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NHCTPYKLUA
0 MeJHIHMHCKOMY NPHMEHEHHIO JIEKAPCTBEHHOI0 CPEeACTBA

TOpl"OBOC Ha3BaHHE npenapaTa:
AJPTAJI® (AIRTAL®)

MexayHapoaHoe HemaTeHToBaHHOe Ha3BaHue (MHH):
aneknogenak (aceclofenac)

JlexapcrBennas ¢popma: [TopoImok AJsi IPUTOTOBJIEHHS CYCIIEH3HHU IS IIpHEMa BHYTPb.

CocraB

Kaxnpiii makeTux mpemnapara Aspran® MOpOIIOK i NPHTOTOBJICHUS CYCIICH3UH IS IpHeMa
BHYTpb, COJIEPIKHUT:

JeiicTBy1omee BemecTBo: anekjaogenak — 100 mr

Benomorarensnble BemectBa: CopOuton (E420), marpus caxapunar, acnmapram (E951),
KpEeMHHsI JTUOKCH]I KOJUIOWAHBIN, rumpomesuiosa, tutaHa puokcun (E171), apomarusatop
MOJIOYHBIH, apoMaTU3aTOp KapaMebHbIA, apOMAaTH3aTOP CIMBOYHBIM.

Onucanue
[Topomok Genoro wim moutu Genoro nBera. Bo3aMoXxHO Haiuuyue Oojiee KPYNMHBIX YacTUI[ OT

CBETJIO-XKEJITOTO OO0 XKEJITOTO IIBETA.

(I)apmaKOTepaneBanecKaﬂ rpymoma:
HpOTI/IBOBOCHa.HI/ITCJ'II:HBIC u IIPOTUBOPEBMATUYICCKHUE Cpe€acTaa. HCCTepOHJIHbIC
IIPOTHBOBOCHAJIMTEIIBHBIC U IIPOTUBOPEBMATHYCCKUE CPEACTBA.

Kox ATX: M01A B16

®apmako/0oru4ecKue CBoicTBa

Dapmakoounamuxa

AnexnopeHak — 3T0 HECTEPOUIHOE CPEACTBO C MPOTHBOBOCIATUTENBLHBIM B 00300 TMBAIOIIIM
sbpdexramu. Cumraercs, 4YTO MeEXaHW3M JEHCTBHS [AaHHOrO [permapara OCHOBaH Ha
MHIMOMPOBaHUY CHHTE3a IPOCTArJIaH IHHA.

DapmakokuHemuxa

Abcopbyus:

ITocne mpuema BHYTpH anekiopeHak OBICTPO BCACHIBAETCS, €0 OHOJOCTYNHOCTH COCTaBISET
noutd 100%. MakcumanbHas m1a3MeHHas KOHIEHTPAIMsS JOCTHIAeTCs CILYCTs! IPUOIH3UTENBHO
ot 1,25 1o 3 gacoB nocne npuema. IIpueM numm 3ameUISeT BCaCHIBAHKUE, HO HE BIHUSET HA €T0
CTEIEHbD.

Pacnpeoenenue:

AneknodeHak B BBICOKOH CTENIEHH CBS3BIBAaeTCS ¢ Oekamu IuiasMmel (>99,7%). Aneknodenax
IIPOHUKAET B CHHOBHAJILHYIO XU IKOCTb, TJIE €r0 KOHIEHTpAIUsI AOCTHraeT npubiu3utensHo 60%
OT €ro KOHIEHTpaluH B 11a3Me. O0beM pacnpeieeHus cocTaBIseT npuoIu3uTensHo 30 1.

Buvigeoenue:
Cpenuuii mepuon moiyBbIBeneHHs cocTaBuser 4-4,3 wyaca. Kimpenc cocraBinser 5 /4.
[Ipubnu3uTensHO 1BE TPETH HPHHATOM MO3bI BBHIBOAUTCA C MOYOH, B OCHOBHOM B BHIE



KOHBIOTHPOBAHHBIX THApOKcH-MeTabomutos. Tombko 1% OJHOKPATHOW INEPOPaIbHON 03B
BBIBOJIUTCS B HEU3MEHEHHOM BHUJIC.

Aunexnodenak Bo3moxHo Merabomusupyercs CYP2C9 B ocHOBHO#H merabomut 4-OH-
arexnodenak, 4ed BKial B KIMHMYECKOE JEHCTBHE Npemapara, CKOpee BCEro, SABIACTCA
munuMateHbM.  Juknodenak u  4-OH-muxinodeHak Obuid  OOHApyXKEHBI CPEIH MHOTUX
MeTabOIUTOB.

Ocobvie nonynayuu:

Hapymenne GyHKIIMA TOYEK

Y NanueHTOB ¢ HApylIEHWSMH (QYHKIMH TOYEK JIETKOH MM YMEPCHHOH CTENEHH IIOCIe
OZIHOKPATHOTO Iprema aneknodeHaka He HaOMOJaloCh KIMHUYECKH 3HAYMMBIX pa3nu4ui B
(bapMaKOKMHETHYECKHX [TOKa3aTEeNIsIX.

Hapymienye GyHKIMY IEYEHU

Bonee MenjieHHOe BhIBEACHHE alnekiodeHaka Mocjie OJHOKPAaTHOro NPUMEHEHHs Mpernapara
HaOJIIOIAJIOCh Y MAIMEHTOB C MOHWKEHHON (QyHKIMEH nedeHu. B uccie10BaHud MHOTOKPaTHOIo
npuMeHeHns npu mnpueme 100 Mr oaMH pa3 B O€Hb He HAOMIONAIOCh pasInyuid B
(hapMaKOKMHETHYECKUX [apaMeTpax y YYaCTHHKOB C IIUPPO30M TEUYEHH JIETKO! WM yMEPEHHOH
CTENIEHH U 3/I0POBBIX JOOPOBOJIBIIEB.

[TanmeHTHl DOXKHUIIOT0 BO3pacTa
V HOXHUIBIX MAIMEHTOB pa3inynii B papMakOKMHETHKE aleKIopeHaKa HeT.

IToka3aHusi K NPpUMEHEHHIO

. CUMITOMAaTHYECKOE  JIEYEHHE  OCTe0apTpUTa,  PEBMATOMAHOrO  apTpuTa  H
AQHKMJIO3UPYIOIIEr0 CIOHIWJIOAPTPUTa M JAPYTHUX 3a00J1€BaHUH OIOPHO-IABUTATEIBHOTO
anrmapara, COIMpPOBOXIAIOIUXCA OOJbI0 (HAanpUMeEp, IUIEYENIONAaTOYHOro MepHapTpuTa H
BHECYCTAaBHBIX IIPOSIBJICHUH peBMaTU3Ma).

. Verpanenne 6oy pasiMdHON JoKanuzanuu (00iab B cnuHe, 3yOHas 0oib, NMepBHYHAS
JUCMEHOopes).

