM. OOBIYHO CyTOYHAas [J03a COCTaBiseT |-

2 tabnetku (550-1100 mr), mpuHUMaeMble B JBa IpUEMa.



VYTpeHHss U BedepHsisl 1036l MOTYT ObITh HeOAMHAKOBbIMU. C cornacus Jiedamiero Bpaya Bsl
MOYKET€ U3MEHATh MX B 3aBUCUMOCTH OT MpEOoOJIafaHuss CUMIITOMOB, T. €. HOYHOW 00nM n/mim
YTPEHHEN CKOBAaHHOCTH.
JUis CHUXKEHMs PUCKA Pa3BUTHUS HEXeNATeJIbHbIX PEAKIMA CO CTOPOHBI JKEITyA0YHO-KHILIEYHOTO
tpakta (OKKT) crnegyer mnNpuMeHsATh MHHUMAIbHYI S(GQCKTUBHYIO 03y MUHHMAIbHO
BO3MOKHBIM KOPOTKHUM KYpPCOM.
Ecnu y marrenTa coszgactes Brieyatienue, yTo 3¢ dekrt mpenapara 0O4eHb CUIIbHBIA UIIH cIa0blid,
eMy cllelyeT cOOOIUTh 00 ITOM JieqalleMy Bpady WM paOOTHUKY alTeKH.

eTu
Jemu om 16 nem u cmapue
PexuM 103upoBaHuUs aHATOTHYECH PEKUMY JO3UPOBAHUS [T B3POCIIBIX.
Ilemu 0o 16 1em
[Tpenapat Hanresun ¢opte nmpoTHBOIIOKa3aH sl IPUMEHEHUs y aeTei 10 16 jer.

Cnoco0 npuMeHeHus

BryTps.
4.3. [IpoTuBONOKA3aHUS

e ['WIepYyBCTBUTENBHOCTh K HAIPOKCEHY M (WJIM) K JIIOOOMY M3 BCIIOMOIaTElbHBIX
BEIIECTB, IEPEUUCIICHHBIX B pa3nene 6.1.

e [lomHoe WK HEMoJIHOE coyeTaHue OPOHXUATBHOM acTMbl, PEIMIMBUPYIOIIETO MOJUII03a
HOCa WJIM OKOJIOHOCOBBIX MMa3yX M HEMEPEHOCHMOCTH aleTUJICATHIMIOBOM KUCIOTHI U
npyrux HIIBII (B ToMm uncie B aHaMHe3e).

e [lepuon mocie mpoBeIeHUS A0PTOKOPOHAPHOTO IITYHTHPOBAHHUS.

e  DpO3HWBHO-SI3BEHHBIC M3MEHEHHSI CIM3MCTON KeNyIKa WM JBEHAAIATUIIEPCTHON KHIIKH,
aKTHUBHOE JKETy0YHO-KHILIEYHOE KPOBOTEUCHHE.

e BocnanutenpHble 3a0oneBaHMs KUIIEYHUKA (HecHeUM(PUUECKUH SI3BEHHBIM KOJUT,
6one3np Kpona) B (paze obocTpenus.

e T'emoduus u qpyrue HapyIICHUS] CBEPTHIBAEMOCTH KPOBH.

e IlepeOpoBackyisipHOE KPOBOTCUCHHE WIIM UHBIE KPOBOTEUYCHUSI.

e JleKOMIEHCUPOBaHHAs cepievHasi HeJOCTaTOYHOCTb.

e BripaxeHHas neyeHOYHas HEIOCTaTOYHOCTh UM aKTUBHOE 3a00JI€BaHUE TTEYCHU.

e BrpaxenHas noyeuHas HenocTtaToyHocTh (knmupeHc kpeatnHuHa (KK) wmenee
30 MuI/MHH), TIPOTPECCUPYIOIIHE 3a00JIEBaHUS ITOYCK, TTOATBEPIKICHHAS THITCPKATHCMHSL.

e bepeMeHHOCTb, IEPUOA IPYAHOIO BCKapMIMBaHUs (cM. paszzien 4.6.).

e Jletu 1 mOJAPOCTKH B Bo3pacte 110 16 jer.



