MHH31PAB POCCHK

1 004886~ 100517

MUHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUUCKOU ®EJEPALIMA
COrJACOBAHO

MHCTPYKIIUS
[10 MEJIMLIMHCKOMY TTPUMEHEHHIO JIEKAPCTBEHHOI'O ITPETTAPATA

ADPTAJI®

HaUMEHOBAHHUEC JICKAPCTBEHHOTO IIpe€riapara

Perncrpanuonnblii Homep:
Toprosoe HanmMeHOBaHHe: A3pTa.II® (Airtal®)

MeskayHapoHoe HENATEHTOBAHHOE HAHNMEHOBaHHe: anekIodpenak (aceclofenac)

JlekapcrBennasi popma: MOpOIIOK /ISt IPUTOTOBJICHUS CYCIICH3UH JUIS IPHEMa BHYTPb.

CocraB HA 0/IUH NAKETHK:

AxTtuBHOe BeecTBo: anekiaodenak 0,100 r;

Bcrnomorarenbhblie BemecTBa: copouton 2,639 r, natpus caxapusnat 0,010 r, acnapram 0,010 r,
KpeMHHs auokcua Koswtoumubiii 0,006 r, rumpomeruio3a 0,018 r, turana auokcua 0,012 r,
apomarusarop Mousiounerii 0,100 r, apomarusarop kapamenbHblii 0,050 r, apomaTtu3atop
kpemoBbiit 0,050 r.

Onucanue

[Toporok Genoro uinu 6e10ro ¢ KPEMOBBIM OTTEHKOM LIBETA.

dapmakoTepaneBTHYECKAsl TPYIIA: HECTEPOH/IHBIM TPOTHBOBOCTIAIMTEILHBIN ITpenapar
(HIIBIT)

Koax ATX: MO1ABI16

dapMaKkoJI0rHyecKne cBoHcTBA

dapmMakoIHHAMHKA

AuexnopeHak TmpeacTaBiIser CoOOH HECTEpPOWIHBIH IPOTHBOBOCHAIUTE/IBHBIN Ipenapar,
obnalaronMii  MPOTHBOBOCIIAJIUTENIBHBIM W 00€300MBalOIIUM  JeiicTBUeM. MexaHus3M ero
JICHCTBHS OCHOBaH Ha MHIHOMpPOBAaHMM CHHTe3a IMpocTarjanauHoB. llpu peBMartmyeckux
3a00JIeBaHHsX MPOTHBOBOCHAIMTEILHOE W  aHAIbre3upyloliee JieiicTBue  aueknodeHaka
CIOCOOCTBYET 3HAYMTEIHHOMY YMEHBIICHUIO BBIPAKEHHOCTH OO, YTpEHHEH CKOBaHHOCTH,

MPUITYXJIOCTH CYCTaBOB, YTO YJIydlIaeT (yHKIIMOHAILHOE COCTOSIHUE TTAllueHTA.



dapMaKOKHHETHKA

BcacbiBanue

[Tocne npuema BHyTph anekinopenak OpicTpo abcopbupyercs. MakcumaibHasi KOHUEHTPALUs B
TU1a3Me KpOBH JIOCTHraeTcs nmpuMepHo uepes 1,25-3 yaca mocne BBeneHus npenapara. [Ipuem
UK 3aMeJUIIeT CKOPOCTh aOCOpOIIMH, O/THAKO HE BIIMSET Ha CTENEeHb aOcopOLUH.

Pacnpenenenue

Aueknopenak o0nagaeT BHICOKHM CPOJCTBOM K Oesikam (>99,7%). AuekinodpeHak NpoHUKaeT B
CHHOBHAIBHYIO XKUJKOCTh, IJIe €ro KoHIeHTpamus gocturaet 60% oT KOHIEHTPalMy B IJIa3Me
kpoBu. O0BeM pacnpeieneHus coctapiasieT noutu 30 JUTPOB.

Merabonuszm

Cumraercsi, urto anekinodenak wmeradbommsupyercs wuzopepmentom CYP2C9. OcHoBHBIM
metabonutom siBisiercss 4-OH-anexnodenak. Cpeau Gonbiioro umcia MeTabOJIMTOB ObUIN
BbIIeIeHbI auKiIodenak u 4-OH-muknodenak.

BriBesienue

Cpennuii mepuoj moiyBbiBefieHUsI coctaBisieT 4-4,3 yaca. KimpeHc cocrtaBisieT npHMEpHO
5 /4. TlpumMepHO J1Be TpeTH BBEIAECHHOMW J03bI Ipernapara BBIBOJUTCS MOYKAaMH, B OCHOBHOM B
BUJIC KOHBIOTHPOBAHHBIX T'HAPOKCHI-MeTa00auTOB. Tonbko 1% OaHOKpaTHON 103bI, IPHHATON
BHYTPb, BEIBOJUTCSI B HEU3MEHEHHOM BHJIE.

Dapmakokunemuka y paziuyHelx 2pynn NAyUeHmos.

VY MOXUIIBIX MAIHEHTOB H3MEHEHUH (papMaKOKHMHETHKH allek/10(eHaka BhISBICHO He ObLIO.

VY NanMeHToB CO CHWXKEHHON (YyHKIMEH Me4YeHH MOcie OAHOKpPATHOro npuéma amexsiodeHaka
ObUTO  BBISBICHO 3aMEUICHME CKOPOCTH BBIBEJEHHMS Ipernapara. B HccienoBaHun
MHOTrOKpaTHOro npuéma anekiogpenaka B jgo3e 100 mr nmpenapata 1 pa3 B cyTkH He ObuIO
BBISIBIICHO pa3inuuii (hapMaKOKMHETHUECKUX IMApaMETPOB Yy MALUEHTOB CO €1ad0 M yMEPEHHO
BBIPAQKEHHBIM I[IUPPO30M [E€YECHHU H Y NMALUEHTOB, HE CTPAJAIOIIUX ITUM 3a00JI€BAHUEM.

VY MalueHToB ¢ MOYEYHOH HEeJOCTATOYHOCTBIO JIETKON U Cpe/IHeH CTeNeHH TSKECTH KIMHUYECKH
3HAYUMBIX OTJIMYMI (apMaKOKMHETHYECKHX IapaMeTpoB I0C/IE OJHOKPATHOTO ITPUMEHECHHS

npernapara BbISIBJIEHO He ObLI0.

ITokazanus K NpUMeHeHHIO

e CHUMIOTOMATHYECKOE JICYEHHUE PEBMATOMHOIO apTpUTa, OCTE0ApTPO3a, aHKUIIO3UPYIOIIErO
CIOH/IMJIMTA, JUISl KYIHPOBAHHs BOCHAJICHUsI U OOJIEBOrO CHHJpOMa IpH jJombaro, 3yOHOi
0011, TICYETONaTOYHOM NIEPHAPTPUTE, PEBMATHYECKOM ITOPAKEHUH MATKHUX TKaHEH.
[lpemapatr mnpeaHasHa4yeH JUIs CHMIOTOMATHYECKOH Tepanuy, YMEHbLIEHHs Ooiu M

BOCHAJICHHUSA HA MOMCHT HUCIIOJIL30BAHU A, HA ITPOIPECCUPOBAHUE 3a00JIeBaHUs HE BIIUSET.
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e JlucmeHopes.