IIpoTuBonoOKa3anus

AnexnodeHak IpOTHBONOKA3aH B CIEIYIOIHMX CIIy4asx:

o TUIIEPYYBCTBUTEIBHOCTh K AaKTHUBHOMY BEIIECTBY MM JPYI'MM BCIOMOTaTeJIbHBIM
BEILIECTBAM, NIEPEYHCICHHBIM B paszene « CocTaBy;

. MALMEeHTHI, Y KOTOPBIX aneTuicanuuuioBas kucnora win apyriue HIIBIT npoBouuposau
IPUCTYIBI aCTMBI, OPOHXOCIa3Ma, OCTPOro PUHHUTA MIIM KPAIMBHUIBI;, MM €CIIH MMEETCS
THIIEPYyBCTBUTEIBHOCTD K 3TUM BEIIECTBAM;

. NAlMEHThl, Y KOTOPBIX OBUIM CIy4ad KpPOBOTEYEHUS HIM TPOOOAEHHS KEelyId04HO-
KumeyHoro tpakra u3-za npuema HIIBIL. IlanmeHTs! ¢ OCTpOH, peHUAMBHPYIOLIEH HIIA
BO3MOXKHOM $13BOH JKENyJKa WM JBEHAIUATHUIIEPCTHON KHIIKHA WM KPOBOTECUYECHHEM B
aHaMHe3e (aBa wiu 0oJiee IBHBIX U JI0Ka3aHHbIX 3MU30/1a A3BbI UM KPOBOTEUEHHS);

. NAlMEeHThl C OCTPHIM KPOBOTEYCHHEM HWJIM 3a00JIEBaHUSIMH, COIPOBOXAAIOLIMMHUCS
KPOBOTEYEHHUAMH (TEMOpPPArHueCcKHii JUaTe3 Wik HapyIIeHUs! CBEPTHIBAEMOCTH KPOBH);

. cepaevHas HemoCTaTouyHOCTh (pyHKmoHambHBIA Kiacce II-IV mo NYHA), nmemuyeckas
Gone3np cepaua, 3abojeBaHus MNepudepudecKux apTepuil HIH LepeOpoBacKyISpHbIE
3a00JIeBaHUS;

TsDKENble HapyIeHUs GYHKLIUH IEYEeHH U T0YEK;

. TPeTH# TpuMecTp 6EpeMEHHOCTH.



Ilpumenenue npu GepeMEHHOCTH H B MEPHOJ IPYAHOT0 BCKAPMJIMBAHUS

bepemennocmo
Het naHHBIX 00 HCIIOIBF30BAaHKY anekIodeHaka mpi OEpeMEHHOCTH.

WHrubupoBaHde CHHTE3a MPOCTATNAHIUHA MOXET HEONAronpusTHO BIHATH Ha TEYCHHC
OepeMEeHHOCTH /UK pa3BUTHE SIMOPHOHA/TLIO/A.

JlaHHBIE YKa3bIBAIOT HA YBEJIMYEHHE PUCKA BHIKH/BIIIA, Pa3BUTHS IIOPOKa Cep/lia ¥ racTpoLIn3Kica
TI0CJIE UCIIOb30BAHMS HHTHOUTOPOB CHHTE3a IPOCTAr/IaH/IuHa Ha PAaHHUX 3Tanax 0epeMEHHOCTH.
AGCOIOTHBIN PHCK Pa3BUTHS MIOPOKA Cep/ILa Bo3pactaeT ¢ MeHee 1% o nmpubmmsutensHo 1,5%.
Prick Bo3pacTaeT ¢ yBeIHUSHUEM 1035l U IPOJOKUTEIBHOCTH JICIECHHUS.

V XHBOTHBIX HHTHOMTOPHI CUHTE3a IPOCTATJIaH/JUMHA IPUBOIAT K IPe- U NOCTHMILIAHTALHOHHOM
rubeny IJIoAa U CMEPTHOCTH SMOpHOHA U IUI0/a. B JomoNHEeHue, yBEIHYMBAETCS KOJIUYECTBO
Clly4aeB pa3jIMYHBIX IOPOKOB, BKIIKOUYAs IOPOK CEP/LA, Y )KMBOTHBIX, MOyYalOIIMX HHTHOUTOPBI
CHHTe3a MPOCTarjiaH/ivHa B IEPHOJ OpraHOreHe3a.

B TeueHWe mepBOro W BTOPOrO TpHUMECTpa OEpEMEHHOCTH IIpemapaThl, COJAEepIKaIlne
anexyoeHak, He Ha3HA4yalT Oe3 KpaitHelt HeoOxomumoctd. Eciu anexnodeHak NpHHUMAET
KEHIIWHA, TUIAHUpPYIomas OepeMEeHHOCTh, MM HAaXOAUTCS B IIEPBOM HIIM BTOPOM TPHUMECTpE
OepeMeHHOCTH, 1032 JO0DKHA OBITh MaKCHMaJIbHO HHU3KOM, a IPOJOJDKMTEIBHOCTh JICUCHUS
MaKCUMaJIbHO KOPOTKOM.

B TeueHue TpeThero TpuMecTpa 6€peMEeHHOCTH BCe HHTUOUTOPHI CHHTE3a IPOCTarylaH/InHa:

. MOTYT BJIMATH Ha IUIOZ, 00JIafasi KapIHOJIErOYHOM TOKCHYHOCTBIO (C IMPEXAEBPEMEHHBIM
3aKpBITHEM apTepHATIBHOTO IPOTOKA U JIETOYHOU THIIEPTEH3UEN);

o MOTYT BJIMATH Ha IUIOJ, BbI3bIBas AUCQYHKIHMIO IIOYEK, KOTOpass MOXET IPUBECTH K
MIOYEYHOM HEJOCTATOYHOCTH U MAJIOBOIHMIO.

Marepu U HOBOPOX/IEHHBIE B KOHIIE OEPEMEHHOCTH
. npenapar MOXXET BIUATh Ha MPOJ0DKHTEILHOCTh KPOBOTEUEHHS, H3-3a aHTHArPETaHTHOT'O
3} dexra, KOTOPBIH MOKET Pa3BUTHCS JaKe IMOCIE MPUMEHEHUS 0UE€Hb HU3KUX J103;
e  [pemapar MOXET HHTHOMpPOBATh COKpAIlEHHS MAaTKH, IMPUBOAS K 3a/J€p)KKEe POJOB HIIH
3aTSHKHBIM pOJIaM.

Takum oOpa3oMm, Hucmonb30BaHME aleKIO(peHaKa MPOTHBOIOKA3aHO B TPEThEM TPUMECTPE
OepemenHoctd (cM. pasgensl «lIpoTuBomokazaHus» u «Mepbl NPENOCTOPOKHOCTH IIPH
[IPUMEHEHHUNY).

Jaxmayus:

Her mndopmanuu o NpOHHKHOBeHHH anekiopeHaka B TpyaHoe MoJoko. [lostomy criemyert
u3beraTtb INpUMEHEHHs anekiodeHaka Ipd TPYAHOM BCKapMIIMBaHWH. PemieHue o
NPOJO/DKEHUU/TIPEKPAIIEHHH TPYOHOTO BCKAapMIIMBAHHS WJIH TPUMEHEHHs anekiodpeHaka
JOJDKHO ITPUHUMATECS TI0CJIE OLIEHKHU MOJIb3bI IPYJHOTO BCKApMIIMBaHHS [UIsl peOeHKa H TOJIb3bI
IpueMa auekiodeHnaka s MaTepH.

DepmunvHocmby:

[Ipumenenne  npemapara  Aspran®, kak ®  JpPYyrMX  MHTHOMTOPOB  CHHTeE3a
[UKJIOOKCUT€HA3bY/IPOCTArIaHINHA, MOXET CHIDKATh (EPTHIBHOCTP M HE PEKOMEHIyeTCs
XKEHIIMHAM, IUIaHUPYIOIMM JeTed. JKeHIuMHaM, HMMEIOIUM TpPYAHOCTH C 3ayaTHEM HIIHA
IPOXOSIIAM UCCile0BaHre HEPTHIBLHOCTH, CIeyeT IPEeKPaTHTh NpUeM npenapara Aspran®.

Cnocob npuMeHeHHs H 103bI



HexenarenpHble  SBIEHHMS  MOTYT  OBITh ~ MHHHMMH3HPOBAHBL . . IIyTEM = YMCHBUICHHA
TIPOIOJKUTENIHOCTH JIeYEHHUs, HEOOXOMMMOro il KOHTPOJIS CHMIITOMOB (cm. pasmen «Mepsl
TPEIOCTOPOKHOCTH IIPU IPUMEHEHHUHN»).