4.4. OcoOble yka3aHHus U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHHU U

C 0CTOPOKHOCTBLIO

Nmemuueckass 00ie3Hb cepima, HepeOpoBacKyssipHbIe 3a00JIeBaHUs, 3aCTOMHAs cepaedHast
HEI0CTaTOYHOCTh,  JAMCIMIUIEMUS/TUNICPINIIUAEMUs, caXapHbli  auaber, 3aboseBaHUs
nepudepudecKux apTepuil, KypeHue, Hapymenwe ¢yHkmun moudek (KK 30-60 wmur/mun),
aHAMHECTHYECKHE JaHHbIE O pa3BUTHU s3BeHHOro mnopaxenus JKKT, nammume wundexkunun
Helicobacter pylori, mpumeHeHHe y TMAaIlMEHTOB MOXWJIOTO BO3pacTa, CHUCTEMHAs KpacHas
BOJYaHKA MWJIM CMEUIaHHble 3a0oyieBaHUs coeAMHUTeNbHOW TkaHu (cunapom Illapma),
muntensHoe npuMeHeHue HIIBII, wacroe ymoTpeGieHHMe alKoross, TsDKENble COMAaTHYECKHE
3a00JIeBaHUs, COIYTCTBYIOLIAs Tepamusl CICAYIOLIMMHU [penapataMy: aHTHUKOAryJISHTBI
(mampumep,  BapdapuH), aHTHArperaHTel (HampuMmep, AaLETWICAIMLMIOBAas  KUCIOTa,
KJIOMUAOTPEeNl), NepopalibHble TIFOKOKOPTUKOWABI (Hampumep, HPEeJHU30JI0H), CEICKTUBHbIC
UHTUOUTOpPHl OOpaTHOrO 3axBaTa CEpPOTOHMHA (HampuMmep, LUTalonpaM, (BIyoKCeTHH,
MAPOKCETUH, CEPTPAITHH).

He cnenyer mpeBblliaTh 103bl, yKa3aHHblE B MHCTPYKUMH. [l CHUKEHHSI pUCKAa pa3BUTHUS
HeXenarenbHblX peakuuii co crtopoHsl JKKT crnenyer ucnosnb3oBaTh  MUHUMAIBHYIO
3¢ (EeKTUBHYIO 7103y MUHUMAJIbHO BO3MOKHBIM KOPOTKUM KYPCOM.

Ecnu 601p 1 1MX0pajiKka COXpaHSIOTCS WM CTAHOBSITCS CHIIbHEE, TAIIUEHTY CJIEeIyeT 00paTuThCs
K Bpauy.

[TaenTam ¢ OpOHXHMATbHONM acTMOM, C HapyIICHUSIMH CBEPTHIBAEMOCTH KpPOBH, a TaKkKe
NAlUEHTaM € TMIIEPYyBCTBUTEIBHOCTBIO K JPYTMM aHAJIbIETHKaM IEpe] MPUEMOM Ipernapara
Hanresun ¢opte cienyeTr npoKoHCYJIbTHPOBATHCS C BPAuOM.

C 0CTOPOXXHOCTBIO ClIeAyeT Ha3HauaTh IMalMEeHTaM C 3a00JI€BaHMSMH TMEYEHW M MOYEYHOMH
HE/IOCTaTOYHOCThIO. Y  NAallMeHTOB €  MOYEYHOW  HEJIOCTaTOYHOCThIO  HEOOXOJIUMO
koHTpoaupoBath KK. IIpu KK menee 30 Ma/MUH MpUMEHATh HAITPOKCEH MPOTUBONOKazaHo. [Ipu
XPOHUYECKOM aJIKOTOJIBHOM M JApyrux (Gopmax HUppo3a NMEUYEeHHW KOHIIEHTPAIUs HECBA3aHHOIO
HAIPOKCEHa IOBBIIIAETCS, TO3TOMY TaKMM MallMeHTaM pPEKOMEHAYIOTCs OoJjiee HU3KHE O3Bl
[Tocne nByX Henenb NMPUMEHEHMs Ipernapara HEOOXOIMM KOHTPOJb IOKazaTesed (QyHKIuu
MIEYEHH.

[Ipemapar  Hanresun  ¢opre  He  ciexyer  HOpPUHMMATh  BMECTe€ € JIPYTUMHU
IIPOTUBOBOCTIATIUTENILHBIMA U OOJIEYTOJSIONIMMH TpenapaTaMy, 3a UCKIIIOUEHHUEM Ha3HaueHUM
Bpauya.

[TanmeHTaM MOKMIIOTO BO3pacTa TaKkKe PEKOMEHIYIOTCs Oosiee HU3KUE JT03bI.

Cnenyer wu3beraTh TmpueMa HanpoKceHa B TedueHHe 48 4acoB 7O XHPYPTrUUECKOTO

BMemaTeabcTBa. [Ipn HeoOXxoaumocT omnpenenacHus 17-KOPTUKOCTEPOUIOB MpernapaT ClaeayeT
4



OTMEHHTH 3a 48 4acoB J0 MCCIICAOBaHUS. AHAIOTMYHO HAIPOKCEH MOXKET OKa3bIBaTh BIIMSHUE
Ha OIpENICTICHUE S-TUIPOKCUUHIOTYKCYCHOM KUCIIOTHI B MOYE.