IlpoTuBONOKa3aHus

e  DpO3UBHO-S3BEHHBIE TMOPAKEHUS JKETYJA0UHO-KHIIEYHOro TpakTa B ¢aze obocTpeHus (B
T.4. sI3BEHHBII KOJIHT, Oosie3nb KpoHna);

®  KeTyJI0YHO-KHUIIIEYHOE KPOBOTECUEHUE WITH 110/I03PEHHUE Ha HEro;

® II0JHO€ WJIM HEINOJHOE CcouYeTaHue OpOHXHAIbHOH aCTMBI, PELUAUBHPYIOLIETO
MOJIUII03a HOCA M OKOJIOHOCOBBIX MMa3yX M HENEPEeHOCHMMOCTH alEeTHIICAIUIUIOBOM
KHCJIOTHI WJIH JPYTUX HECTEPOUIHBIX MPOTUBOBOCHAIMTENBHBIX Ipenaparos (B T.4. B
aHamHe3se);

® [IOBBIICHHAs YyBCTBUTEILHOCTD K alleKIO(QeHaKy MM KOMIIOHEHTaM IIpernapara,

e TsDKENAs TIeYeHOUHAs HEJIOCTaTOYHOCTh MJTH aKTUBHOE 3a00/IeBAHHE [IEUECHH;

e  HapylLIEHHs KPOBETBOPEHUS U KOATYJISILIMH;

e TsDKENAs MOYEUHas HEJOCTATOYHOCTD (KJIMpeHC KpeathHuHa < 30 MII/MHH), POTPECCHPYIOLIHE
3a00JIeBaHuUs TIOYEK, MOATBEPIKICHHAS TUITEPKATHEMMUS;

e TspKenas cepeunas HegoctarouHocTh (II-1V kiace mo kimaccuduxanmu Heto-HMopkckoii
Kap/IMOJIOTHYECKO# acColMalvm), HileMHyecKkas 00J1e3Hb cepAla, 3a00/1eBaHus
nepupepuyecKux apTepuil U/ UK apTepHii roJIOBHOTO MO3ra;

® [IEPHO/I ITOCIIE TIPOBEICHHS A0PTO-KOPOHAPHOTO IIIYHTHPOBAHUS;

e OepeMEHHOCTB U MEPUO] JIAKTalIUK;

e jerckuit Bo3pact 10 18 net;

e JleMIMT caxapa3bl/H30MATIbTa3bl, HEMEPEHOCHMOCTb (DPYKTO3bl, IUIFOKO30-TaIaKTO3HAsA

MababcopOIus, PeHUIKETOHYPHS.

C 0CTOpPOKHOCTBIO

XpoHHuecKasi cepjedyHas HeJI0CTaTOYHOCTh, HIeMHueckas Oosie3Hb cep/la, apTepHalibHas
THIIEPTEH3Hs, CHIDKEHHE 00beMa MUPKYJIUPYIOIIEil KpoBH (B T.4. COCTOSHHE IOCI/IE OOIIMPHBIX
OTepaTHBHBIX BMEIIATEIbCTB), 11epedpOBaCKYISIPHBIC 3a0oJieBaHus, 3a0osieBaHus
nepudepuyecKuxX apTepuii, XpoOHHYECKas louyeqHasi HeJJOCTaTOUYHOCTh (KInupeHe kpeatununa 30-
60 MJI/MHH), TEYEHOYHAs HEJOCTAaTOYHOCTh, 3a00JIeBaHMS IE€UEHH, IOYEK M IKEyJOYHO-
kumeynoro tpakra (KKT) B anamuese, OpoHxuaiibHasi acTMma, SI3B€HHBIM KOJIMT B aHaMHE3e,
Oone3np KpoHna B aHamHese, JIMCIIENICHYECKHE CHMIITOMBl HA MOMEHT Ha3HA4yeHMs IIpenapara,

aHaMHECTHYECKHUE JlaHHble O pa3BuTHH s3BeHHOro mnopaxenus JKKT, namuume unbpexnnn
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Helicobacter pylori, caxapHblii qua0eT, JUCIUIUAEMUS/THIIEPIUIHIEMHS, MMOXKHUION BO3pacT,
Kypenue, jurensHoe npumenenue HIIBIL, npueM riroKoKOPTHKOCTEPOHIAOB CHCTEMHOIO
JICHCTBUS, QaHTUKOAryJSTHTOB, aHTHArPEraHTOB, HHTUOMTOPOB OOpPAaTHOIO 3axBaTa CEPOTOHHHA,
JMYPETHKOB, aJKOTOJM3M, TSDKEJIbIe CcOMaTH4yeckue 3a00JIeBaHUS, TEeMaTOJIOTHYECKHe
3abosieBaHUs, HApYyLICHUs KPOBETBOpEHMs, cucTeMHas KpacHast BomdaHka (CKB), cmemannoe

3a00JIeBaHUs COCIMHUTENILHO TKaHU, TOpGUpHs, BETpsHAas OCIa.

IIpuvenenne npu 6epeMeHHOCTH U B MIEPHO/ I'PYAHOI0 BCKAPMJIHBAHUS

bepeMeHHOCTh

Aspran® npoTHBoNoOKasan npu 6epeMeHHOCTH. MH(pOpMaius 0 npuMeHeHuH anekiodeHaka npu
OepeMeHHOCTH OTCYTCTBYET.

YrHereHHe CHHTE3a MpPOCTarjaHAMHOB MOJKET HEOIaronmpusTHO BIUSATH HAa TEUEHHE
OepeMEHHOCTH W/WJIN pa3BUTHE IMOPUOHA/TIIIOA.

B TeuenHue TpeThero TpuMecTpa OEpEMEHHOCTH BCE MHHTHOUTOPBI CHHTE3a IIPOCTArJIaHIMHOB:

e o0magas cepAeYHO-JIErOYHOM TOKCHMYHOCTBIO, MOTYT BBI3bIBaTh IIPEKIAECBPEMEHHOE
3aKkpbITHE boTallsIoBa MPOTOKA C pa3BUTHEM JIETOYHON THIIEPTEH3UH;

® MOTYT BBI3bIBaTh HapylleHHe (GYHKIUH MOUYEK IJI0J1a, KOTOPOE MOXKET IPOrpecCHpOBaTh
JI0 TIOYE€YHOM HEJ0CTAaTOYHOCTH B COUETAHUU C MAJIOBOIUEM.

Ha no3nnux cpokax 6epeMeHHOCTH:

e @pemapar  MOXET  BIMSATb HA  IMPOJO/DKUTEIBHOCTh  KPOBOTEUEHMs  H3-3a
aHTHarperanTHoro g ¢pexra, KOTOPBIH MOKET Pa3BUTHCS JaKe I0CIIe IPUMEHEHHS OUYEHb
HHU3KHX J103;

e [pernapar MOYKET IMOJIaBJIsATh COKpAIleHHs] MAaTKH, NMPHBOIS K 3aJ€piKKE POJOB MIH K

3aTsKHBIM pOoJiaM.

JlakTanus

® HE CIICAYECT NIPUHUMATH B NMEPHOJ I'PYAHOI'0 BCKAapMJIMBAaHHSI. HaHHbIC O BBIJICJICHUH

Asprai
arieksiopeHaka ¢ JKEHCKMM MOJIOKOM OTCYTCTBYIOT; NpH Ha3HAYeHUH paauoakTuBHoro 14C-
anekiaoenaka B JOKIMHUYECKHUX MCCIIEJOBAHMSIX 3aMETHOTO IEpPEeHOca pPaJUOAKTHBHOCTH B
MOJIOKO He HaOII01aI0Ch. |

DepTUIBHOCTE

Hectepounansie nmpotuBoBocnanurenbhple npenapatsl (HIIBIT) moryt BiusaTh Ha GpepTUIBHOCTD
M HE PEKOMEHJYIOTCS K IMPUMEHEHHUIO KEeHIIMHAM, IUIAHUPYIOUMM OepeMeHHOCTh. B cBs3H ¢
9TUM JKEHIIMHAM, UMEIOLIHUX IPoOJIeMbl ¢ 3a4aTHEM U MPOXO/ UM 00C/IeZIOBaHHE 10 MTOBOIY

Gecroms, peKOMEeH/IyeTcsi BpeMEHHO MPeKpaTUTh pueM nperapata Aspran®.
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Cnocod npuMeHeHHus ¥ 103bI

Coznepxumoe MaKeTHKOB cieayeT pacTtBopsth B 40-60 Myl BoAbl M NPUHMUMATh HEMEUIEHHO.