ConepKuMOoe MaKeTUKOB CIIeyeT pacTBOPATH B 40—60 M1 BO/IBI X IPHHAMATD BHYTPb Cpa3y MOCIC
IIPUTOTOBIICHHS.

OHOBpEMEHHBIH IIpUEM MHINM 3aMeUIIeT CKOPOCTh abcopOuuu AEHCTBYIONMIETO BEIIECTBA,
OJITHAKO HE CHMIKAET CTENEHb abCOPOIMH U3 KeTy JOYHO-KUIIIEYHOTO TPaKTa.

Bspocnvie:
PeKOMEH/I0OBaHHAs 103a COCTABIIAET | MaKeTHK 2 pa3a B CyTKH (OZMH YTPOM H OJIMH BEYEPOM).

Iloueunas HedocmamouyHoCmb:

Her naHHBIX 0 HEOOXOAMMOCTH B YMEHBIIICHUHU O3B allekIo(eHaKa y NalueHTOB C HapyIIeHHEM
(GyHKIMH MOYEK JErKOH CTEeNeHH, HO CIEdyeT COOIIoAaTh OCTOPOXXKHOCTh MPU NMPUMEHEHHM
npenapara A3pTan® MOpOLIOK isl IPUTOTOBIICHHS CyCIIEH3HH IS IpHeMa BHYTpb, 100 mMr

Ieyenoynas HeOOCMamo4yHOCMb:
Jlo3y anexinodeHaka cieIyeT YMEHBIIUTh y Mal[UeHTOB ¢ 3a00JEBaHUAMHU IIE€YEHH JIETKOH A
YMEPEHHO# cTenenu. Pexomenyemas HadanpHas 103a coctasisgeT 100 Mr B 1eHb

ﬂemu:

Het nanubIx 00 3¢dexTuBHOCTH U Ge30mMacHOCTH mpueMa Ipemapara y aered. [Ipumenenue
npenapara AspTan®y JeTell He PEKOMEHIYeTCs

Hooscunvie:
OGBIYHO HET HEOOXOMMMOCTH B YMEHBINEHHH 03bl; OJHAKO HEOOXOIUMO COOIIOJEHHE MEp
NPEeIOCTOPOXKHOCTH, YKa3aHHBIX B pazfene «Mepbl Ipel0CTOPOKHOCTH MPU IIPUMEHEHU.

ITob6ouHoe aelicTBHE

HapyleHus o CTOPOHBI XKEITYI0YHO-KUIIIEYHOr0 TPAKTa: OONBIIMHCTBO 0OBIYHO HAOIIONaEMBIX
MOOOYHBIX pEaKIMil — 3TO HAPYIIEHHS CO CTOPOHBI JKENYJAOYHO-KUIIEYHOro Tpakra. MoryT
BO3HHKHYTH S13Ba JKelynaka, nmpobonenue wiu kpooreueHue u3 JXKT, uHorza mpusonsimue K
JIETATBHOMY HCXOJY, OCOOEHHO Y MOXXHMIIBIX MAIHEHTOB (CM. paszen « Mepsl Ipe1oCTOPOKHOCTH
npu npumeHnenun»). [Ipu mpueme HIIBII nabmiomanuce TOmHOTa, pBOTA, AMApEs, B3AyTHE
KUIIEYHHUKA, 3a10p, JUCIenchs, O0Jb B KTy IKe, MeJIeHa, KpOBaBasi pBOTa, SI3BEHHBIA CTOMATHT,
obocTtpenue komuta u Oone3ub Kpona (cMm. pazmen «Mepbl NpPeAOCTOPOXKHOCTH IIPH
OpUMEHEHUN»). MeHee yacTo Habmoaalcs racTpur.

Ha ¢one neuenmss HIIBII nabmromamuce oTek, apTepHaibHas THIEPTEH3Hs M CepAeYHas
HEI0CTaTOYHOCTb.

AnexnopeHak CTpyKTypHO OnHM30K K aukiodeHaky, objamaeT cxoaHbiM MertabonmuzmoM. B
OTHOIIEHWH JUKIO(pEeHaka HMEIOTCS J[JaHHBIe, YKa3blBalOIIWE Ha IOBBIIICHHBIH pHCK
apTepHalIbHBIX TPOMOOTHYECKHX SIBICHUH (Hampumep, HH(pApKT MUOKapAa MM HHCYJBT),
0COOEHHO IIPHU ITpHEMe BBICOKHX JI03 M JJTUTEIbHOM PUMEHEHUH. DIHIEMHOJIOTHYECKHE JTAaHHBIE
II0Ka3bIBAIOT MOBBIMIEHHBIH PUCK OCTPOTO KOPOHAPHOTO CHHIpOMa U MH(papKTa MHOKapAa IpH
NpUMEHEeHNH aneknodenaka, uto Hekotopbie HIIBII () MOryT HE3HAYUTEBHO YBETHUUBATH PUCK
apTepHabHBIX TPOMOOTHYECKUX sBIeHUH  (cM. paszmensl «llporuBomokasanus u Mepsl
IIPEIOCTOPOKHOCTH IIPH IPUMEHEHUN ).

B HpHBCI[CHHOﬁ HIDKE TaOIHIe NEPEUNUCIICHBI HEXEJIATCIIbHBIC oOOYHBIE p€aKnuu, KOTOPBIE
CrpynmnupoOBaHkbI IO KjlacCaM CHUCTEM OpPraHoB U C YKa3aHHUEM 4YaCTOThbl BOSBHUKHOBEHHS: OYCHB



gacro (>1/10); gacto (oT >1/100 mo <1/10); mewacto (ot >1/1 000 m0.<1/100), pexxo (ot
>1/10 000 mo <1/1 000), ouens pexnko (<1/10 000).

Knacc cucmem opzanos Yacmoie Heuacmeoie Peokue Ouenb peokue
coznacho MedDRA (om 21/100 oo (om=>1/1 000 (om >1/10 000 oo (<1/10 000)
(Medical Dictionary for <1/10) 00 <1/1 000)
Regulatory Activities, <1/100)
Meouyunckuit croeéapo
HOpMamueHo-
npaeoeou
desamenbHOCMU)
Hapywenus co AHemus Yruerenue
CMOPOHYl KPOBU U JIeATENbHOCTH
Jumgpamuyeckou KOCTHOTO MO3ra
cucmemvl ['paHynouMTONEHKs
TpombouuToneH s
HeiirponeHus
['emonuTHuecKas
aHeMUst
Hapywenus co AHadunaktuyeckue
CMOPOHBL UMMYHHOU peakuuu
cucmemsl (BKJTHOYAs ILOK)
['unep4yBCTBUTEIbHOCTD
Hapywenus numanus u ['unepkanremMus
0bMeHa seujecms
[Icuxuueckue Jenpeccus
HapyweHusl HeoGbluHble
CHOBUIEHUSA
becconnuua
Hapywenus co ["onoBOKpyXeHHE [TapecTe3us
CMOPOHbI HEPBHOU Tpemop
cucmemvl CoHIHMBOCTh
["onosHas 60Jb
JlucreB3us
(u3BpalleHue
BKYyca)
Hapywenus co Hapy1uenue 3penus
CMOpOHbl OpeaHa
3peHus
Hapywenus co Bepruro
CMOPOHbI OpeaHa cryxa llym B ywax
u 1abupunma
Hapywenus co CepneuHas OuyeHue
CMOPOHbL Cepoya HE0CTATOYHOCTh cepaueOueHus
Hapywenus co ApTtepuanbHas ['unepemus Koxu
CMOPOHBL COCYOUCMOU THNEPTEH3UA [Ipunusei
cucmemol VXynweHue Te4eHus Backynut
apTepHalbHOM
TUMEPTEH3UH
Hapywenus co Ognpilika Bponxocnazm
CMOpOHbI OblXAMenbHOU
cucmemsl, 2pyoHou
KnemKku u
cpedocmeHus
Hapywenus co Jucnencus B3nytue Menena CroMartur
cmopoHsl dicenyooyHo- | bonu B xuBoTe KULIEYHHUKA Usbassnenue cnusuctoii | Kposasas porta
KUuWeyHo20 mpakma TowmHoTa [acTpur XenynodHo-kuiueyHoro | ITpoboneHue
Huapes 3amnop TpakTa KULIEYHHKA
PBoTa I'eMopparuueckas VxynueHue
Hsbsa3BneHue | auapes TeyeHus: 60ne3HH