[TprMmeHeHrne HaTPOKCEHa, KaK U JIPYTUX MpenaparoB, OJOKUPYIONIUX CUHTE3 MPOCTATrJIaHANHOB,
MOXET BIUSATh HAa (DEPTUIBHOCTH, MOITOMY HE PEKOMEHIYETCS JKCHIMUHAM, IUIAHUPYIOIIAM
OEpPEMEHHOCTb.

BcrnioMmorarensHble BEIECTBA

Hampuu

Kaxxnas tabnerka npenapata Hanresun ¢opre comepxut npubdauzutenbHo S0 Mr Hatpus. ITo
HEOOXOIUMO YUUTHIBATh MPU OTPAHUYCHHUH MTOTPEOJICHUS COIIH.

4.5. B3amMmopeiicTBMe ¢ IPYTHMH JIEKAPCTBEHHBIMHM MpenapaTtaMH H JApyrue BHIbI
B3aMMOJEHCTBUA

[Ipu nedyeHnn aHTHKOATYJISHTAMU CIEAYET UMETh B BUIY, UTO HAIPOKCEH MOKET YBEIUYUBAThH
Bpemsi kpoBoTeueHusi. He crnenyer mpumensars npenapar Hanresun ¢opre oIHOBpeMEHHO ¢
aleTUICATNIMIOBOH Kucmoroi, npyrumu HIIBII, Bkirouas cenekruBHbie HHrHOUTOPH L{OI-2
(Bo3pacTanme pucka pa3BUTHS MOOOYHBIX 3PdekroB). I[lo maHHBIM  KIMHHUYECKOH
dbapmMakoIUHAMUKNA OJTHOBPEMEHHOE NMPUMEHEHHE HAIPOKCeHa U aleTHIICATHIINIOBOM KHCIOTHI
0osee OTHOTO JHS MOXKET MHTUOMPOBATh JACHCTBHE HU3KOM O3Bl alleTUIICATTUIIUIOBON KU CIIOTHI
Ha aKTUBHOCTb TPOMOOIIMTOB; NHIMOUPOBAHUE MOXKET COXPAHSTHCS B TEUEHUE HECKOJIbKUX JHEN
nocjie MpeKpalleHusl Tepanuu HarnpokceHoM. KimHudeckoe 3Hau€HHe 3TOro B3auMOJIEHCTBUS
HEU3BECTHO.

[TarueHTs, OJHOBPEMEHHO IMOJIYYAIOIIME TUAAHTOMHBI, AHTUKOATyJSIHTBI WM JApYyTHE
JIEKapCTBEHHBIE Tpenaparbl, CBSI3bIBAIOUIMECS B 3HAYMTEIBHOW CTENEHU C OelKaMHu IUIa3Mbl
KpPOBH, JIOJKHBI CJIEANTD 3@ IPU3HAKAMU NOTEHUIUPOBAHUS IEHCTBUS WM NEPETO3UPOBKON ITHX
IIPENapaToB.

[Tpenapat Hanresun ¢opre MOXeT CHWXaTh aHTUTUIIEPTEH3UBHOE JIeHiCTBHE MPOIpaHOoJoia U
Ipyrux OeTa-aJpeHOoOJOKAaTOPOB, a TaKKe MOXKET YBEIMYMBATh PHUCK PA3BUTUSA IOYEUHOM
HEJOCTATOYHOCTH, CBA3AHHOMW C MPUMEHEHHMEM HHTUOMTOPOB AHTMOTEH3MHIIPEBPAIIAIOIIErO
depmenta (AIID).

HIIBII mMoryT yMeHbIIaTb MOYETOHHOE IEHCTBHE AUYpeTUKOB. Iloj neicTBHEM HAIlpOKCEHA
MHTHOUpYyeTCsl HaTpuilypeTrueckoe eicTBue gpypoceMuaa. JnypeTrukyn MOryT HOBBIIIATh PUCK
Hedpotokcuunoctu HIIBII.

WNHrubupoBaHue MoyeyHoro KiIupeHca JIMTHS MPUBOAUT K YBEJIIMYECHUIO KOHLEHTPALMH JINTHS B
I1a3Me KPOBH.

[Tpuem npoOeHenaa yBeInYMBaeT KOHIIEHTPAIIMIO HAIPOKCEHA B MJIa3Me KPOBH.

[{ukoCTIOpUH yBEIMYUBAET PUCK PA3BUTHUS TOUYEYHON HETOCTATOYHOCTH.



Hanpokcen 3aMeisieT 3KCKpeuio MeToTpekcara, GeHUTOrHaA, Cylb(paHUIaMUI0B, YBEIUYUBas
TEM CaMbIM PUCK Pa3BUTHSI UX TOKCUYECKOTO JIEHCTBUS.

