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JlekapcrBenHass d¢opma: TabJeTKM C  HPOJOHTHPOBAHHBIM

HNOKPBITHIE TIEHOYHOH 000109KOM

Cocras
Oona maonemxka 2,5 mz cooepiucum:

Heucmsyowee seuyecmso: Gpenoaunuu 2,5 mMr

BBICBOOOKICHHAEM,

Bcnomoeamenvnuvie eewecmea: s0po. runposnosa (rugpoxkcunponuiientonosa) 10 mr,

runpomesiosa (rupokcunponuimeruineitono3a) 100 mr, nakto3a 6e3BojaHas 28 mr,

HEJUII0JI03a MUKPOKpHUCTALJIMYECKas 3 MI', MakporoJa rinHepuirupokcucreapar 2,5

mr, nponuiaramiar 0,06 Mr, HaTpus amoMocuaukar 47 mr, Hatpus creapuindymapar 3,9

MI; naénounas obonouka: Bock KapuayOckmii ~0,1 Mr, kpacuTenb xKejie3a OKCHUJ

xenteii (E172) 0,15 mr, runpomennosa 4,9 mr, makporon 6000 1,2 mr, TuTaHa JHOKCH

(E171) 0,7 mr.
Oona maonemka 5 mz cooepycum:

Jeucmeyowee seugecmeo: GenoqunuH S Mr

Bcnomoeamenvuvie sewpecmea: s0po: TANposio3a (rujpokcunponuiiesioaosa) 10 mr,

runpoMesyiosa (ruapokcunponuiamMeruinetono3a) 100 mr, nakro3a 6e3BoaHas 28 wmr,

HOEJTI0JI03a MUKPOKpHUCTAIJINYECKasd 3 M, MakKporoJjia rimuepuiruapokcucreapar S wmr,

nponuaraainatr 0,06 mr, Hatpusi agomMocuiukat 47 Mr, HaTpus creapuidymapar 4 Mr;

naénounas _obonoyxka: Bock KapnayOckuit =0,1 Mr, kpacureib

Kejieza OKCHI

KpacHoBaTo-KopuuHeBblit (E172) 0,03 mr, xpacurtenp xenesza okcuna xeateiit (E172)

0,01 mr, runpomesno3a 5 mr, makporos 6000 1,3 mr, tutana auokceun (E171) 0,7 mr.

Oona maonemka 10 m2 cooepircum:

Hencmsyrowee seugecmeo. penoaunuu 10 mr
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Bcnomozamenvuvie eewecmea: s0po. TUNPOJo3a (TUApoKcunponuinesitonosa) 10 mr,
runpomMe’siosa (rugpokcunponuaMeTuineioao3a) 100 mr, nakro3a 6e3poaHas 28 mr,
1eJIII0J103a MUKPOKpHUCTAIIndeckass 3 Mr, MakporoJja riauuepuiarujapokcucreapar 10 mr,
nponuaraaiat 0,06 Mr, HaTpus aqoMocuaukat 47 Mr, HaTpus creapuidymapat 4,2 Mmr;

niénounas _obonouka: Bock Kapnaybckuit =0,1 wMr, Kpacutesb xKejle3a OKCHUJ

KpacHoBaTo-KopuuHeBblii (E172) 0,1 mr, kpacutens xenesza okeua xentsit (E172) 0,07

mr, runpomesiosa 5,3 mr, makporos 6000 1,3 mr, tutana auokcua (E171) 0,6 mr.

Onucanue

TaGnerkn 2.5 Mr: Kpyrible JABOSKOBBINYKJble TaOJETKU XKEITOro IBeTa, MOKPBITHIE

MJIEHOYHON 000JIOUKOI; ¢ TPaBUPOBKOM «A Ha OJAHOW CTOpOHEe U «2.5» — Ha JApYroi
CTOpOHE. FL»

Tabnetku S Mr: Kpyribie JBOSKOBBINYKJIble TaOJEeTKH pPO30BOTO IBETa, MOKPBITHIE

NJIEHOYHON 000J0UYKOH; ¢ IpaBUPOBKONW «A Ha OJHON CTOpOHE U «5» — HaA JAPYrow
CTOpOHE. Fm»