I'eMopparuu B

KpoHa u s3B€HHOr0

CIIU3UCTOM
0001104KH ey I04YHO-KHLIEYHOM KOJIMTa
NOJIOCTH pTa TpakTe ITaHkpeaTHT
Hapywenus co [ToBbIIEHHOE [ToBpexaeHue
CMOPOHbI NeyeHU U aKTHBHOCTH nevyeHu (BKIOYAsA
JHCeNye6bl800AUUX «MEYEHOYHBIX» renaTyr)
nymeil (epMEHTOB [MoBbiLIEHHE
aKTHBHOCTH
IIETOYHOM
¢docdaTassl B
KpOBH
Hapywenus co 3yn AHTHOHEBPOTUUYECKHUH [Typnypa
CMOPOHBL KOXHCU U Cblinb OTeK Ok3ema
NOOKONCHOU Iepmatut Tsoxenble peakLuu
K1em4yamxu KpanuBHuua CO CTOPOHBI KOXH H
CJIU3UCTBIX
obonouek
(BKJIIOYAsE CHHAPOM
CrueHca-
JIXKOHCOHa U
TOKCHYECKH
nuUAepMabHbIH
HEKpPOJIU3)
Hapywenus co [ToBbiLIEHHE Hedporudeckui
CMOPOHbI NOYEK U KOHLEHTpaLUu CUHIPOM
MOUeBbl800sWUX nyme MOYEBUHbI U [ToyeyHas
KpeaTHHUHA B HEeJ0CTaTOYHOCTh
KpOBH
Obwue paccmpoiicmea Ortexk
U HapyuweHus 8 mecme [ToBbliLIEHHAS
88edeHuUs YTOMIJIIEMOCTh
Mblie4HbIe

cra3msl (B HOrax)

Bnusinue na
pe3yibmamul
nabopamopHeix U
UHCMPYMEHMANbHBIX
uccned08aHul

VBenuyeHue Macchl
Tena

Hpyrue knacc-3¢dextsl, Habmomaemsle npu npueme HIIBII:
Ouenwb peokue (<1/10 000):
Hapywienus: co cmoponsl nouex u Mo4egbl8005ujux nymeil: AHTEPCTHIHATLHBIN HeQPHUT.

Hapywenus co cmoponbl Kodcu u NOOKOJCHOU Klemyamky: OyJIe3HBIE PEaKIUH, BKIIOYas
cuaapom CtuseHca-/[PKOHCOHA U TOKCHYECKHI SMUAEPMAIBHBIA HEKPOJIH3 (OYEHB PENIKO).

B 0co6pIx cityyasx, HaOMIOAANCE Cephe3Hble KOXKHBIE HHOEKIUH U MHPEKIHH MATKUX TKaHEH
npu npueme HIIBII Bo BpeMms 3ab6o0neBaHus BETPSIHON OCIION.

CMm. Taxxe pa3aciibl <<MepI>1 IPEAOCTOPOXXKHOCTH IPpH NPUMEHEHHU» H «B3auMopeicTBre ¢
APYTrMMH JIEKapCTBEHHBIMHU IIpE€IIapaTaMu».

Coo01IeHne 0 HeXelaTeNbHBIX PEAKIIHIX

Coobuienre 0 MoJ03peBaeMbIX HEXeNaTeIbHBIX PEaKIUIX MOCIEe PErUCTPAIMHU JIEKAPCTBEHHOIO
npenapara UMeeT BaXHOE 3Ha4eHHE. DTO MO3BOJSET IPOAOKATH MOHHTOPMHI COOTHOLICHHUS
«II0JIB3a-PUCK» JIEKAPCTBEHHOTO mpemapaTa. [Ipy BO3HUKHOBEHMM HEXeaTElbHBIX DPEaKIHH,
JIaXKe eCII OHH HE YKa3aHbl B HHCTPYKIIMH, ITAl[UEHTaM HE0OX0IMMO 0OpaTUThCS K Bpayy.




MeMIMHCKEM ~ PabOTHHKaM  pPEKOMEHIYeTcss COOOmATh O '“JIOBBIX  MOTI03PeBACMBIX
HeXXeNaTeIbHBIX pEaKlMAX JIeKapCTBEHHOTO IIpernapara 4Yepe3 HaNMOHAIBHYIO CHCTEMY
COOOIIEHHUS 0 HEXENaTeIbHbIX PEaKIUIX.

Ilepeno3upoBka
JIaHHBIX O MOCJIEACTBHUAX MEPEIO3UPOBKH alleKIopeHaKa y YeioBeKa HE UMEETCH.

CUMNTOMBI MOTYT BKJIFOYaTh TOIIHOTY, DPBOTY, OONb B OSIHMIacTpUH, TOJIOBOKPYXCHHE,
COHJIMBOCTH M T'OJIOBHYIO 0OJIb.

JleyeHre OCTPOrO OTpaBJEHHsS HECTEPOHAHBIMHM IMPOTHBOBOCHIAIMTEIbHBIMU IpENapaTaMu
OOBIYHO BKJIFOYAET INPUMEHEHHE AaHTAlUJOB IO HEOOXOAMMOCTH M JpPyTHE BHIBI
TIOUIEP)KUBAIOIIET0 W CHMIOTOMATHYECKOTO JIEYEHHs OCJIOKHEHHH, TaKUX KaK apTepHallbHas
TUIIOTEH3Ms, IIOYeYHas HEIOCTATOYHOCTh, CYJIOPOTH, pa3JpaXeHHE KEIyA0YHO-KHIIEYHOIO
TpaKTa U YTHETCHUE JIbIXaHHUS.

JleyeHnre OCTPOro OTpaBieHHs aneKIoQeHaKoM JUls OpUeMa BHYTPh COCTOMT U3 MaKCHMAllbHO
OBICTPOro MpeNOTBpalleHuss abcopOIMU MOCHe BBEJCHHs H30BITOYHOM 03Bl Mpemapara C
IOMOINBIO TPOMBIBAHUS JKEIyAKa W MHOTOKPAaTHOTO IIpMEMA aKTHBMPOBAHHOIO yIJIA.
DopcHpOBaHHEIN JHype3, NHATA3 W TeMorepdy3ust MOTyT OKa3aTbCs HEIPHEKTHBHBIMH LA
BeiBeieHnss HITBII, mo mpuunHe MX BBICOKOTO CPOACTBA K OeKaM IJIa3Mbl KPOBH M aKTHBHOTO
Metabonu3Ma.

B3anmopeiicTBue ¢ JPyruMH JIeKapCTBEeHHBIMH NMpenapaTaMH
WUccnenoBanuii B3aMMOEHCTBHS IPENapaToB He IPOBOAMIIOCH, 38 HCKITIOUYEHHEM BaphapHHa.