AHTanMOHBIE TIperaparthbl, COAEp)KAlle MarHuid W aIIOMHUHUM, yMEHbIIalT abcopOuuio
HaIIPOKCEHaA.

MuenoTokCcu4ecKue JEKapCTBEHHBIE CpPEJICTBA YCHUJIMBAKOT NPOSABICHHUS T'€MATOKCUYHOCTHU
npenapara.

[To maHHBIM WccienoBaHuUi IN VItrO0 OJZHOBpEMEHHOE MPUMEHEHHE HAlPOKCEHA M 3UIOBYAMHA
YBEIMYMBAET KOHLUEHTPALUIO 3U10BY/IMHA B IIJIa3M€ KPOBH.

OnHoBpeMeHHOE MPUMEHEHNE KOPTUKOCTEPOUIOB MOXKET YBEITUUUBATh PUCK OOPA30BaHUS S3BbI
unu kposoreueHns JKKT.

HIIBII moryT ycunuBaTh 1eliCTBUE aHTUKOATyJISHTOB, TAKMX Kak BaphapuH.

OnHoBpeMeHHOE PUMEHEHNE HAMPOKCEHa U aHTUTPOMOOIIMTAPHBIX MPENapaToB, CEIEKTUBHBIX
MHTHOUTOPOB OOpaTHOTO 3axBaTa CEPOTOHHMHA TIOBBIIIAET PHCK Pa3BUTHS >KEITyJOYHO-
KHILIEYHOI'O0 KPOBOTEUYEHHUS.

He pexomennayercs onnoBpemennbiii nmpuem HIIBIT B Teuenue 8-12 anHeit mocie nmpuMeHEHUs
MupenpucToHa.

OpnnoBpemennoe npumenenue HIIBIT u Takposinmyca noBblaeT puck HepOTOKCHUHOCTH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JAKTALMS

[Ipenapar Hanre3un ¢opre mnpoTuBonoka3zaH mnpu OEpEeMEHHOCTH M B MEPUOJ TPYIHOrO
BCKapMIIMBaHUSI.

He cnenyer npumensite HIIBII sxennnam ¢ 20-i Hegenu 6epeMEeHHOCTH B CBS3H C BOZMOKHBIM
PUCKOM pa3BUTHSI MaJOBOJMS W/WIM NATOJIOTHMM IOYEK Yy HOBOPOXACHHBIX (HEOHaTalbHas
noyeqHast TUCHYHKIHSA).

4.7. Bausinue Ha CHOCOOHOCTH YNPABJAATHL TPAHCHOPTHBIMH CPeICTBAMH H PadoTarh ¢
MeXaHHU3MaMH

Hanpokcen 3amennsieT CKOpPOCTh peakUWyd Yy TMalUeHTOB. JTO CIEAyeT YYHUTHIBaTh IpU
yOpaBJI€HUU TPAHCIOPTHBIMU CPEICTBAMHU, MEXaHW3MaMH M BBIIOJIHEHUHU 3a/ad, TPeOYIOLIUX
MOBBIIEHHOTO BHUMAHUSI.

4.8. HexkenarejibHbIE peaKUNU

Pesrome mpodmnsg 6e30mmacHOCTH

HaunGonee wacto HaOmomanuce HexemarenbHble peakiiuu co ctopoHsl JKKT. BosmoxHO
pa3BUTHE MENTUYECKON A3BbI, IepPOopaIiyl WIH KeTyT0UHO-KUIIIEYHOTO KPOBOTEUCHHSI, HHOTAA
CO CMEPTEIIbHBIM UCXOJIOM, 0OCOOCHHO y MAI[MEHTOB MOKUIIOro Bo3pacta (cM. pasaen 4.4.).

Pe3roMe HexxenaTeabHbIX PEAKIINNI




Yactora BCTpeuyaeMOCTH OIpeaesieHa CIeAYIIHUM ob0pa3oM: odeHb 4vacto (= 1/10), wacto
(ot > 1/100 mo < 1/10), meuacto (ot > 1/1000 mo < 1/100), peako (ot > 1/10000 mo < 1/1000),
oueHb penko (< 1/10000), wHeusBecTHO (MCXOAS W3 HMCIOIIMXCS JAHHBIX YacTOTY
BO3HUKHOBCHHUS ONPEICIUTh HEBO3MOXKHO). B mpeaenax KaxIod Tpymmbl YacTOTHI
BCTPEUAEMOCTH HEXKENATeNbHBIC pPEaKIHH YyKa3aHbl B MOPSJKE YMEHBIIECHUS CEPhE3HOCTH.
HexenarenpHple peakiMud CrPYyNIUPOBAaHBI B COOTBETCTBUU C TIOPSAKOM HA OCHOBAaHUU
cucteMHO-opranHbix kiaccoB (COK).