OHOBpEMEHHBIN MPHUEM IHUINU 3aMeISeT CKOPOCTh a0COpOLMH AEHCTBYIOIIErO BEIIECTBA, HO

HE CHMIKAET CTeNeHb a0COPOIMH U3 JKeNTyJOYHO-KUIIIEYHOTO TPAKTa.

B3pocibie:

PexomenioBaHHast 103a cOCTaBIISeT | MakeTHK 2 pa3a B CyTKU (OJHH YTPOM M OZIMH BEYEPOM).
eTH:

Be3onacHocTh 1 3¢ (HeKTHBHOCTD Npenapata ISl JeUeHUs AeTel U MOJAPOCTKOB HE YCTaHOBJICHA.

[TanueHThl MOXKHUJIOTrO BO3pacTa:

OOBIYHO CHIDKEHHE /103l He TpeOyeTcs, 0JTHAKO CJIEAYET YUYHTHIBATh MEPhI MPEA0CTOPOKHOCTH,
npHUBeIeHHbIE B pazjene «Ocodble yKazaHus».

ITeyeHOYHASI HEAOCTATOYHOCTh:

[Ipn neyeHHMH MANMEHTOB € HApYIICHUAMH (YHKLIUH NEYeHH JIETKOH M CpelHel CTeneHu
TSDKECTH CJIeyeT IMPUMEHSTH Ooiee HU3KHE J03bI alekinodenaka. PekoMen10BaHHas HavyaJlbHast
no3a cocranisier 100 Mr B CyTKH.

IToyeyHass HEAOCTATOYHOCTD:

Jloka3zatesbcTBa HEOOXOJAMMOCTH M3MEHEHHSs J103bl alekJIo(eHaka Mpu JICYCHUH MalHEeHTOB ¢
HapylieHHeM (yHKIMM TMoYeK JIETKOH M Cpe/Hel CTeNeHH TSDKECTH OTCYTCTBYIOT, OJHAKO
peKoMeH 1yeTcst COOII0/IaTh OCTOPOKHOCTD.

HesxenarenbHble SIBJICHHS MOTYT OBITb MHHMMH3MPOBAHBI, €CJIM COKPATUTH JUIUTEIBHOCTD

JICYEHUS JI0 MUHUMAJIBHO HEOOXOJUMOM JUTS TOCTHIKEHUS KOHTPOJIA CUMIITOMOB 3a00JIeBaHUS.

IToGouHoe neiicTBHE

Huxe mpejcTaBieHbl HexelaTelbHbIE SBICHUS, HH(OpMAIHsS O KOTOPBIX ObLla IOJTyYeHa B
KJIMHUYECKHX MCCIICIOBAHUSAX M B XOJIe MOCTMApKETHHTOBOTO HAOIO/ICHUS; HEXKelaTesbHbIe
SBJICHHs CTPYIIHPOBaHbl B COOTBETCTBHM C KJIacCaMM CHCTEM OpraHoB  COIJIACHO
MeauuuHCKOMY CIIOBapiO Ul HOPMAaTHBHO-TIPaBoBoil aestenpbHocTH (MedDRA) u wacroroit
BO3HMKHOBEHHS: 0YeHb yacTo (> 1/10); yacto (ot > 1/100 mo < 1/10); Hewacto (ot > 1/1000 o <

1/100), peaxo (ot > 1/10000 o < 1/1000), ouens peako (< 1/10000).

[lepeyeHb MOOOYHBIX PEAKIINI

Hapywienus co cmoponsl kposu u /zuwd)amuqecrco[l cucmeMbl

Penxo: anemusi.
OueHb pejiko: yrHeTeHue GyHKIIMH KOCTHOTO MO3ra, TPaHyJIOIUTOTICHUS, TPOMOOIUTONEHHUS,

HCﬁTpOH@HHH, IEMOJIMTHYCCKAass aHCMH .
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Hapyuienusi co cmoponvi umMmyHHOU cucmembl

Penko: aHa(bunaKmqecxne p€akuunu (BKJHO'-IaSI I.HOK), THTNIEPUYYBCTBUTCIIbHOCTD.

Hapywenusi co cmoponvt oomena geugecms u numanus

O4eHb pe/IKo: TUIIEPKATTHEMHSL.

Hapywenusa ncuxuxu

OueHb PEAKO: ACIIPECCHs, HEOOBIYHBIE CHOBHUJICHHA, OeCCOHHHIIA.

Hapywenus co cmoponvl HepsHotl cucmembl

OueHb 4acTo: roJI0BOKPYKEHHE.
OueHb peIKo: MapecTe3us, TPEMOP, COHITHUBOCTD, FOJIOBHAs 00J1b, AUCTEeB3Us (M3BpaIlCHHE
BKyca).

Hapywenus co cmoponwst opeana spenus

Peniko: paccTpoicTBO 3peHusL.

Hapywenus co cmoponvt opeana cayxa u NabupuHmHvle HapyuieHus

OueHb peaIKo: roJIOBOKPYIKEHHUE, 3BOH B YIIIaX.

Hapvwenus co cmoponwi cepoya

Penko: cepeunasi HeI0CTaTOYHOCTb.
OueHb pe/IKo: OlLyIIeHHe cepeOueHus.

Hapywenus co cmopont cocyoos

PeJiko: MOBBIIIEHHE apTePHAILHOTO JaBICHHS, YXY/IIICHUE TEYSHUS apTepHaTbHOM
TUIIEPTEH3HUH.
OueHb peIKo: THIIEPEMHUSL, «ITPUIIUBBI», BACKYJIUT.

Hapyuenus co cmoponvl ObixamellbHOU CUCMEMbl, OP2AHOE 2PYOHOU KIEeMKU U cPeOOCmeH s

Penko: oapImka.
OueHb peKo: OpoHXOCTIa3M.

Hapywenus co cmopouwl Jiceny0ouno-KuuieyHo20 mpakmd

Yacto: aucnencus, 60Jb B )KUBOTE, TOLIHOTA, JHapesl.

HeuacTo: MeTeopu3M, racTpur, 3arop, pBoTa, S3BEHHBIH CTOMATHT.

Penxo: menena, oOpa3oBaHue 3B XKeTyKa U KHIIEUHUKA, FreMopparuyeckas auapes,
HKETYI0YHO-KUIIIEYHOE KPOBOTEUYCHHUE.

OueHb pe/Iko: CTOMATHT, PBOTAa KPOBBIO, MPOOOeHNE KUulleuHHKa, 00ocTpenue Ooneznun Kpona
H SI3BEHHOTO KOJIUTA, MAaHKPEaTHT.

Hapyuwienus co cmoponvl neyenu u Jce14esbleoosuux nymelu

YacTo: MoBbIIIIEHHEe aKTUBHOCTH ()EPMEHTOB TEUSHH.
Ouenb pesko: 3aboeBaHue MeYeHH (BKIIIOYas TeMaTuT), yBeITMYEHHE aKTUBHOCTH LIEI0YHON

¢docdaraszpl.
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Hapywenus co cmoponbl Kod#CU U NOOKOICHBIX MKAHell

HeuacTo: 3y, Cblllb, AepMATHT, KPATUBHHUIIA.