Ta6nerku 10 Mr: Kpyrible JABOSKOBBINYKJbIe TabJIETKH KPAacHO-KOPHUYHEBOI'O I(BETA,

MOKPBITHIE TJIEHOYHOU 000JI0UKOI; ¢ rpaBUPOBKON «A Ha 0aHOH cTopoHe M «10» — Ha

JpYroit ctopose. FE»

®apmakoTepaneBTHYECKasi rpynna: 0JI0KaTOp «MeJEHHBIX» KaJIbLIMEBBIX KaHAJIOB
Kox ATX: CO8CA02

®apMaKoJOrHYeCKHEe CBOHCTBA

PapmMaKkoIHHAMHKA

®enoaunun (Mnenaun®) —  610KaTop  «MeUIEHHBIX»  KaJbLHEBBIX  KAaHAJOB,
NPUMEHSEMBIH /ISl IeUeHUs apTepUaIbHOM rUNepTeH3uH U cTaOUIBHON CTEHOKApIAUH.
denoaAUNUH — MPOU3BOJHOE JIUTHUIPONUPHUINHA, NpEACTaBiIsieT cO00N paleMHUECKYIO
cMmech. DenoAMNUH CHMXKAET apTepuanbHoe aaBieHue (AJl) 3a cueT CHMKEHHS 00LEro
nepudepruyeckoro COCyIUCTOro CONPOTHBICHUS, 0OCOOEHHO B apTepUoOJIax.
[IpoBOAMMOCTE M COKpaTHTEIbHAs CHOCOOHOCTH TIJIAAKOW MYCKYJaTypbl COCYI0B
MO/IaBJISIETCS MyTEM BO3/IE€MCTBUS Ha KaJlbIlMeBbIE KaHAJIbl KIETOUHBIX MeMOpaH.
biarogaps BBICOKOW CEJIEKTMBHOCTM B OTHOIIEHUM TIJIaJKONH MYCKYJAaTypbl apTepHOJ,
denoaunuH B TepanmeBTHUYECKMX J103aX HE OKa3plBa€T HEraTUBHOTO HWHOTPOIHOIO
sbpdekTa Ha COKPATUMOCTH HJIM HPOBOJAMMOCTH MHOKapjaa. PesoaunuH pacciaadiser
IJIAJIKYI0 MYCKyJIaTypy AbIxaTenbHbIX nyTei. [loka3ano, 4to ¢denoaunun okaswiBaer

HE3HAUYUTEJIbHOE BO3JCHCTBUE Ha MOTOPHUKY KECITYAOYHO-KHIICYHOI'O TpaKTa. HpPl
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JUIMTEIBHOM TPUMEHEHUH (eJIOJMIUH He OKa3biBaeT KJIMHMUYEeCKH 3HauyuMmoro sddexra
Ha KOHILIEHTPALWIO JIMIUI0B B KPOBU. Y MAIIMEHTOB € caxapHbIM JuadeToM 2 THma NpH
npuUMeHeHUN (eloJAuNnHa B TeUueHUe 6 MecCsleB He OTMEYEHO KJIMHUYECKH 3HAYUMOTO
spdekTa Ha MeTaboIMUeCKHe Mpolecchl (rIuKo3uaupoBanublii remornooun (HbAlc)).
denoMNUH MOXHO Tak)ke Ha3HayaTh MAlMEHTaM €O CHUKEHHOW (QyHKUMEH J1eBOTo
KEeJyJ0uKa, MOJYYaloUIUM CTAaHJApPTHYIO Tepanuio, M MaluueHTaM ¢ OpOHXHAIbHOMU
acTMOM, caxapHbIM AuabeToM, NoJarpoi UJn runepiunuaeMuei.
Aumueunepmenszusnoiti 2¢pgpexm: cumxenue AJl npu npuéme penoaunuHa o0ycI0BIECHO
yMEHbIIEHUEM MepuhepruuecKoro cocyAucToro CONpoOTUBICHUS.