Hapywenus co cmopoHbl Kposu u tum@amuseckoi cucmembl.

HEYaCTO — Y03MHODUIIHS, TPAHYIIOIUTONICHUS, JICHKONIEHUS, TPOMOOIIMTOTICHHSI.

Hapywenus co cmopoHbvl Hep8HOU cucmembl:

4acTO — roJIOBHAs 00JIb, BEPTHTO, TOJIOBOKPYKEHUE, COHJIMBOCTH;

HEYacTo — JCNpecCusi, HapyIICHHUE CHA, HEBO3MOXXHOCTh KOHIICHTPUPOBATHCS, OCCCOHHMIIA,
HEJIOMOTaHUe.

Hapywenus co cmoponwl opeana 3penus:

YaCcTO — HAPYIICHUE 3PCHHUS.

Hapywenus co cmoponbl opeana ciyxa u 1abupunma:

4acTo — IIYM B yIIaxX, HAPYIICHUE CITyXa;

HEYaCTO — CHIDKEHHUE CITyXa.

Hapywenus co cmoponul cepoya:

9acTO — OTEYHOCTh, OLIYIIIEHUE CepALICOneHUS;

HEYaCTO — 3aCTOWHAS Cep/IeuHas HeIOCTATOYHOCTb.

Hapywenus co cmopoHbl 0bixamenbHOU CUCeEMbL, OP2AHO8 2PYOHOU KILeMKU U CPEOOCEHUs:
94acTO — OJIBIIIIKA,

HEYacTO — Y03MHO(DUIIHHAS THEBMOHHUS.

JKenyoouno-kuweyHnvle napyulenus.

4acTo — 3armop, 00k B )KMUBOTE, TUCIIETICHUS, TOITHOTA, JUapes, CTOMaTUT, METCOPH3M;

HEYACTO — KeITyJI0YHO-KUIIIEUHOEe KPOBOTEUCHHE W/WiH Tiepdopainus xemyaka, KpoBaBas pBOTa,
MeJIeHa, PBOTA;

OYCHB PEJIKO — PEIMINB WM 000CTPEHHE I3BEHHOTO KOTMTa Win 6oyie3Hn KpoHna;

HEU3BECTHO — TaCTPHT.

Hapywenusa co cmoponuvl neuenu u scenueblo0AuUx nymel.

HEYaCTO — MOBBIIIEHHE CHIBOPOTOYHON aKTUBHOCTH «TIEYEHOYHBIX» (PEPMEHTOB, JKENTyXa.
Hapywenus co cmopoHbl Kodicu u NOOKONMCHBIX MKAHEU:

4acTO — KOXHBIHN 3y/1, KOXKHAS CBITb, SKXUMO3bI, TypIypa;

HEYacTOo — ayionernus, GoroaepmMaTossl;



OuUeHb peAKo — OyJule3Hble peakiuu, BKIovas cuHapoMm CrtuBeHca-/[>KOHCOHAa M TOKCHYECKUN
AMUAEPMAIIBHBIA HEKPOJIU3.

Hapywenus co cmopoHvl MbiuieyHoll, CKenemHuol U coeOUHUMenbHoU MKAHU:

HEYaCTO — MUAJITUS ¥ MbIIIEYHAs ClIaboCTh.

Hapywenus co cmoponvl nouek u Mouesbi800AUUX Nymel:

HEYacTo — TJIOMEpPYJIOHE(QpPHUT, TeMaTypHs, HHTEPCTULHAIbHBIA HedpHur, HeppoTHUeCKUl
CUH/POM, [TI0Y€YHAasi HEIOCTATOYHOCTb, I0YEYHBINA MATWJUIIPHBINA HEKPO3.

Obwue HapyweHus U peakyuu 8 Mecme 68e0eHUs:

4acTO — ’KaXk/1a, MOBBIILIEHHOE [TOTOOTAEIICHHUE;

HEYaCTO — peakUWHu THUIEPUYYBCTBUTEIBHOCTH, HApYLIEHHs] MEHCTPYaJbHOIO  ILIMKIIA,
runepTepmusi (03HOO U JIMXOPAJIKA).

IIpu tepanmuu HIIBII coo0manoch 0 TMOSBICHHMHM OTEKOB W CHMITOMOB CEpACYHOMN
HEJOCTATOYHOCTH, IMOBBIIIEHUU apTEPUATIBLHOTO AABJICHHUS.

KimHnueckue uccnenoBaHus M SIUAEMUOJIIOTMYECKUE JAHHBIE CBUIETEIBCTBYIOT O TOM, YTO
npumenenue HekoTopbsix HIIBII (ocoGeHHO BBICOKMX 103 M NPH JJIMTEIHHON TEparuu) MOXKET
OBITH CBA3aHO C HEOOJBIIMM YBEIMYECHHEM PUCKAa BO3HUKHOBEHUS apTepUATbHBIX TPOMOO30B
(nanpumep, HHGAPKT MUOKAP/Ia UIH UHCYJIBT).