Penxo: oréxk Kpunke.

OueHb peIKo: MypITypa, IK3eMa, TSHKEbIe KOKHO-CIIM3UCThIE peakiuu (BKIIOYasi CHHIPOM
CruBeHca-/[PKOHCOHA U TOKCHYECKUU AMHCPMAIbHbIN HEKPOJIH3).

Hapyulenu}z CO CMOPOHbL NOYEK U MOYEBbIBOOAUIUX Nymell

HeuacTo: noBbleHHe KOHIEHTPAIIUE MOYEBHHBI CHIBOPOTKHM KPOBH, MOBBIIICHHE KOHIIEHTPALIUH
KpEeaTHHHHA CBIBOPOTKH KPOBH.
OueHb peako: HePPOTHUECKHI CHHAPOM, MTOYEUHAsI HEAOCTATOYHOCTb.

Obwue pacempoticmsd U HapyuleHus 6 Mecme 66e0eHUs

OdeHb pe/iKo: OTeK, c1ad0CTh, MBIIICYHBIE CIIA3MBbl.

Hzmenenus .uaéopamopybzx U UHCMPYMEHMAIIbHbIX uccie0o8anull

OueHb peaKo: YBEIIMYEHHE MACChI Tela.

Ilepeno3upoBka

HeT 1aHHBIX 0 nepe1o3upoBKe arekyiopeHaka y yeloBeKa.

BosmooicHble cumnmompl: TOLITHOTA, PBOTA, O0JIb B JKely/IKe, TOJIOBOKPYKEHHE, rOJ0BHas 00JIb,
SIBJICHUS] THIIEPBEHTUJISIIIAHU C MOBBIIIEHHOM CY/IOPOYKHON FOTOBHOCTBIO.

Jleuenue: TpPOMBIBAaHHE JKEIyJIKa, BBEJCHHUE AKTHBUPOBAHHOIO YIJIS, CHUMITOMATHYECKas

tepanus. DopcupOBaHHBIH AUYype3, FEMOIHATN3 HEA0CTAaTOYHO (P (PEKTHBHBL

B3aumoeiicTBHE ¢ IPYrHMH JIeKAPCTBEHHBIMH IpenapaTaMmu

WccrnenoBanuii  NeKapcTBEHHBIX  B3aMMOJCHCTBHH HE MPOBOAWIOCH, 33 HCKIIOYEHHEM
MCCIIe/IOBaHUH B3aUMO/IeHCTBUS ¢ Bap(hapuHOM.

Auexnopenak merabommsupyercst B cucreme muroxpoma P450 2C9 u, corimacHo JaHHBIM
MCCJIEIOBAHUN In Vitro, MOXeT HHruOMpoBaTh 3TOT H30odepmeHT. [loaTOMYy BO3MOXKEH pHCK
(hapMaKOKHHETHYECKOTO B3aUMOICUCTBUS € (DEHUTOMHOM, LHUMETHIUHOM, TOJI0yTaMHIOM,
GeHnndyTa30HOM, aMHOIapPOHOM, MHKOHA30JI0M U cyibpadenazonom. Kak u B ciaydae apyrux
npenapatoB rpynnsl HIIBII, cymectByer Takxke puck ¢papMakOKHHETHUECKHX B3aUMOACHCTBHIH
C JPYTHMH TpernapatamMH, aKTHBHO BBIBOJSIIMMUCS IMOYKAMH, TAaKUMH KaK METOTpeKcarT H
TUTHH. AnexknodeHak NpaKTHYEeCKH IOJHOCTBIO CBS3bIBaeTCs C OelKamMHu Ij1a3Mbl KPOBH,
CJIEJIOBATEIbHO, CYINECTBYET BEPOSTHOCTH B3AaUMOJICHCTBUS ¢ JAPYTUMH IIperaparamu,
00J12/1al01IMMHU BBICOKMM CPOJICTBOM K O€JIKaMm IIa3Mbl KPOBH, 110 THILY 3aMELICHHsI, KOTOPYIO
CJIeJIyeT yUUThIBATD.

Tax xaxk uccie/loBaHUM q)apMaKOKHHeTI/IquKHX B3aUMOJICHCTBUI HEJIOCTATOYHO, IIPUBECACHHAA
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HIOKe MH(OpMAIUs OCHOBaHA HA JAHHBIX, mostydeHHbIX Juist apyrux HIIBII:

Crnenyer n3derarb CAEYIOIMX KOMOWHAIIMN TPENapaToB:

Jlutuit u gurokcun: Hexkoropble HIIBIT uHrubupytoT moyeqHslit KIMPEHC JTUTHS U IUTOKCHHA,

YTO MPHUBOJUT K YBETHUCHHIO KOHIICHTpPAIM 3THX MpenapaTtoB B ChIBOPOTKe KpoBu. Cremyer
u3deraTh JaHHOW KOMOMHAIIMM IIPEnaparoB, 3a HCKJIIOUEHHEM CIy4aeB, KOrjJa BO3MOXKEH
YacThlil KOHTPOJIb MOKa3aTeNei TUTHS U JMTOKCHUHA.

Antukoaryinsutel: HIIBIT uarubupyior arperanuio TpoMOOLMTOB U HMOBPEXKIAIOT CIM3HCTYIO

000JI0UKY JKeITYAOYHO-KHIIEYHOTO TPaKTa, YTO MOXET MPHBECTH K IMOBBIIIEHUIO aKTHBHOCTH
AQHTHKOATYJISHTOB W YBEJIMYUTH PHCK JKEIyJIOYHO-KUIIEUHOIO0 KPOBOTEYECHHs Y IALUEHTOB,
NMPUHUMAIOIINX aHTUKOAryIsaHTBL. CrexyeT u30erath NpUMEHEHUs KOMOMHAIMYU aleKi1o(eHaka
U AQHTUKOAryJsSHTOB KYMApWHOBOW TpYyNIbI JUIsi [pHeMa BHYTPb, THKJIONHMHA,
TPOMOOJIUTHYECKUX TIPENapaToB W TEMapuHa, 3a HUCKIIOUYEHHEM CIlydaeB, KOIja MpPOBOIAMTCS
TIIATEILHBIH KOHTPOJIb.

AHTHArperaHTHbIC IpernapaThl ¥ CEJICKTHUBHBIC MHIHOMTOPHI 00OpaTHOro 3axBaTa CEPOTOHHHA B

komOunanuu ¢ HIIBII MOryT yBeIMUUTH PHCK KETyI0UHO-KHUIIIEYHOTO KPOBOTEUEHHS.
[IpuBenieHHbIE HIKE KOMOMHAIMH IIPEnapaTtoB MOTrYT HOTpeOoBaTh KOPPEKLUMH 03Bl H
cOOITIOICHUS] OCTOPOIKHOCTH:

Metorpekcar: HIIBII nHrnOupyior kaHaibleBYIO CEKPELMIO METOTpEKcaTa, IM03TOMY CIIEIyeT
TaK)Ke YYUThIBATh BO3MOJKHBIE B3aumozeicTus mexay HIIBIT u meroTpexcaTom npu jiedeHun
HU3KHMH J103aMH METOTpeKcara, OCOOCHHO y IMAlMeHTOB C MOYEYHOH HEJ0CTAaTOYHOCTHIO. B
ciIydasix, Korjia HeoOX0iMMO MPUMEHSITh KOMOMHUPOBAHHOE JICUEHHUE, CIIEyeT KOHTPOIHPOBaTh
byukuuo noyek. HeoOGxommmo colOuoath OCTOPOKHOCTH B ciydasix, koraa u HIIBIL, u
METOTpEKCaT BBOJATCS COBMECTHO B TeueHHE 24 4acoB, TaK KaK KOHILIEHTpAlMs METOTpeKcaTa
MOJKET MOBBICUTBCS, UTO MPUBEET K YBEJIMYEHUIO €r0 TOKCHYHOCTH.