Genoaunun 3¢ hexTUBHO cHUKaeT AJ] y manMeHTOB ¢ apTepualbHON runepTeH3nei Kak
B MOJIOKEHUH «JIeXkKa», TaK U B MOJOKEHUN «CHAS» U «CTOSI», B COCTOSHUU MOKOS U NPH
¢usuueckoit Harpyske. [lockoibky ¢enoaunuH He oka3piBaeT 3¢¢exra Ha TIAAKYIO
MYCKYJAaTypy Be€H WJHM aJpeHepruyecKuii Ba30OMOTOPHBIM KOHTPOJIb, TO pa3BUTHUE
OPTOCTATHYECKOW THUMOTEH3UM HE NPOUCXoAUT. B Hauame seueHus, B pe3yiabTare
cumxkenuss AJl Ha ¢one npuéma denoaunuua, MoxeT HalI0OAATHCS BPEMEHHOE
pediiekTOpHOE YyBeJIMuYeHHE YacToThl cepaeuHblx cokpameHuit (HCC) u cepaednoro
BoiOpoca. VYBenuvenuto YCC npensTcTByeT OJHOBpeMeHHOoe ¢  (enoaunuHom
npuMmeHenue  Oera-aapeHoOinokaropoB.  JleiictBue  denoaununa Ha AJl ¥
nepudepruyeckoe  COCYJAUCTOE  COMPOTHUBIEHHE  KOppeaupyer ¢  IJIa3MEHHOM
KOHILleHTpanued ¢enoaunuua. [Ipu paBHOBECHOM COCTOSIHUM KIMHHUYeCcKUi >pdekr
COXpaHsieTCss MEXAy NPUEMOM 03, UYTO BBIPA)XaeTcss B MOAJEPKAHHUU CHUKEHHOIO
ypoBHst AJl B Teuenue 24 yacos.

Jleyenue (henoAMNUHOM NMPUBOJIUT K PErPecCHU TUNEPTPOPUH JTEBOTO JKEJIYyT0UKa.
denoaunun o0aiaeT HATPUHYPETUIECKUM U TUYpPeTUYECKUM 3¢ dekToM U He obnagaer
KanuitypetudeckuM sdpdexrom. [lpu npuéme denoaunuHa CHHUXKAETCS KaHablleBas
peabcopOuus HATPUS U BOJIbI, YTO OOBSACHAET OTCYTCTBHE 3aAEPKKH COJEH M KUIAKOCTH
B opraHusme. DejoAUNUH CHUKAET COCYJAUCTOE CONPOTUBICHUE B NMOYKAX U YCHIUBAET
neppys3uo modexk. PeNOJMIUH HE OKa3biBaeT BIMSHUS Ha CKOPOCTh KIyOOYKOBOMH
GuABTpAlMU U IKCKPEIHUIO alb0yMuHa.

[Ipumenenue npenapara Mnenaun® B KOMOMHALMN < UHTHOUTOpAMHU
aHrnoTeH3uHnpespamaromero Gpepmenra (AIID), Gera-aapenobiokaTopaMu U/UIN NPH
HEOOXOJAMMOCTH JUYpETUKAMH, CHUXaeT auactoianyeckoe AJl 10 ypoBHs MeHee 90 MM
pT. CT. Yy 93% nanueHTos.

YacToTa cepaAeYHO-COCYJAMCTHIX OCJIOXHEHUH Yy MalMEeHTOB C caXapHbIM auadberom 2

tuna (n=1501) 3nauuTensHo Huxe (50%) B rpynmne namMeHTOB, y KOTOPBIX YHalloCh
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n00UTHCS CHUKEHHUs auactoiudeckoro AJl no ypoHs < 80 mm pr. ct. (11,9/1000
NAlUEHTO-JeT), MO CPaBHEHWIO C TPYNNoi, rje YypoBeHb auactonndeckoro AJl
coctaBisia < 90 MM prt. cT. (24.4/1000 mauueHTO-JIET).

[IpyMeHeHHe TUTUIPOTTUPUANHOBBIX OJIOKATOPOB «MEIJIEHHBIX» KaJblIMEBHIX KaHAIOB B
Ka4yeCTBE HayaJbHOI Tepamuu ¢ nocieaymum gob6aBrenueM 6era-aJpeH00J0KaTOPOB,
npu HeoOXOJAMMOCTH, HE BIIMSET Ha MOKa3aTejlb CMEPTHOCTH OT CEPACYHO-COCYAMCTHIX
3a00/€eBaHUil [0 CpPaBHEHHUIO CO CTaHAApTHON Tepanueil Oerta-agpeHobi0KaTOpaMu
W/UIIM TUypEeTUKAMH.