Anexnopenak Mertaboamsupyercs mnpu nomoum nuroxpoma P450 2C9, u nanHele in vitro
MOKa3BIBAIOT, YTO aleKIopeHaK MOXeT ObITh MHIHOMUTOpOM 3TOoro (epmeHTa. Takum oGpasom,
pHcK (hapMaKOKHHETHYECKOTO B3aUMOJEHCTBHS BO3MOXKEH IIPH OJHOBPEMEHHOM IIpUEME C
(EHUTOMHOM, IUMETHIUHOM, TOIOYTaMUI0M, HeHUIOYTa30HOM, aMHOIAPOHOM, MHKOHA30JI0M H
cynsadenasonom. Kak u B ciyuae c¢ gpyrumu npenaparamu  HIIBII-rpynmer, Takxke
YBEJIMYMBAETCS PUCK (PapMaKOKHHETHUYECKOTO B3aMMOJEHCTBUS C JPYTMMH IIpermapaTamu,
KOTOpBIE BBIBOJSATCS W3 OpraHu3Ma IyTeM AaKTHBHOM ITOYEYHOH OJKCKPELMH, TaKMMH Kak
METOTpeKCcaT W Npenaparbl JIUTUSA. AUEKIO(eHaK MPaKTUYECKU IOIHOCTBIO CBS3BIBAETCS C
aTbOYMHHOM IUIa3Mbl M, CJI€OBaTEIbHO, €CThb BO3MOXHOCTb B3aUMOJEHCTBHH IO THITY
BBITECHEHHS C APYTUMHU IIpernapaTaMu, CBSI3bIBAIOIIUMHUCS ¢ OeTKaMu.

W3-3a HemocTaTka HCCIEIOBaHHWN (HapMaKOKHHETHYECKOTO B3aUMOJEHCTBHS alekiodeHaka
crenyromas nHpopMalus OCHOBaHa Ha JaHHBIX 0 apyrux HIIBII:

Cnedyem uzbezamv 00HOBPEMEHHO20 NPUMEHEHUS.!

Merorpekcat: HIIBII HHruOHpyI0T KaHAIBLEBYIO CEKPELHIO METOTpeKcara; 00Jiee TOro, MOXKeT
Habmonatbess HeOobIoe MeTaboIHUecKoe B3aMMOJCHCTBHE, YTO NMPUBOIUT K YMEHBIIEHHUIO
KIMpeHca MmeTtoTpekcara. [Io3ToMy NpH NpUMEHEHHH BBICOKHMX 03 METOTpEKcaTa ClIEAyeT
u3berats HazHayeHus HIIBII.

[Ipenapate! autus u gurokcus: Hekoropsie HIIBIT uHrubupyroT nodeyHsiii KJIMpEeHC JTUTUS H
JIMTOKCHHA, YTO MIPUBOIUT K YBEIMICHUIO KOHIIEHTPALIMHU B CHIBOPOTKE 000uX BemecTB. Cremnyer
u3beratb COBMECTHOTO MPHUMEHEHHS, €CJIM HE TIPOBOAUTCS YacCThblii MOHUTOPUHI KOHIEHTpAIMI
JIUTHUS ¥ TUTOKCHHA.

AnTukoaryasgHTel: HIIBII uHruOupyror arperanuio TpoOMOOLIMTOB M MOBPEXIAIOT CIH3UCTYIO
000JIOYKY JKEeNTy JOYHO-KUIIEYHOT0 TpaKTa, YTO MOXKET IPHUBECTH K YCHIICHHMIO IEHCTBHSA
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AHTUKOAryJIIHTOB M YBENMYUTh PHMCK KPOBOTCYCHHS U3 KEJTyI09HO-KHIIEYHOr0 ' TpaKTa y
AI[HEHTOB, TPUHIMAIOMKX AHTHKOAry sHTBL CremyeT u3berarb COBMECTHOTO MPUMEHEHHS
aneknodeHaka M MEpPOPATBHBIX AHTUKOATYJISHTOB KyMapUHOBOM TIPYINNbI, THKIONUIAMHA M
TPOMOOJIUTHKOB, €CJTH HE MIPOBOAUTCS TIIATEJILHBIA MOHUTOPUHT COCTOSHHS [TAIIACHTA.

AHTHArperaHTHBIE CPEACTBA U CEJNEKTHBHBIE WHIHOUTOPBI 0OpAaTHOrO 3axBaTra CEPOTOHMHA
(SSRIs) mpu coBmectHoM npumereHuu ¢ HIIBII moryT yBemu4uBaTh pHCK KPOBOTEUCHHS U3
JKeJIy IOUHO-KHIIEYHOr0 TPakTa (cM. paszien « Mepbl IPeJOCTOPOKHOCTH IPH IPUMEHEHHH»).

Creoyrowue kombunayuu mpe6yom noobopa 003vl U NPUMEHEHUS. C OCIMOPOICHOCHBIO:

Metorpekcar: CrieqlyeT UMETh B BiIy Bo3MoxkHOe B3aumoeiicTue HITBII 1 MmeToTpekcara, naxe
TIPH HU3KOM JI03€ METOTpeKcaTa, 0COGEHHO y MALMEHTOB ¢ HapyIeHHsIMH QyHKiMH nodek. [Ipn
OTHOBPEMEHHOM TpHEME CleAyeT KOHTPOJIMpOBaTh Mokasatenu (yHkmuu modek. Cremyer
CO0JII0IaTh OCTOPOXKHOCTD, eciu 00a npenapara, HIIBII u meToTpekcar, NpUHUMATUCH B TEYEHHE
24 4acoB, TaK Kak KOHIIEHTpAIHs METOTPEKCaTa MOXKET YBEJIMYHUTHCS, YTO YCHIIUT TOKCHYHOCTD
IaHHOTO Iperapara.

[uxnocnopun, Takposumyc: Ilpu omHoBpemernHom mnpueme HIIBII ¢ muxmocmopuHOM WA
TaKpOJIMMYCOM CJIe[lyeT YYUTBHIBATh PHUCK IMOBBHIIIEHHOH HE(PPOTOKCHYHOCTH H3-32 CHHIKEHHS
00pa30BaHUsl MOYEYHOrO NpoCTalUKIMHA. [[o3TOMYy npHM OAHOBPEMEHHOM IIpUEME CIEAYET
TIATEeBHO KOHTPOJIMPOBATH MOKA3aTeNH (YHKIHHU TTOYEK.

Ipyrue HIIBIT: [Tpy 0HOBpEMEHHOM IPHEME Alle THIICATUIIIOBOM KUCI0ThI My apyrux HITBII
MOET YBEIMYUTHCS YAaCTOTA BOSHUKHOBEHHS TOOOYHBIX SIBIICHUH, IO3TOMY CJIEyeT COOII0NATh
OCTOPOXHOCTb.

Koprukoctepouabl: Bo3pactaeT puck BO3HUKHOBEHHUS SI3BBI MM KPOBOTEYEHHS U3 JKEIY JOYHO-
KHIIEYHOTo TpakTa (cM. pasaen « Mepsl peJOCTOPONKHOCTH IIPH IPUMEHEHHHN ).