[[MKJIOCIIOPHH, TaKpOJUMYC: cYHMTaercs, 4Yro ojHoBpeMeHHoe npumeHenue HIIBII u

MUKJIOCIIOpHHA WJIM TaKpOJIMMyCa YBCIIMYHBACT PHCK IMOYEYHOU TOKCHYHOCTU H3-32 CHHIKCHUS
CHHTE3a IMPOCTAlUKIIMHA ITOYKaMH. HO3TOMy OYCHb BaXHO THIATCIIBHO KOHTPOJHUPOBATH
Q)yHKHHlO ITOYCK BO BpEMS KOM6YIHI/IPOBaHHOFO JICUCHUS.

Hpyrue HIIBII: onHoBpeMeHHOE NpUMEHEHHME ALETWICATUIMIOBOM KHUCIOTBI M JIPYTHX

HECTCPOU/IHBIX ITPOTHBOBOCHAJIUTECIIbHBIX npenapaTroB MOXET YBECIIUYUTDH 4JacToTy
HEYKEeJIATECIbHBIX SIBJICHUH, IMO3TOMY CJIIEAYET cobmonaTh OCTOPOIKHOCTD.

[ TIOKOKOPTHKOCTEPOU/IBI: MOXKET BO3pacTaTh PUCK Pa3BHTHS S3B OPraHOB JKEyJIOYHO-

KHIIEYHOTO TPAKTA UJIH JKEJTy0YHO-KHIIEYHOTO0 KPOBOTEUEHHS.
Jluyperuku: auexinodenak, kak u jpyrue HIIBII, Moxxer wuHruOumpoBaTh aKTHBHOCTh

IUYPETHKOB,  CHWXKATh  AuypeTtudeckuil  addext  dypocemmuna, OymeraHuga H
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AQHTUTUIEPTEH3UBHBIH 3¢ dext ThazuaoB. OIHOBpEeMEHHOE JedeHHe KaiuicOeperaromumMu
JUYPETHKAMH MOXET OBbITh CBS3aHO C YBEJIMUYCHHMEM COJIEPKaHMs Kajus, CJIEI0BATEIIbHO,
HEOOX0MMO KOHTPOJIMPOBATh CO/IEPIKAHUE KAJIUSl B CBIBOPOTKE KPOBH.

Beuto moxazaHo, 4yrto auekiopeHak He BIMSET Ha KOHTPOJb ApTEPUAIBLHOIO JIABJIECHHS IIPU
O/THOBPEMEHHOM HpUMEHEHHH ¢ OeHapoduiya3uoM, HECMOTpPsS Ha TO, YTO JIEKApCTBEHHBIE
B3aMMO/ICHCTBUS C APYTHMH JIMYPETHKAMU HEJIb3sl HCKITFOUNTh.

['unorensuBnple npenapatel: HIIBIT takixke moryT cHmxate 3¢((eKTHBHOCTH ONpeeIeHHbIX

TUIIOTEH3UBHBIX NpenapaToB. MHrudutopsr AII® uan aHTaroHUCTH! pelenTOpOB aHTHOTEH3UHA
II B xomOunanuu ¢ HIIBIT moryr nmpuBectH Kk HapymieHHIO (QyHKIMHM MOYeK. Y HEKOTOPBIX
NalMEHTOB CO CHMIKEHHOH (DyHKIMeH nmoyek, HanpuMmep, y MalueHTOB M0XKUIIOr0 BO3pacTa Ml
NAIlMEHTOB C O00E3BOKMBAHMEM, MOXKET BO3HHMKAThb PHCK pa3BUTHS OCTPOH IOYEYHOI
HEJIOCTAaTOYHOCTH, KoTopas 0OblyHO oOparuma. CrenoBaTenbHO, HE0OXOaUMO coOI0aaTh
OCTOPOKHOCTB MTPU KOMOMHHPOBAHHOM NpuMeHeHuH HTuX npenapatoB ¢ HIIBIL, ocobenno npu
JIEYEHHH MOXWIbIX IMALMEHTOB WM MALUEHTOB ¢ 00e3BOXKMBaHHEM. [lalMeHTbI 10/KHBI OBITH
TUPAaTUPOBAHbl B JIOCTATOYHOW CTENEHH, KpOME TOro, PEKOMEHAYeTCs Y4YUThIBATh
HEOOXO0MMOCTh MOHUTOPUHTA (YHKIMH IOYEK IOCcjIe Havyajla KOMOMHHPOBAHHOIO JICYEHHS, a
TaK)Ke MEPUOJMUYECKH B XO/I€ JICUCHHS.

B0 mokazaHo, 4YTO anekjIo(eHaK He OKa3blBaeT BIIMAHUS Ha KOHTPOJb apTEepUabHOIOo
JABIICHUS TIPH OJHOBPEMEHHOM BBeJEHHH ¢ OeHapoduiya3suoM, HECMOTps Ha TO, 4YTO
B3aUMO/JICHCTBUS C IPYTUMH JUYPETHKAMH HCKIIIOYATh HEJIb3.

['MIIOrJIMKEMHYECKHE Tpenaparbl: B KJIMHHYECKHX HCCIICIOBAHMSX OBLIO ITOKa3aHo, 4TO

JUKI0(EHAK MOXET NMPHUMEHSTHCS OJHOBPEMEHHO € TMIIOTTTHKEMHYECKUMH IpenapaTaMu JUis
npueMa BHYTPb, HE BIHSS Ha UX KIMHHUECKYIO 3 (eKTuBHOCTh. OHAKO UMEIOTCS OT/AEbHbIE
COOOIIEHUST O THIOINIMKEMHYECKOM U THIEPrIUKEeMHUECKOM ACHCTBUM I3TOr0 Ipernapara.
CrnenoBareibHO, B OTHOIICHMM alekio(eHaka ClIeAyeT YYMTHIBATh BO3MOXKHOCTb KOPPEKLHH
JI03bI TIpernapaToB, KOTOPbIE MOT'YT BbI3bIBATH THITOTJIHKEMHUIO.

3uoByuH: npu ojaHoBpemeHHoM mnpumeHeHun HIIBIT u 3upoBynmHa mnosbimaercss puck
reMaToJIOTHYeCKO TOKCHYHOCTH. MMerorcss JaHHble 00 YBEJIMUYEHHM pUCKA TeMapTpo3a M
obpazoBanusi reMatoM y BUWUY-m0n0XKHTETBHBIX MAIHEHTOB, CTPANAIOMIMX TreModuiuei, u
MOJIYYaIOIIMX COMYTCTBYIOIIEE JICYCHHE 3HI0BYTHHOM U HOYTTpOpEeHOM.

AuekinodeHak CTpyKTypHO OnH30K K AukiodeHaky, o0JajaeT CXOJHBIM MeTaboIu3MOM,
MI03TOMY HeJIb3sl UCKITIOYHTE BEPOSATHOCTD CJIEYIOIIMX B3aUMOICHCTBHIH:

Mudenpucron: HIIBIT He cienyer npumeHstb B TedeHwe 8-12 jHelt mocne mnpuema
MHUQPENPUCTOHA, TaK KaK ero JIeHCTBUE MOYKET ObITh CHH)KEHO.