Jlist edeHns apTepuanbHOil rumepTensuu [1nenaun® MoXeT NPUMEHSTHCS B KauyecTBe
MOHOTEpanuu WM B KOMOWHAIMU C APYTMMH THIIOTEH3MBHBIMU IpenapaTtaMH, TaKUMH
KaKk OeTa-apeH00I0KaTOPhl, ANYPETUKN UK HHTHOUTOPH AITD.

Aumuuwemuueckuut s¢ppexm: Ilpumenenue ¢QenoaunuHa NPUBOAUT K YJIYUIICHHIO
KpOBOCHAOXKEHHMsT MHMOKapJa 3a cueT AWJaTallu¥ KOPOHApPHBIX COCYHOB. YMEHbIIEHHUE
Harpy3ku Ha cepaue obecmeymBaeTcss 3a CUET CHMXKEHHs InepudepuyecKkoro
COCYJMCTOTO CONMPOTUBJICHUS (CHUIKEHHUs HArpy3Ku, IIpeo0JeBaAEMO CepaedYHOH
MBIIIIIEi), YTO MNPUBOAMUT K CHUIKEHUIO MOTPeOHOCTH MHOKapaa B KHCIOPOJE.
@denoAMNUH yCTpaHsIeT cra3M KOPOHAPHBIX COCY/I0B.

denoAMNUH  yJIydyllaeT COKPAaTHTEIbHYIO CIHOCOOHOCTH M YMEHBIIAET YacTOTy
MPUCTYNOB CTEHOKApAMN y NAllMEHTOB cO cTaOuIbHON cTeHOKapaueil Hanpsikenus. B
Havajge Tepamuu MoXKeT Habmonateess BpemenHoe yBenudenue YCC, kymupyemoe
Ha3HaueHHeM Oera-aapeHo0J0KaTOpoB. DddekT HacTymaeT yepes 2 yaca U COXpaHsIeTCs
B TeueHue 24 wyacoB. [lus sedeHus cTaOMIBHOW CTEHOKapAMM (ETOJUNUH MOXKET

IPUMEHSATHCA B KOMOMHAIUK ¢ OeTa-apeH00I0KaTOpaMy UJIU B BUJI€ MOHOTEPAIIHH.

DapMaKOKHHETHKA

CucremHas OMOZOCTYNMHOCTh (esIOIMITUHA cocTaBiseT NpuMepHo 15% U He 3aBUCUT OT
npueMa numu. OJHAKO CKOPOCTh abcopOuUMM, HO HE €€ CTEIEHb, MOXKET MEHATHCS B
3aBUCHMOCTH OT MpHeMa NUIIM, M MaKCHMalbHas KOHLEHTpalus B IUIa3Me, TaKUM
oOpa3zom, MOBHIMIAETCs NMpUMEpHO Ha 65%. MakcuMmanbHas KOHIEHTpAIMs B IJIa3Me
KpOBU jaocTHraercs depes 3-5 wacoB. [Ipemapar cBsa3biBaeTcs ¢ OelkaMu Nja3smbl Ha
99%. O6beM pacnpejelieHHsi B paBHOBECHOM coctossuuu coctapisier 10 sa/kr. Ilepuon
MOJIYBBIBEICHUS COCTABJISIET NMPUMEPHO 25 yacoB, (a3a miaTo A0CTUraeTCs NPUMEPHO B
TeyeHue S5 aHeil. He kymynupyer paxe Npu AJUTEIbHOM IPUEME.