Ilnypetnku: Aneknodpenak, kak u apyrue HIIBII, Moxxer HHrubGHpoBaThb AaKTHBHOCTb
IHYPETHKOB, MOXET YMEHbIIaTh AuypeTHdeckuit sddexr dypocemuna u OymeraHuna u
AQHTHTUIEPTEH3UBHBIN d3(dekt THasumoB. COBMECTHBI IpHeM C KaluicOeperaromyuMu
JIMyPETHKAMK MOJKET MPUBECTH K YBEIMUCHHUIO COIEPIKAHUS KU, CIIEJOBAaTEIbHO, HEOOXO0MMO
PETyJIIPHO KOHTPOJIMPOBATE CO/IEPIKAHUE KAJIUS B CBIBOPOTKE KPOBH.

l'unorensuBHble npenapatel: HIIBIT Takke moryT cHmkath 3()()eKTHBHOCTH ONpEAEIeHHBIX
TMIIOTEH3UBHBIX NpenaparoB. MHruburopsr AII® uinyu aHTaroHUCTHI PELIENITOPOB aHTHOTEH3WHA
II B xom6unanuu ¢ HIIBII mMoryT mpuBecTH K HapyUIICHHIO (YHKIMH MOYEK. Y HEKOTOPBIX
MAllUEHTOB CO CHMXKEHHOH (pyHKIMEH MmoueK, HalpuMep, Y MalMeHTOB IOXKUJIOT0 BO3pacTa MIiIu
NALlMEHTOB C 00E3BOXKHBAHUEM, MOXKET HMETh MECTO PUCK OCTPOH IOUYEHYHON HETO0CTATOUYHOCTH,
KoTopas oObrHO oOpartuma. CremoBarenbHO, HEOOXOAMMO COOMIONATH OCTOPOKHOCTBH IIPH
KOMOWHHPOBAaHHOM NpHMEHEeHUH 3Tux npenapatoB ¢ HIIBII, ocoOeHHO mpH JIeUeHUH TOXKHIIBIX
NAIlMeHTOB WM MalUeHTOB ¢ 00e3Bo)kuBaHUEM. [lanueHTHl OJKHBI OBITH MApPaTUPOBaHBI B
JIOCTATOYHOHM CTENEHH, KPOME TOT0, PEKOMEHIYETCSl YYUTHIBAaTh HEOOXOJUMOCTH MOHHUTOPHHTA
GyHKIME TOYEK TOCie Hayala KOMOWHMPOBAHHOTO JIEYEHHS, a TaKKe IEPHOJUYECKH
BIIOCJIC/ICTBHUH.

Bbu10 mokasano, 4ro anexyiopeHak He OKa3bpIBaeT BIMSHUS HA KOHTPOJIb apTEPHAIILHOTO IABJICHHUS
IpU OJHOBPEMEHHOM BBeIeHUH ¢ OeHapodya3uioM, HECMOTpPS Ha TO, YTO B3aMMOJEHUCTBHS C
IPYTUMH 1Ay PETUKAMH UCKIIIOYATh HENb3S.




[MnoraMKeMudeckre cpeacTra: JIukiaodheHaK MOXKET IPUMEHSTHCS ‘COBMECTHO ¢ MEpOpabHBIMA
THIIOTJIMKEMHYECKIMH CpeICTBaMK 0e3 BIMSHUS Ha HX KIMHMYESCKUH s dext. OnHAKO UMEIOTCS
OTIENbHBIE COOOMEHMs O THIOTTHKEMHUECKAX ¥ THIEPrIMKeMHYecKuX d(@exTax mpenapara.
Takum o6pasom, Ipu npueMe anekaodeHaka ciieayeT NPOBECTH KOPPEKIHIO 03 IPEIapaTos,
KOTOpBIE MOTYT BbI3BaTh TUIIOTIMKEMHIO.

3ugoymun: Ilpm oxHoBpemenHom npueme HIIBII wu 3umoBynuHa BO3pacTaeT —pHCK
reMAaTOJIOTHUECKOM TOKCHYHOCTH. VIMeloTcs AaHHble 00 yBEIMYEHMH PUCKA BO3HHKHOBEHHS
reMapTpo3oB ¥ remaroM y BUY (+) manueHTOB ¢ reMoQuimei, MOIy4aromuX 3UI0BYIUH U
ubynpodeH.

MepbI IPeI0CTOPOKHOCTH NPH NPHMEHEHUH
Cnenyer u3berarh 0JHOBpeMeHHOr0 puemMa Aspraia u apyrux HIIBII, Bkiroyas ceneKTUBHbIE
UHTHOUTOPHI HUKIOOKCUT€HA3BI-2.

HexxenaTenpHble SBIEHHS MOTYT OBITh MHHMMH3HPOBAHBI IIyT€M NPHMEHEHHS MHHMMAJIbHOH
3} GEKTUBHOMN 1036l U YMEHBIICHUS IPOJOJDKUTEIEHOCTH JI€UEHH s, HEOOXOMUMOTO Il KOHTPOJIA
cumnToMoB (cM. paszzen «Crmoco0 MpUMEeHeHHs M J03bI» M ONMCAaHHWE PUCKOB UL JKEITyJ0YHO-
KHIIIEYHOTO TPAKTa U CEePAECYHO-COCY IUCTONH CUCTEMBI HUXKE).

Bnusnue na scenyoouno-kumieyHvlil mpaxkm

KpoBoreuenwue, s38a wm npoboaenne XXKT ¢ neTansHbIM HCXOTOM HaOMONAIKCH TIPH TIpUEMe
mo6sx HIIBII B m060# nepuo Ie9eH s, KaK IIPH HAJIWYHU OMACHBIX CUMIITOMOB, TaK 1 6€3 HUX,
KaK IIpH HAJIMYUK B aHAMHe3€ cepbe3HbIX narojorndeckux cocrosaui XKKT, Tak u 6e3 HuX.

Puck xkpoBoTeueHus, oOpazoBanus f3Bbl 1 npoboaenus KKT Bo3pacTaer ¢ yBeInYeHHEM 103bI
HIIBII y mamueHTOB, Y KOTOPBIX HaOJIOAatach s3Ba, OCOOEHHO €C/IM OHAa COIPOBOXKIATACh
KPOBOHM3JIUSIHHEM WK TpoboaeHueM (cM. pasznen «IIpoTHBONOKa3aHHs»), a TAKKE Y MOMNKHIIBIX
MAlMEHTOB. OJTHM IAMEHTaM CJIEAyeT NpPHHUMATh MHUHHMAIbHYIO 3(Q(EKTHBHYIO 103y
npenapara. MM HeoOxoauMa KOMOWHHpOBaHHas Tepamus C NPHMEHEHHEM IIpernapaTroB-
IPOTEKTOPOB (HAIPHMED, MHU30MIPOCTOJI, HJIH HHTHOUTOPBI TPOTOHHOM TTOMIIBI), TAKXKe MOA00HasA
Tepanus HeoOX0oAuMa MalueHTaM, KOTOpbIe IPUHUMAIOT HEGOBIIHE 1035l ACTIMPHHA MJIH IPYTHX
IpenaparoB, KOTOPbIe HETaTHBHO BIIUSIOT HA COCTOSHHE JKEJTyJOYHO-KHUIIEYHOIO TpakTa (CM.
pazzen «B3aumoneiicTBUe ¢ IpyTUMH JIEKapCTBEHHBIMH IIpenapaTaMu).

[MTanuenTsl ¢ 3aboneBanusmu JKKT, B TOM 4HMClIE MOXWIBIE, HOJDKHBI cOOOIIaTh O JHOOBIX
HEOOBYHBIX cumnToMax, cBs3aHHBIX C JKKT (ocobeHHO KpOBOTE€YEHHE), B TOM 4YHCJIE IIPH
NepBUYHOM IpueMe npemnapara. OcoOyr0 OCTOPOXKHOCTH CIELyeT COOMIOAaTh IalMEHTaM,
OJHOBPEMEHHO NPHHUMAIOIIUM IIpernaparhbl, KOTOpble MOTYT IOBBICUTh PHCK BO3HHKHOBEHHS
KPOBOTEUEHHS WJIH SI3BbI, TAKUE KAaK CUCTEMHbIE KOPTUKOCTEPOUIbI, AHTUKOATYITHTHI (TaKUeE KaK
BapGapHH), CEIEeKTHBHbIE MHTHOUTOPHI OOpAaTHOrO 3axBaTa CEPOTOHHHA WIIM aHTHArpeTaHThI
(Takue Kak auneTWICATMLIWIOBas Kuciora) (cM. pasgen «BzaumopeiicTBue ¢ ApyrUMH
JIEKapCTBEHHBIMHU IperiapaTaMmy ).