AHTHOMOTHKH XMHOJIOHOBOTO psifa: B3aumozeiicteue HIIBII u XuHOIOHOB MOXKET MPUBOJMTH K
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pa3BUTHIO Cy0por. OHM MOTYT BO3HHKATh Y MAllUEHTOB KaK ¢ HAJMYUEM, TaK U C OTCYTCTBUEM
CyJIOpOT WJIM JMMJIETNICHH B aHaMmHe3e. [1oaToMy HeoOXoaumo columojaTh OCTOPOKHOCTb IPU

Ha3HAYCHHUHU XUHOJIOHOB IMAallH€HTaM, YK€ IMIPUHUMAIOIIUM HIIBII.

Oco0ble ykazaHus

®

Cnenyer wus3beraTh mHpUMEHeHHs mpenapara Aspran oaHoBpeMeHHo ¢ apyrumu HIIBII,

BKJItO4asa CCJIICKTHBHBIC HHFI/I6I/ITOpI>I LUKJIOOKCUTEHA3BI-2.

HexxenarenbHble  SIBICHUS MOT'YyT OBITH YMEHBIICHBI, €CJIH MAaKCHMAJIbHO COKpPATHTH
JUIMTCJIBHOCTh JICYCHUA W CHHU3UTH 03y IIp€rnapara J0 MHUHHUMAJIIBHO HEOOXOIUMOH 115
JOCTHIKCHUSA KOHTPOJII CUMIITOMOB 3abo0JIeBaHus.

BriusHue Ha KTy I0YHO-KUIIEUYHBIA TPAKT

AuekinodeHak cleayeT Ha3HayaThb € OCTOPOXKHOCTBIO M IO THIATEIbHBIM MEIULMHCKUM

HaOII0/ICHHEM TMalUeHTaM ¢ 3a00JICBaHUSIMH, TIEPEUYMCICHHBIMH HHXKE, TaK KaK MOXKET

MIPOU30HTH YXYIIICHUE UX TEUCHHUS:

- CHMIITOMBI, YKa3bIBAIOIIHUE HA IKEIyJOYHO-KUIICUHbIEe 3a00/IeBaHUs, BKJIIOYas BEPXHUH H
HKHHUH OT/1e/TbI JKeTY1I0YHO-KHILIEYHOT0 TPAKTA;

- s3Ba, KPOBOTEYEHHE HJIM IMPOOOJICHUE $3BBI JKENyJKa HJIM KUUICYHHUKA B aHAMHE3€ IIpU
Haymuuu uHexuuu Helicobacter pylori;

- SI3BEHHBIH KOJHUT B aHAMHE3E;

- ©Oone3ub Kpona B anamHese;

- reMaTtojiormueckue 3abosieBaHMs, cucteMmHas KpacHas Bosuanka (CKB), nopdupus wu
HapyLIEHHsI KPOBETBOPEHHUSI.

VmeroTest cooOIIEeH s O JKeTyI0YHO-KHIIEYHOM KPOBOTEYEHUH, (JOPMUPOBAHHH SI3BBI JKEITyAKa

WIM KHIIEYHUKA WIM NMPOOOJCHUHU $I3Bbl, KOTOPbIE MOTYT IPUBOJUTH K CMEPTH IPU IIPUEME

mobeix  HIIBIT B mr00oe Bpemsi Ha (QoHe JieueHHs, CONPOBOXKAAIOIIMECS WIA HE

COIPOBOXK/IAIOIIMECS TPEBOKHBIMU CHUMIITOMAMM, HE3aBUCHMO OT HaJIM4YMs B aHaMHeE3e

CepPBE3HBIX JKEITYA0YHO-KHIIEYHBIX OCTOKHEHHUH.

Puck sxeny104HO-KHIIIEYHOTO KPOBOTEUEHHsI, 00pa30oBaHUs s3BbI UM NPOOOJACHHUS 3BbI BBILIE

npu JsieyeHun BbicokuMH jgo3amu HIIBIT y nmanumenToB ¢ s13BOM JKenyJKa WJIM KHIIEYHHMKA B

aHaMHe3e, OCOOCHHO €CIM OHAa OCJI0KHEHAa KPOBOTCUCHHEM MIIHM INPOOOJCHHEM, a TaKkKe Y

MOXKHJIBIX MAllMeHTOB. JleyeHWe HTUX TNALMEHTOB CIIEJAyeT HayuHaTh C HaWMEHbLICH

s dexTrBHON a03b1. Takie NpH JICUSHHH 3TUX TPYII MALUEHTOB M MALlUEHTOB, KOTOPHIM

TpeOyeTcst OJIHOBPEMEHHOE MPUMEHEHHE AleTUICATUIUIOBONH KHCIOTBl B MajbIX J103aX HIIH

JIPYTHX TIpernapaToB, KOTOPbIE MOTYT YBEIHMUYMBATh PUCK PA3BUTHUS JKEIYI0YHO-KMIIECYHBIX

OCJIOKHEHHUH, CIIe/lyeT paccMaTpuBaTh HEOOXOAMMOCTb TPUMEHEHUS KOMOMHMPOBAHHON
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TEpaluu € 3allUTHBIMM [IpernaparamMH (HampuMep, MH30IPOCTOJIOM MM HHIHOHUTOpaMH
NIPOTOHHOM MTOMIIBI).

[TanmeHTHl € KENyI0YHO-KUIIEYHBIMH 3a00JIEBaHUSIMM B aHaMHe3e, B IEPBYIO O4Yepeab
MOXKHUJIbIE, JIOJDKHBI COOOIIATh O JIOOBIX HEOOBIYHBIX CUMIITOMAX B 00JIACTH KHUBOTA (OCOOEHHO
0 JKeJTYJOYHO-KUIIIEYHOM KPOBOTCUCHHH), yACJIsIsi MAKCUMYM BHUMAHHS CUMIITOMaM Ha paHHUX
craausix JedeHus. HeoOxomumo coOmogaTh OCTOPOKHOCTH IPH  JICUCHHH IAIlMEHTOB,
MOJIyYaIOUIUX COIMYTCTBYIOIIUE JIEKAPCTBEHHbIE MpernapaThbl, KOTOPbIE MOTYT YBEJIHYHUTh PHUCK
o0pa3oBaHusl $3Bbl WJIM KPOBOTEYEHHS, TAKMX KaK TIJIFOKOKOPTHKOCTEPOH/bI CHCTEMHOIO
JICHCTBUS, AHTHUKOATYJISHTBI, Hampumep, BapdapuH, CEIEKTHBHBIE HHTHOHUTOpPBI OOpPaTHOIO
3axBaTa CEpOTOHMHA WJIM aHTHArperaHTHBIC IIperaparbl, TaKHe Kak aleTHJICATULUIOBAS
KHCJIOTA.

B CjIydac TOMABJICHHUA IKCIYAOYHO-KHIICYHOTO KPOBOTCUCHHS WIIHA o6pa3013amm SA3BBI Y

MMAaMUEHTOB, IPUHUMAIOIIHUX TIperapaTr A3pTaJI®, JICYCHHUEC CIICAYECT OTMCHUTD.