HexenarennHbIie 3d)d)CKTI)I, IIPUYMHHO-CIICACTBECHHAA CBJIA3b KOTOPbLIX C TIPHUMCHCHHCM

HaITpOKCEHA HC YCTAHOBJICHA

Hapywenus co cmoponvl Kposu u aumg@amuyeckou cucmemyl. arlaCTUYECKas aHeMus,
TEMOJIMTUYECKAs. aHEMUS.

Hapywenusi co cmopoHbl HepeHOU cucmemvl: aCeNTHUYECKHMH MEHUHIUT, KOIHUTHBHAs
TUCHYHKIUS.

Hapywenus co cmoponvl Kod#CU U NOOKONCHbIX mMKaHel: MyIbTHU()OPMHAs 3pUTEMa, peaKIUH
(OTOUYBCTBUTEIIBHOCTH, OAOOHBIE MO3THEH KOXKHON mophUpuu 1 OyJIIIe3HOMY SIUAEPMOIN3Y,
KpanuBHUIIA.

Hapywenus co cmopoHbl cocy008: BaCKyJHT.

Obwue Hapywenus u peakyuu 6 mecme 66e0eHus: aHTUOHEBPOTUUECKUH OTEK, TUIEPIIINKEMHUS,
TUIIOTJIMKEMMUSL.

Ecnu manpeHT 3aMeTUT MoJ00HbBIE peakilM, eMy CIEeQyeT MPEeKpaTUTh MPUEM Ipernapara U 1o
BO3MO>KHOCTH OOpaTUTHCS Bpayy.

COO6H.ICHI/I$I 0 TOA03PEBACEMBIX HEXKECIATCIbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBACMBIX HEXKENATENbHBIX PEAKIHUAX TIOCIEe PETUCTPALUU
JIEKapCTBEHHOT'0 Tpernapara ¢ 1eabi0 00ecnedeHrs HeMPEePhIBHOIO MOHUTOPUHTA COOTHOIICHUS

«10Jb3a — PHUCK» JIEKaPCTBEHHOTO Mpemnapara. MeauIuHCKUM paOOTHHKAM DPEKOMEHIYeTcCs
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coo01aTe O JIIOOBIX MOJ03PEBACMbIX HEXKENATENbHBIX PEAKIUAX JEKapCTBEHHOI'O IMpernapara
Yyepe3 HallMOHAJIbHBIE CUCTEMBI COOOIIEHUS O HEKEIATEIbHBIX PEAKIMIX IOCY1apCTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccuiickasa ®@eoepayus

109012, r. MockBa, CriaBsiHCKasl TuIomniaip, 1. 4, ctp. 1

DenepanbHas ciryk0a 1o Haa30py B cdepe 3ApaBOOXpaHECHUS

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

Anpec 311, mouthl: pharm@roszdravnadzor.gov.ru

Be6-caiiT: www.roszdravnadzor.gov.ru

Pecnybnuxa benapyco

220037, r. Munck, ToBapurieckuii riep., 1. 2a

PecnyOnukanckoe yHutapHoe mnpenanpustue «LleHTp 9SkcmepTu3 W UCHBITAaHUH B
3/IpaBOOXPaHEHUN»

Ten.: + 375 (17) 2420029

Anpec 1. mouts: repl@rceth.by

Be6-caiit: www.rceth.by

Pecnybnuxa Kazaxcman

010000, paiion baiikonsip, r. Hyp-Cynran, yi. A. Umanosa, 1. 13, BIl «Hypcaynet 2»

PI'TI Ha [IXB «HanuoHanbHBIA LEHTP IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIULMHCKHUX
u3nenuit» KomuTera MeTUIIMHCKOTO U (apMaleBTUYECKOro KOHTpoisi MUHHUCTepCTBa
3apaBooxpaneHus Pecnyonuku Kazaxcran

Anpec 1. noutsl: farm@dari.kz

Be0-caiit: www.ndda.kz

Pecnyonuxa Apmenus

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

«Hay4dHBI LIEHTp SKCIEPTU3bl JIEKAPCTB W MEAMIIMHCKHX TEXHOJIOTMH MMEHM aKaJeMHuKa O.
["aGpuensiHay