IIpu Bo3HMKHOBeHMH KpoBoTeueHHs wid 3BbI JKKT y manueHToB, mpUHHUMAIOMMX Aspral,
JIeYeHHUE JODKHO OBITH OTMEHEHO.

Bnusarnue na cepoeuno-cocyoucmyio u yeHmpanbHyo HepeHyIo Cucmemy

J171s manieHToB ¢ apTepUaIbHON THIIEPTEH3UEH H/IITH 3aCTONHOM CepAeYHOM HEIO0CTaTOYHOCTHIO
JIErKOM WM YMEPEHHOM CTENEeHH HEeOOXOJMMBI: COOTBETCTBYIOIIMH MOHHTOPHHI U OCOOBIE
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yKa3aHWsL, TaK KaK COOBIIANOCH O 3a/IepiKKe KHAKOCTA B OPraHH3ME 1 0TEKaX, ACCOLMUPOBAHHBIX
¢ mpuemom HIIBIL

Het OCTOBEPHBIX JaHHBIX 06 OTCYTCTBHMH TOr0 PUCKa IPH MpHEME alekiofpeHaka.

[TammeHTaMm C 3aCTOMHOM cepleuHoil HeI0CTaTOUHOCTHIO (byHKIHOHANBHBIH Kinace I 1o NYHA),
c (axkTopaMum pHCKa Il CEpAEYHO-COCYIHCTOH CHCTeMBI (HAampuUMep, apTepHalbHasd
THIIEPTEH3Hs, THIEPIUIIHAEMHs, CaxapHblii 1uabeT W KypeHHe) ClIelyeT cobiomaTs ocolyro
OCTOPOXXHOCT MHpd TpueMe auekiodeHaka. IIoCKONbKY — KapIMOBACKYJSIPHBIA — PHCK
arexIoheHaka BO3pacTaeT NP YBEIHYEHHH 03I M UTMTEIBHOCTH JIEYEHHS, JOJDKHBI OBITH
HCIONB30BaHbl HAaWMEHbINAs 1038 W JUINTENBHOCTh JieueHHs. JIOIDKHBI —IEPHOAUYCCKH
OLIEHMBATLCS HEOOXOAUMOCTD JIEYEHHUS U €ro 3 (HEKTUBHOCTE.

AHCK)‘IO(l)CHaK CJIEAYET NPUMEHATH C OCTOPOXKHOCTBIO U IO HaOTIOICHUEM Bpayda namueHTaM ¢
réeMOpparui4€CKuM UHCYJIbTOM B aHaAaMHE3E.

AnexiodeHak cieayeT MPUHUMATh ¢ OCTOPOXKHOCTBIO M O] HAaOIIOJEHUEM Bpaya IalHeHTaM

[P HUXKEYKa3aHHBIX COCTOSHMSAX, TAK KaK CYIIECTBYeT yrpo3a 000ocTpeHHs 3abojeBaHus (CM.

pazznen «Ilobounoe melicTBHEY):

- CHMIITOMBI, CBUJETEIBCTBYIOIINE O HAIMYHH 3a00JI€BaHHUS JKEITy JOYHO-KHILIEYHOTO TPAKTa,
BKJIIOYAsl €0 BEPXHUE U HUKHHUE OT/AEIIBI;

- HaJIMYHEe B aHAMHE3€ $3BbI, KPOBOTEYEHHS] WIM HPOOOJCHHUS >KEIlyI0YHO-KHIIEYHOTO
TPAaKTa;

- SI3BEHHBIN KOJINT;

- 6one3np Kpona;

- CKJIOHHOCTh K KpoBoTedyeHusM, CKB (cucremHass KpacHas Boy4aHKa), mopdupus, H
HapyIIeHUs I'eMOII033a U FeMOCTasa.

Brusnue na neuenv u nouxu

ITpuem HIIBIT mMoxeT BbI3BaTh J0303aBUCHMYIO PEAYKIMIO 00pa3oBaHMs IPOCTArjaHAWHA H
BHE3AIIHYI0 IOYEYHYI0 HEIOCTAaTOYHOCTh. BaXHOCTb INpoCTarnaHAMHA I OOECIeYeHHs
II0YE€YHOr0 KPOBOTOKA CIIEAYET yYHTHIBATh IIPU IIPUEME IIpenapara y NalueHTOB ¢ HapyIIeHHEM
byHKIMM cep/ua, MOYeK MM IEeYEHH, Y JIUL, OTyYaloluX Uy PETUKH, WM Y TallMEHTOB MOCIIE
XHMPYPrHYECKOr0 BMEIIATENILCTBA, @ TAKXKE Y MOMKUIIBIX TALlUEHTOB.

Crnemyer cobmonaTh OCTOPOXXKHOCTh IpH MpHeMe Iperapara y MalMeHTOB C HapyLICHHSIMH
(GYHKIMM TE€YeHH U IOYEK JIETKOH MM YMEPEHHOH CTENEHH, a TaKXKe y MalUEeHTOB C APYTHMH
COCTOSIHMSIMH, IIPEIPACIIONIAraoMU K 3aJepP)KKe JXKHIKOCTH B OpraHu3Me. Y 3THUX MalHEHTOB
ucnons3oBanre HIIBIT MojxeT mpHBECTH K HApYIIEHHIO (HYHKIUH OYEK U K 3aJePHKKE HKUAKOCTH.
Taxxe cnemyer cobmonaTe OCTOPOXKHOCTD NIPU IpHeMe AspTana y MalUeHTOB, IPUHUMAIOIIHX
JAMYPETUKH, MM Yy JIUI C NOBBIIIEHHBIM PHCKOM TumoBosieMuu. HeoOxonuma MHUHHMaibHAsA
s dexTHBHAs 032 U pery ISIpHbIH BpaueOHbIN KOHTPOIIb 3a QyHKIHeH oyek. [[0604HbIe IBIeHUS
CO CTOPOHBI I0YEK OOBIYHO pa3penIaroTcs MOCIIe MPeKpalleHus IpueMa anekiodeHaxa.

[Ipuem anexnodeHaka cieqyeT IPEeKpaTHTh, €CIM W3MEHEHHs IoKaszaTeneil (YHKIUM MeYeHH
COXPAHSAIOTCS WM YXYIIUAXOTCS, pPAa3BUBAIOTCS KIMHUYECKUE MPU3HAKM MM CHUMIITOMBI
3a00JIeBaHUN NEYeHH, MO0 BO3ZHHKAIOT JIpyTHe NpOsBICHUS (203MHO(GUIMS, ChIIb). Iemarur
MOJXET pa3BUTHCS 0€3 MPOAPOMATIBHBIX CUMIITOMOB.

[Tpumenenne HIIBII y nanueHTOB ¢ e4eHOUHOM MOphupUeiit MOXKET CIPOBOLIUPOBATH IPUCTYII.