Bimsinue Ha cep/IeYHO-COCYMCTYIO CHCTEMY U KPOBOOOpAIIEHHE TOJOBHOI'O MO3ra

[Ipu se4eHHUH NALMEHTOB C apTepUAILHOM TIHIEpPTEH3HEeH W/WIM XPOHUYECKOH CcepaedHOM
HEJI0CTaTOYHOCTBIO HEOOXOQMMO IPOBOJUTH COOTBETCTBYIOIIee HAOMIOJAEHHE M JaBaTh
PEKOMEH/IalluU, TaK KaK UMEIOTCSl COOOILIEHHS! O Pa3BUTHH 3a/E€PXKKH JKUIKOCTH U OTEKOB Ha
¢done neuenus HIIBII.

AuexnopeHak CTpyKTypHO OJn30K K aukiodeHaky, obnagaer cxoaHbiM Mertabonuzmom. B
OTHOILIECHUH JUKIO(EHAKa UMEIOTCS JIaHHBIE, YKA3bIBAIOIIME HA TMOBBIIICHHBIH PUCK pa3BUTHS
TpoMO0IMOOINYECKUX OCIIOKHEHHUH (Hanmpumep, HHPapKT MHOKap/ia WK HHCYJIBT, B YaCTHOCTH,
IIPH JI0JTOBPEMEHHOM JICYEHUH BBICOKUMH J103aMH). Takke CylecTBYeT pUCK Pa3BUTHS OCTPOro
KOPOHApHOTO  CHHJIpOMa, CBSI3aHHOTO ¢ mnpuemMoM anekiodenaka. C  yBeJndyeHHEM
IIPOJIOJKUTENIBHOCTH JICYEHHUS! BO3PACTACT PUCK Pa3BUTHUSL OCJIOKHEHUH CO CTOPOHBI CEpACYHO-
COCY/IUCTOH CHUCTEMBI.

[TanmenTel ¢ XpoHHYECKOi cepaeuHol HeaocTaToyHOCThIO (I Kimace mo kimaccudukanuu Hero-
Mopkcekoii  Kapauonoruyeckoil acconMalin) M NAlMeHThl ¢ (AKTOpaMH pHCKA pPa3BHTHS
OCJIO)KHEHHUH €O CTOPOHBI CEpACYHO-COCYIUCTOM CHUCTEMBl (HAllpUMeEp, apTepualbHast
THIIEPTEH3Ms], caXapHblii 1nader, KypeHHe) J0/DKHBI HAaUHHATh JICYeHUE allekI0eHaKoOM TOJIBKO
1ocJjie B3BELIEHHOTO peILIeHHUs Jedalero Bpavya. PHCKH CO CTOPOHBI CepAedyHO-COCYIUCTOM
CHCTEMBl MOTYT 3aBHCETh OT JI03bl M IPOJOJDKUTEIIBHOCTH JICUEHHUs, I109TOMY CIIEYET
Ha3HayaTh mpemnapar A’pTajl B MUHEMAIbHOH 2 (HEKTUBHOMN 03¢ U HA MAKCUMAILHO KOPOTKHIA
IIEPHO/I BpEMEHHU.

Taxxe cnenyer coOmoaarb OCTOPOKHOCTh M OCYLIECTBIIATH THIATEJIBHOE MEIMIIMHCKOE

Ha0JII0JIeHue I[Ipyu HA3HA4YCHHU a[ICKIIO(i)eHaKa nmanueHTaM C€ aHaMHE30M KpPOBOHU3JIUSAHUSA B
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IrOJIOBHOM MO3T.

BiausHue Ha neYeHb U ITI0OYKH

Jleuenue HIIBIT mosxeT BbI3bIBATH 3aBUCUMOE OT JI03bI YMEHBIICHHE CHHTE3a IIPOCTAIIaHIUHOB
¥ TPOBOLIMPOBATH IOYEYHYIO HEJ0CTaTo4yHOCTh. HeoOXoauMo mnpuHUMATh BO BHHUMaHHE
BOKHOCTb MPOCTAIJIAHAMHOB JUIS TOJUIEP)KAHHUsT IIOYE€YHOTO KpOBOTOKA Yy IALMEHTOB C
HapymeHUsIMH (QYHKIUH cep/la WM MoYeK, TUCHYHKIMEH MeueHH, MalHeHTOB, M0JIyYarouX
JIeYeHHE JUYPETHKAMH WM BOCCTAHABIMBAIOIIMXCS IOCJIE IMOJOCTHOM Olepaluu, a TakKe
MOKUJIBIX MAIlHEHTOB.

Crnenyet cobmo1aTh OCTOPOKHOCTD MPH JICUCHUH MMAIHEHTOB C HAPYIICHUSIMH (YHKIIUHU IEUYSHU
WM MOYEK, a TaK)Ke MAIlMeHTOB ¢ APYTUMHU 3a00JIeBaHUsIMHE, PEAPACIIOIaralolluMHU K 3aJIEPKKe
XuaKocTH. Y 3THX nanuenTos jgedenne HIIBIT moxer npuBectu k HapyimeHHio GyHKIUHU OYEK
U K 3aJepKKe KHJIKOCTH B opranusMme. Taxke HE0OXOIUMO cOOIIOAATH OCTOPOKHOCTH IIPH
Ha3HAYCHWH IMpernapaTta MalUeHTaM, IOJydYarollluM JIeYeHHE JAUYpPETHKaMH, WM, HAlpOTHB,
MalMeHTaM ¢ puckom runoBosieMun. ClielyeT Ha3Ha4aTh MHHUMAIBHYIO () (HEKTHBHYIO 103y H
MPOBOJUTH PETrYJIAPHBIH KOHTPOJb (QYHKIMH Novek. BrusHue npenapata Ha (QyHKUHIO MOYEK
00BIYHO 0OpATUMO TTOCIIE OTMEHBI aleKI0(eHaKa.

Crneayer OTMEHHMTH JIeYCHHE alekiIo(eHakoM B Cllydae, €CId OTKJIOHEHHWS IoKa3aresen
(YHKIMOHATBHBIX TECTOB ME€YEHU OT HOPMAJIBHBIX 3HAYEHUIH COXPAHSIOTCS WK YBEIUMYHBAIOTCS
OpH  TOSBJICHUM KIMHHYECKMX CHMIITOMOB, COOTBETCTBYIOUIUX PA3BUTHIO T€UYEHOYHOM
HE0CTATOYHOCTH, WM B Clly4yae TOSIBJICHHS WHBIX MPOSBICHUN (Hampumep, 303MHOQHINH,
CBIIH).

['ematut MoKeT pa3BUTHLCS 0€3 MPEALIECTBYIOMIUX CUMITOMOB.

Y mnanueHtoB ¢ mnedeHo4yHod mnopdupuer npumenenue HIIBII moxer cnpoBouupoBarthb
obocTpenue 3ab0eBaHuSI.

[ 'Unep4YyBCTBUTEIBHOCTh M KOYKHBIC PEAKIIMH

Kak u B cinyuyae npumenenust apyrux HIIBIIL, yxe Ha paHHMX 3Tanax npuMeHEHHs Iperapara
MOTYT TOSIBUTbCS a/UIEPrHYEeCKHe peakiiH, BKIouYas aHaduIakTHYecKue/aHa(puIaKTOUIHbIE
peakiuu. B oueHp penkux ciaydasx Ha (one nmpumenenuss HIIBII maGmonanuce cepbesnbie
KOKHBIE peaklMM, BKIo4as sKkchoiuaTuBHbIA JepmaTtut, cuHapoMm CrtupeHca-J[KoHcoHa H
TOKCHYECKUH SMUAEPMalIbHBIH HEKPOJIU3, HEKOTOPbIE W3 HUX MOIYT IMPHBOJUTH K CMEPTH.
[TareHTH! MOABEPXKEHBI HaKOOJIee BHICOKOMY PUCKY pa3BMTHs HTUX peakUuil B Hayaje Kypca
JieueHusi, B OOJIBIIMHCTBE ClIydyaeB peakiuu MaHu(ecTUpyIOT B MepBblii Mecsl jgedeHus. Ilpu

MEPBBIX MPH3HAKAX KOXHOM CBIMHU, MOBPESKIACHUS CIH3UCTBHIX 000JI0YEK HIH JIOOBIX APYrHX
CHMIITOMOB I'MIIEPUYBCTBUTEIILHOCTH HEOOXOIMMO OTMEHHTH JICUCHHE MIPernapaToM Aspran®.