Ten.: +374 60 83 00 73

Anpec 31. moutsl: admin@pharm.am; vigilance@pharm.am; letters@pharm.am

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

Keipevizckas Pecnybauka

720044, Yyiickas obnacts, r. bumikek, yin. 3-s1 Jlunus, a. 25

JenapTamMeHT JIeKapCTBEHHBIX CPEACTB U MEAULIMHCKUX U3IETUI

Ten.: +996 (312) 210508

Anpec a1, moutsr: dlomt@pharm.kg


http://www.roszdravnadzor.gov.ru/
mailto:admin@pharm.am
mailto:vigilance@pharm.am

Be6-caiiT: www.pharm.kg

4.9. Ilepeno3npoBka

CuMnTOMBI

3HauuTeNbHAS TEPEeJO3UPOBKA HAMPOKCEHA MOXKET XapaKTepH30BaThCsl  COHJIMBOCTHIO,
JTUCIENTUYECKUMHU paccTpoiicTBamMu (HM3xkKora, TOUIHOTa, PBOTa, 0OJb B JKMBOTE), CIabOCTHIO,
IIyMOM B YIIaX, pPa3IpaKUTEIbHOCTHIO, B TSDKEJIBIX CIIydasX BO3MOXKHBI KpOBaBas pPBOTA,
MeJleHa, HapyIIeHHe CO3HAHUSA, CYAOPOTH U MOYEYHAasl HEI0CTaTOYHOCTb.

Jleuenue

[TaruenTy, OpUHSABILIEMY CIy4YallHO WU MpeJHaMEpeHHO OOJIbIIOE KOJIMYECTBO Ipemnapara
Hanreswmn ¢opre, HEOOXOTUMO TIPOMBITH JKEIYIOK, NPHUHATH AKTUBHUPOBAHHBINM Yyrollb H
NPOBECTH CHMITOMATHUYECKYIO TEpaNHiO: aHTaluabl, 0J0KkaTopel Ho-perentopoB, HHTHOUTOPHI

npoTOoHHOM noMIbl. ['emoaunanus HeadheKkTuBeH.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoauHaMHYecKHe CBOIiCTBA
®dapMakoTepaneBTUYeCKas TpyMma: MPOTUBOBOCHAIUTENbHBIE M  MPOTUBOPEBMATHUECKUE
npenapaTsl; HECTEPOUIHBIE MPOTHBOBOCHAIUTEIbHBIE U MPOTUBOPEBMATUYECKUE MpENaparhl;
MIPOU3BOIHBIC TPOTTMOHOBON KUCIIOTHI
Kon ATX: MOTAEO2

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘leCKI/Ie B(bd)eKTLI

[Tpenapatr Hanresun ¢opre mpencraBinser coOoi HampokceH, o0ianaer 00e300IMBAIOLINM,
YKAPOTIOHIDKAIOMIMM M TIPOTUBOBOCHATUTEILHBIM JIEHCTBHEM. MeXaHW3M JICWCTBUS CBSI3aH C
HECEJICKTUBHBIM HHTMOMPOBaHUEM aKTHBHOCTH UKiI0oKcureHasbi-1 (L{OT'-1) u 1[OI'-2.
[Tpenapatr Hanresun ¢opre xopomo pactBopsieTcs, ObicTpo BcacbiBaercs u3 KKT u
oOecrieunBaeT ObICTpOE HacTyIIeHHe o0e300auBaronero s dexra.

5.2. ®apmakoKuHEeTHYECKHE CBOHCTBA

AOcopOIus ¥ pactipeiesieHue

Boictpo u monHocthio BcackiBaercss u3 JKKT. buogoctymHocts — 95 % (mpuem mnumm
NPaKTUYECKH HE BIIMSAET HU Ha IOJIHOTY, HU Ha CKOPOCTb BCachlBaHUs). Bpems moctuxeHus
MakcuManbHOH KoHIEeHTpauu# (TCmax) — 1-2 gaca. CBsi3p ¢ Oenkamu 1mia3Mel kposu > 99 %.
[Mepuon nomyseiBenenust (T%2) — 12—15 gacos.

BI/IOTDaHCd)ODMaL[I/IS{ U 3JIMMHUHAIIUA

MeTtaboau3M NOPOMCXOJUT B MEYCHH 0 IAUMETHIIHAIPOKCEHa C ydacTHeM Hu30(epMeHTa

CYP2C9. Kmupenc — 0,13 mur/mun/kr. BreiBoautcst Ha 98 % moukamu, 10 % BeIBOAHMTCS B
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HEM3MEHEHHOM BHJE, ¢ kemubto — 0,5-2,5 %. PaBHOBecHass KOHIIGHTpanus B IIa3Me KPOBHU
orpenensercs nocie npuema 4-5 o3 npenapara (2—3 nHs).

[Tpu mo4eyHOI HEJOCTATOYHOCTH BO3MOXKHA KyMYJISIIUS METaOOIHTOB.