OOwmuii miasMeHHBIH KiaupeHC B cpeaHeM coctaBiaser 1200 mui/MuH. YMeHBIIEHHBIN

KJIMPEHC y MNAlMCHTOB IMOXKUJIOIO BO3pacTta U y MallMEHTOB CO CHUXKEHHOM (pyHKLlPICﬁ
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IeYEHHU MPUBOJMT K YBEJIMUYCHUIO KOHIIEHTpAuu (esloIunuHa B njiasme Kposu. Bmecre
C TeM BO3pPACTHOW MPU3HAK JIMIIb YAaCTUYHO OOBACHAECT MHAMBHAYallbHbIC MW3MEHEHUS
njaa3MeHHON KoHUeHTpauuu ¢enoaununa. Penoaunuu Metaboau3upyeTcs B IEYEHH
noa aeiicteuem uzopepmenta CYP3A4, Bce maeHTUGUUIHMPOBAHHBIE METAabOIUTH HE
0071a1a10T Ba30AMIaTUPYIOMUM P PekToM (reMoIMHAMUYeCKON aKTUBHOCTHIO). OKOJIO
70% OT HNPUHATOW J03bl B BHJEe MeTa0OJIUTOB BBIBOJAMTCS IOYKAMHM, OCTaJlbHas 4YacThb
BBIBOJUTCS yepe3 kumedyHuk. Menee 0,5% BBIBOAMTCS IMOYKAMU B HEU3MEHECHHOM BHU/IE.
[Ilpy HapymeHun QGYHKIHM TOYEK IUIa3MEHHAs KOHLEHTpauus ¢QenoaunuHa He
M3MEHsEeTCs, HO HabJfoaeTcs KyMyJslus HEaKTUBHBIX MeTaboauToB. DenoJuNuH HE

BBIBOJIUTCHA IPU IreMOInaInu3e.

Iloka3zaHusi K IPHMEHEHHIO
e ApTepuajibHas TUNepTeH3us (B MOHOTEpaNnuu MJIM B KOMOMHALUU € JAPYIMMHU
rMIOTEH3MBHBIMU  CpEJCTBAMM, TaKUMH Kak OeTa-aapeHO0JIOKaTOpHI,
JUYpEeTUKH Uiu UHrubutops AllD).
e (CrabuinpHas cTeHOKapaus (B MOHOTepanmuu HWIW B KomMOMHauuu c¢ Oera-

aJpeHo0I0KaTOpaMHu).

IlporuBonokazanus

[ToBbIlIeHHAs YYBCTBUTEIBHOCTHh K (PETOAUNMUHY MIIM APYTUM KOMIIOHEHTAM, BXOAAIIUM
B COCTaB Ipernapara.

CepjiedyHas HEJIOCTATOYHOCTH B CTAJUU J1€KOMIICHCALUH.

Octpbiit MHGAPKT MUOKap/a.

HecTabunpHas cTreHOKapaAus.

['eMoiMHAMUYECKH 3HAYUMBIH CTEHO3 KJIallaHOB CepAlla.

JluHaMuYecKHUil CTEHO3 BBIHOCAIIEr0 TpaKTa cepaua.

Bo3spact g0 18 net (3¢ dpexTuBHOCTH U 6€30MaCHOCTh HE YCTAHOBJICHBI).

bepeMeHHOCTD.

HenepenocumocTh  JaKTO3bl,  JeGUUUT  JaKTa3bl  WIM  TJIFOKO30-rajllakTo3Has
ManbabcopOums (npenapaTt COAEPKHUT JIAKTO3Y).

Hepnon FPYAHOTI'O BCKaApMJINBaAHUS (B CBS3HM C HEAOCTATOYHBIM OIIBITOM HpI/IMeHCHI/IH).

C 0CTOpPOKHOCTBIO: AOPTAJbHBI CTEHO3, MHUTPAJIbHBIA CTEHO3, runeprpoduyeckas
o0CTpYKTHBHAs Kapauomuonartus, jdabuiapHOcTh AJl, HapymeHue (QYHKIUM II€YEHH,

TsOKesass Io4YedyHas HeJOCTATOYHOCTh (KJIMpeHC KpeaTuHHHa MeHee 30 MiI/MHH),
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cepjieyHas HeJO0CTAaTOYHOCTH IOcJe OCTPOoro MH(papKkTa MHOKapzaa, MOXHJIOH BO3pacT,
OJIHOBpEMEHHOE TMPUMEHEHHE ¢ WHIHOMTOpaMHM WM MHAYKTOpaMH H30pepmMeHTa
CYP3A4. AptepuanbHas TUIOTEH3Us, KOTOpas Yy MpeApacloioKEHHBIX TalueHTOB

MOJXET BBI3BIBATH HIIEMUIO MHUOKapaa.