B uckimounTtenbHoO PEAKHX ClIydyasiX BETpsAHaAsA OCIla MOXET CIPOBOUHUPOBATH CEPLE3HLIC
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I/IH(beKIII/IOHHbIe OCJIOJKHECHHS CO CTOPOHBI KOXH H MATKHX TkaHe. B HacTosmuii MOMEHT

Henb3s uekmounTh pois HIIBIT B yXymmeHuu TedeHHs 3THX MH(QEKIHMOHHBIX OCIOKHEHHH.

Clle/10BaTelIbHO, PeKOMEH/YeTCsl M30erarh IpHMeHeHHs mperapara Aspran’

[IpH BETPSHOM
ocrie.

BiusiHue Ha reMaToJIOrHYecKHe IoKa3aTelu

AnexnodeHak MoxkeT 00paTUMO HHTHOMPOBATH arperaruio TpoOMOOIMTOB.

Hapy1ieHust co CTOPOHBI JAbIXaTeJIbHOH CHCTEMBI

HeoOxomumo  coOmroaTh  OCTOPOKHOCTH NMPH  HA3HAYEHHMHM IIpernapara IaludeHTam ¢
OpOHXHAJILHON aCTMOM WJIH ¢ aHAMHE30M OPOHXHAJIBHOM aCTMBbI, TaK KaK HUMEIOTCS COOOLICHUS O
oM, uto HITBIT MoryT BeI3bIBaTH OPOHXOCHA3M Y TAKUX MALHEHTOB.

[TanMeHThI OXKKUJIOr0 BO3pacTa

Crnenyer coOaoaaTh OCTOPOIKHOCTh MPH JICUYSHUH TMAIIMEHTOB IMOXKHJIOTO BO3pacTa, TaK Kak B
3TOM BO3PACTHOM IpyIIe MOBBIIIEHA YaCTOTAa HEXKEJIATe/IbHBIX SBJICHUH, CBSA3aHHBIX C JICUCHHEM
HIIBII, ocoGeHHO Xeny0YHO-KUIIEYHbIE KPOBOTEYEHUSI U MPOOOICHHS SI3BbI, KOTOPHIE MOTYT
NPUBOJAMTE K cMepTH. Kpome TOro, mamueHTHl MOXKHJIOTO Bo3pacta B Ooublueil cTerneHu
TIO/IBEPIKEHBI MOYEYHOI, MEYEHOUHOM WM CepACUHO-COCYTUCTON HEJOCTAaTOYHOCTH.

JlnuTenpHOE JISUEeHUE

HeoOxoumo TiiatenbHO HaOMI0JaTh BCEX IMalUCHTOB, IIOJYyYalOIIUX [JIUTECIbHOEC JICYHCHHE
HECTCPOUAHBIM ITPOTHBOBOCIIAJIMTECIIBHBIMU ITpEriapaTaMu, pETryIsipHO BBITIOJIHSA oOmmmMit aHanu3

KpOBH, q)yHKLII/IOHa.HBHbIC TCCTBI IICUCHU H ITOYCK.

Kaxplii makeTuk npemnapara A3pT3JT®, IopouiKa JJiss MpUuroToOBJICHUSA CYCIICH3UU I IpUeMa

BHYTPb, 100 Mr, coep:kut 2,64 r copOUTOIA, KOTOPBII MOXKET BbI3BaTh HAPYIIEHUS CO CTOPOHBI
KETYJ0YHO-KHIIEYHOTO Tpakta M jauapero. llamuentam ¢ penkod  HacseICTBEHHOM
HENEePEeHOCUMOCTBIO (DPYKTO3BI HEJb3sl HA3HAYATh JAHHBIH Ipenapar.

ABpTaJT®, MOPOLIOK JUIS TIPUTOTOBJICHUsT CYCIIEH3UU Ui npuema BHYTpb, 100 Mr, comepxut
acriapram, UCTOYHHMK (eHunananuHa. [launeHTsl ¢ GEeHUIKETOHYpHEeH NOKHBI YYUTBIBATh, YTO

KaXIbIi MaKeTHK COAePKUT 5,61 Mr eHunanaHuHa.

Biansinne Ha CnocoOHOCTH YHPABJSATH TPAHCHOPTHBIMH cpeJAcTBAaMH M padorarh ¢
MeXaHH3MaMH

Crnenyer BO3JepKaThCs OT YHPABICHHS TPAHCHOPTHBIMH CPEJACTBAMU M 3aHATHH IpyrUMH
MOTEHIHAIBHO ONACHBIMM BHJIAMH JIEITEILHOCTH, TPEOYIOINUMH TMOBBIIICHHONH KOHLEHTPALUU
BHUMAHUsl M OBICTPOTHI TCHXOMOTOPHBIX pEaKIMH, TaKk KaK MpernapaT MOKET BbI3bIBAThH
FOJIOBOKpYKEHHE M Jpyrue nobounbie 3(QeKTsl, KOTOpble MOIYT BIHMATh Ha YKa3aHHBIC

CIIOCOOHOCTH.
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®opma BbIITycKa
[ Toporok Jutst PUroTORNIEHHS CYCIIEH3UHU TS ITpHeMa BHYTpPb, 100 mr.
ITo 3,0 r npenapara B TpexcioiiHblii naketuk (Oymara/An/I13). [To 20 makeTHKoB B KapTOHHYIO MAYKy

BMECTE C HHCTPYKIMEH 110 IPUMEHEHHIO.

Cpoxk roanoctu
4 roya.

He npuMeHsTH 110 HCTEUeHUs CPOKA TOJHOCTH, YKa3aHHOTO Ha YTIAaKOBKE.
YcaoBusi XxpaneHust
[Tpu Temneparype He BoiIe 30 °C.

XpaHUTB B HEJIOCTYITHOM IS IeTel mecTe!

YceaoBus OTIyCKa

I'o perenrry.

HpOH3BO}1HTeJlb:

Wnnactpuac ®apmacsrotukac Anvupan C.A., Mcnanus

Anpec NpoOH3BOUTEJIS:

NUHIACTPUAC ®APMACBIOTUKAC INDUSTRIAS FARMACEUTICAS
AJIMUPAJI C.A., UCTTAHUA ALMIRALL S.A., SPAIN

[MTocce Hacuonauns 11, km 593 Ctra. Nacional II, km 593

08740 Cant Anjnpea ne na bapka 08740 Sant Andreu de la Barca
bapcenona, Ucnanus Barcelona, Spain

IIperensun norpeduTeseii HANPABJSATH M0 aJpecy:
Mockogckoe [IpencraBurensctBo OAO «I'eneon Puxrep»
119049 r. Mocksa, 4-it JIoOpeIHMHCKHH TIED., TIOM 8,

Ten.: (495) 363-39-50, dakc: (495) 363-39-49

3aMecTHTEb JUPEKTOpa

IIpeacraButensctBa OAO «I'eneon Puxrtep» (Benrpus) ockBa MY
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