Funepqyecmeumeﬂbnocmb U KOJHCHblE peaKkyuu
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Kak u apyrme HIIBII, mpemapar MOXeT BbI3BaTh a/UIEPrUYeCKHe pEaKIHUH, BKIIOYad
aHauIaKTHYECKHe/aHAQUIIaKTONTHBIE PEaKLUH, IaXe €CIU IpenapaT IPUHUMACTCS BIICPBBIC.
TspKeNble KOXHBIE PEakiuy (HEKOTOphIE U3 KOTOPBIX MOTYT IPHBECTH K JIETAIBHOMY HCXOZY),
BKIIOYas SKc(OTHATHBHEIA jaepmartut, cuapoM CruBeHCa-J[KOHCOHa M  TOKCHYECKHH
SIHIepMalIbHBIH Hekponu3s, nocie npuema HIIBII HaGmonaquch OYeHb penko (CM. paszen
«ITobounoe nefictue»). CaMblii BHICOKHM PUCK BOHHKHOBEHHUS THUX pEaKlMd y MAlHEeHTOB
HabJTIoIaeTcs B Hayajle IpUeMa Iperapara, TakkKe pa3BUTHE NAaHHBIX HEXENATENbHbIX PeaKiui
HabJIoJaeTcsd B TEUEHHE MEPBOro Mecsna mpueMa mnpernapara. [Ipy BO3HHMKHOBEHHH KOXHOH
CBHIIM, IIOBPEXKIEHHM Ha CIU3UCTON OO0OJIOUKE TIIOJIOCTH pTa WM JAPYTHX [PU3HAKOB
TUIIEPYYBCTBUTELHOCTH CIIElyeT IPEKPaTHTh IpHeM areknodeHaka.

B 0co6BIX ciTydasx, IpH BETPSHON OCIIE MOTYT BO3HUKHYTH OCIIOXKHEHHUS: CEpPbe3Hble HHPEKIIUH
KOXXH M MSTKUX TKaHEH.
B Hacrosimee BpeMs Henb3s Hckioyath posb HIIBII B yXyAmeHHH TeUeHHS STHX HHQEKIHH.
[TosToMy ciienyer uzberats npuema Aspraia, TabJIeTOK, HOKPHITHIX IIEHOYHOH 06010uK0M, 100
MT IIPH BETPSIHOM OCIIE.

I'emamonozuveckue HapyuieHus
AnexinodeHak MOXeT BBI3BaTh 00paTHMOe HHIMOUPOBAHHUE arperaiuu TPOMOOIMTOB (CM. pa3/ie
«B3aumMoneiicTBUE ¢ IpYTrUMH JIEKApPCTBEHHBIMH IIpENapaTaMu»).

Hapywenus co cmopoHbvl OvbixamenbHOo cucmembi:

Cnenyer cobmomaTe OCTOPOXKHOCTH IIPH IpHEME Ipenapara y NalMeHTOB ¢ OpOHXHATIbHOM
acTMOH B HacTosliee BpeMsl WM B aHaMmHe3e, Tak kak npuem HIIBII MoxeT crnpoBOLMpOBaTh
pa3sBHTHE BHE3aITHOr0 OpOHXOCHa3Ma y TaKUX MalUeHTOB.

emu:
[Ipumenenve npenapara Aspran®y fereil He peKOMEH/IYeTCs B CBA3H C OTCYTCTBHEM JAHHBIX 00
3pPEeKTHBHOCTH 1 OE30MACHOCTH Y 3TOM KaTerOpHH MAIlHEHTOB

Iooicunvie

Cnenyet cobmonaTh OCTOPOXHOCTB IIPH IPUEME IMpernapaTa y MOXKHIbIX MallueHTOB, T.K. Y HAX
qale BO3HUKAIOT NMOOOYHBIE sBIEHHS (0COOEHHO KPOBOTEUCHHE M IMPOOOIECHUE JKEITyI0YHO-
Kumeynoro tpakta) npu npueme HIIBII. Ocno)xHeHHs MOTYT MPUBECTH K JIETAILHOMY HCXO.Y.
K Tomy e, moXXHIIble MAIUSHTHI Yallle CTPAJaloT OT 3a00JIeBaHHIA TOYEK, IEYSHU HITH CEepAEYHO-
COCYIMCTON CUCTEMBL.

Hnumenvroe npumenerue

Bce manueHTsl, nojyyaronmue JITUTeIbHOe JTeUeHHe HECTEPOUIHBIMHU TPOTHBOBOCIATATEIbHBIME
npenapaTamy, J0JDKHBI HaXOJUThCS MO/ TIATEIbHBIM HaOM0AeHHeM (Hanpumep, oOIui aHaIm3
KpOBH, GYHKIMOHATBHBIE IEYCHOYHBIE U TIOYEYHBIE TECTHI).

Kaxcpit maketux mpenapara Aspran® 100 Mr mopoIoK juisi IIPUTOTOBJIEHHS CYCIIEH3UH IS
npreMa BHYTPb COJEPXKHUT 2,64 T copOHTONA, KOTOPBI MOXXET BBI3BaTh AHAPEI0 M APYTHE
CHUMIITOMBI CO TOPOHBI JKEIIYyJOYHO-KHINEYHOro TpakTa. IlaueHTsl ¢ peakod HacieACTBEHHOM
HENEPEHOCUMOCTHIO (PPYKTO3BI HE JOJIKHBI IIPHMEHSATH 3TOT Ipenapar.

[Ipenapar Aspran® 100 Mr mOpONIOK /ISl IPUTOTOBJIEHHS CYCIIEH3UH IS IPHEMa BHYTPh TakkKe

COIEPXKUT acmapraM, HMCTOYHHMK (eHWnataHuHa. [lanmeHTsl ¢ (EHHIKETOHYpUEH TOJDKHBI
NPMHAMATh BO BHUMaHUE, YTO K)XKIbIH MaKeTHK CONEpXXHT 5,61 Mr deHnnananuHa.
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Bausinue Ha CnOCOOHOCTL K YNPABJIEHHI0 TPAHCIOPTHBIMH CpeJACTBAMH H Ha paboty ¢
MeXaHH3MaMH

[TanueHTHI, y KOTOPBIX HAOIIOAATHCH TaKHE SBJICHUS, KaK c1ab0CTh, TOJIOBOKPYKEHHE, BEPTHTO,
TOIIHOTA WJIM JIPYTH€ CHUMIITOMBI CO CTOPOHBI LIEHTPAJIbHONH HEPBHOM CHCTEMBI, IIPH IPHEME
HIIBIT He nOMKHBI yIpaBIsATh aBTOTPAHCIIOPTOM MJIM JPYTUMH ONIACHBIMM MEXaHH3MaMH.

YnakoBka

3 r nopomika B maketuke (Oymara/ amomunuesas ¢oibra /[IOHIT).

20 makeTMKOB B KAapTOHHOH KOpOOKe C MPHUIOKEHHOW HHCTPYKUHEH IO MeEIUIMHCKOMY
IPHUMEHEHHIO.

YciaoBus xpaHeHus!
JlexapcTBEHHOE CPENCTBO HE TPEOYET CeNHANBHBIX YCIOBUM XpaHEHHUS.
XPpaHUTh B HEJJOCTYITHOM JUIS IETeH MecTe.

Cpok roasocTn
4 rona
He npuMeHATh 0 HCTEYEHUH CPOKA TOIHOCTH, YKA3aHHOTO Ha YIIAKOBKE.

YcnoBus oTmycka U3 antek
ITo penenty Bpaya

IIpousBoguTenn:
Wunactpuac ®@apmacetotukac Anmupan C.A., Ucnanus

Beinmyckalomuii KOHTPOJIb Ka4ecTBa:
OAO «T'eneon Puxrepy», by nanemr, Benrpus

Komnanus, npeacraBisilomasi HHTepechl IPOM3BOAUTEIS H 3aABHTE/IA:
OAO «I'eneon Puxtep»
1103 By nanemrr, yn. JIégmpén, 19-21, Benrpus

Tenedon ropsueit muruu (3B0HOK GecruiatHbi): 7-800-555-00777
DnexTpoHHBIH anpec: drugsafety @g-richter.ru
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