6. ®APMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
Anpo
IMoBunmoun K30
Lemnrono3a MUKPOKPUCTAIIINYECKAS
Tanpk
Maruus creapar
Bona ounmennas

O00J104YKa IJIEHOYHAS

Omnanpaii  02F205004: rumpomenno3a, tutana guokceun (E171), wmakporonm, KpacuTelnb
unaurokapmut (E132).

6.2. HecoBMecTHMOCTD

Henpumenumo.

6.3. Cpok roqHocTH (CpoK XpaHeHUsl)

S Jer.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

XpaHuTh npH Temmeparype He Bbime 25 °C, B OpUTMHAJIBbHOW yINakoBKe (OJMCTep B Mayke
KapTOHHOM).

6.5. XapakTep M cojep:kaHue NePBUYHOH YIIAKOBKH

ITo 10 Tabnerok B Gnuctepe u3z [IBX/anmtomuuneBoit gonbru.

ITo 1, 2 nnu 6 GucTepoB B MaUKe KAPTOHHON BMECTE C JIMCTKOM-BKJIA IBILIEM.

He Bce pa3mepsl yITakOBOK MOTYT OBITh TOCTYITHBI JUISI PeaTH3alliy.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TMPH YHUYTOKEHHMH HMCIOJb30BAHHOIO
JIeKAPpCTBEHHOr0  Mpenapara MWJIH  OTX0A0B, MOJYYeHHBIX IOCJie TPUMEHEeHHUs
JIEKApCTBEHHOI0 Npenapara, u pyrue MaHUMyJIsiUM C NpenapaToM

Het ocoObix TpeOoBaHMi K YTUIH3ALIH.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
CrnoBeHus
AO «KPKA, n.1., HoBo mectoy, lImapsenika necta 6, 8501 HoBo mecto

Tem.: +386 7331 21 11
11



®daxkc: +386 7 332 15 37
Anpec 351. moutsl: info@krka.biz
7.1. llpeacraBuTeb JepKATENsA PETHCTPANHMOHHOTO YI0CTOBEPEHHS

[Iperen3zun HOTDC6I/ITCHGI>'I HaIIpaBJIATH 110 aApECy.

Poccuiickasa ®@eoepayus

000 «KPKA-PYC»

143500, MockoBckast 0011., r. Mctpa, yin. MockoBckasi, 1. S0

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

®dakc: +7 (495) 994-70-78

Anpec 351. moutsl: Krka-rus@krka.biz

Be6-caiit: www.krka.biz

Pecnybnuxa benapyco

[IpencraButenscTBO AknmonepHoro odmectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(PecryOnnka CiioBenusi) B Pecriyonuke benapych

220114, r. Munck, yn. ®unumonoBa, 1. 2507, oduc 315

Ten.: + 3757407409230

®akc: + 3757407409230

Anpec a11. noutsl: info.by@krka.biz

Beb6-caiit: www.krka.by

Pecnybnuxa Kazaxcman

TOO «KPKA Ka3zaxcrtan»

50059, r. Anmatsl, ip. Ans-dapabdwu, 1. 19, opuc 207

Ten.: +7(727)311 08 09

®axkc: +7(727) 311 08 12

Anpec 21. noutsl: info.kz@krka.biz

Be6-caiit: www.krka.biz

Pecnyonuxa Apmenus

[TpencraButenberBo «Kpka, 1.1., HoBo mecto» B Pecniybnuke ApmeHust

0001, r. Epesan, yn. Han6aunsn, a. 106/1 ("CAAT-HOBA" BU3HEC-UEHTP), oduc 103
Ten.: +374 11 560011

Anpec 3. moutsl: info.am@krka.biz

Be06-caiit: www.krka.biz

Kuipevizckaa Pecnybauka

IIpencraButensctBo AO «KPKA, ToBapHa 3apasui, a.1., HoBo Mecto» B Keipreizcrane

720040, Yyiickas obmacts, . bumikek, OynbpBap DpKuHIuK, 1. 71, 610K A
12
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Ten.: +996 (312) 662250
Anpec 1. moutel: Pharmacovigilance. KG@krka.biz

Be6-caiiT; www.krka.biz

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS
JITT-Ne(000259)-(PT-RU)

9. IATA MEPBUYHOI PETUCTPAIIMHY (TOATBEPKIEHMS PETUCTPALINH,
MEPEPETUCTPALIMN)

[ara nepoii peructpamuu: 28 mas 2021 r.

10. JATA TIEPECMOTPA TEKCTA
25 okts6ps 2022 r.

OOmiass xapakTepucTUKa JieKapcTBeHHoro mpemnapara Hanresun ¢opre poctynHa Ha
MHPOPMALIMOHHOM TOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALMOHHO-

KOMMYHHUKaIMOHHOM cetn « HTepHe™» https://eec.eaeunion.org.
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