Ilpuvenenne npu 6epeMeHHOCTH H B EPHO/ IPY/AHOI0 BCKAPMJIHBAHHUA
bepemennocmo

B HacTosimee BpeMsi HET JOCTATOYHBIX JAaHHBIX O NMpUMeHeHuH npenaparta [lnenann® y
OepemeHHbIX. OCHOBBIBasiCh Ha IMOJYYEHHBIX Y JKMBOTHBIX JaHHBIX O HapylIeHUH
pasBuTus nuona, Ilmenaun® He J0JKEH Ha3HAayaThcs BO BpeMs OEpPEeMEHHOCTH.
BiokaTopbl «MeUIEHHBIX» KaJblIMEBBIX KaHAJIOB MOTIYT MHIHOMpPOBATH COKpAllEeHUs
MaTKM TpU MNPEeXJAEBPEMEHHBIX pPOJAAX, BMECTE C TE€M HEJOCTAaTOYHO JaHHBIX,
NOJATBEPK/AOMMX  YBEJIUYEHUE MPOJOIKUTEIBHOCTH  (DU3UMOJOTUYECKUX  POJIOB.
Bo3MmokeH pUCK pa3BUTUS THUINOKCHU IJIOJAa NpPU HAJIUYUK Yy MaTepu apTepUalbHOM
TMIOTEH3UM U yMEHbIIEHUHN nepPy3uu B MaTKe 3a CUET IlepepaclnpeieIeHus KpOBOTOKa
u nepudepudeckoil Ba3oAnIaTalmu.

Ilepuoo epyonoco écxapmiueanus

denoaunuH mnpoHMKaeT B TrpyaHoe Mosoko. llpu mnpueme KopMmsmied MaTepblo
¢enoaunuHa B TepalneBTUUECKUX J103aX JIMIIb HE3HAYUTEIbHOE KOJHMYECTBO IIpernapara
nonajaeT ¢ TPYAHBIM MOJOKOM peOeHky. HepoctaTouHbiii ONBIT NPUMEHEHUS
denoaunuHa JKEHIIMHAMU B MEPUOJ] JAKTAMUM HE MCKIIYAeT PUCK BO3JEHCTBUS
npenapara Ha JeTel, HaXOASAMUXCA Ha I'PYyAHOM BCKapMJIMBAaHUM, B CBA3M C 4YeM HE
pekoMeHayeTcs HasHayaTh [lnenaun® keHmMHAM B HepuoJ  Jakrauuu. Ilpw
HeOOXOAMMOCTH TPOJIOJDKEHHUsST Tepanmuu Jisi JOCTHUIKEHUs KiuHMdeckoro sddexra

CJICAYET paCCMOTPETH BOMMPOC O MPECKPAMCHUU T'PYAHOTIO0 BCKApMJIMBAHUS.

Cnocob npumMeHeHHs H 103bl

BHyTpb, NpUHUMATh YTPOM, 3anuBas Bojoi. TabGneTky He AejuThb, HE APOOMUTH U HE
pa3KeBBIBaTh. TabJIeTKM MOXKHO NMPUMEHSATH HATONIAK UM ¢ HEOOJBIIUM KOJIMYECTBOM
MUY ¢ HU3KUM COJIep)KaHUEM JKUPOB U YTIIEBOJIOB.

Apmepuanrvnasn cunepmen3sus

Jlo3a npomkHa nmoabupatbes MHAMBUAYadbHO. HavanpHas 103a cocTaBiseT 5 MI' OJIMH
pa3 B cyTku. OOBIUHAS MOAAEpXKUBaAIOIIAs 103a COCTABISIET 5 MI' 0JIMH pa3 B CyTKH. [Ipu
HEOOGXOMMOCTH /1032 MOXET OBITh yBeNMueHa MIM K Tepanuu npemnapatoM [lnenamn®

MOKeT OBbITh J00aBJIEeHO Jpyroe THUIOTEH3MBHOE cpeJacTBO (Oera-aapeHobi0KaToOp,
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nuypetuk win uHrudurop AII®). Peako HasHauaroT nmpenapat 6onee 10 Mr B CyTKH.
PexoMeHnayemas MakcuMalibHas 103a — 10 MI B CyTKH.

Cmabunvnas cmenoxapous

Jlo3a j0JKHA 0A0MpaThess HHAMBUAYalbHO. HeoOX01MMO HauMHATB JIEYEHUE C O3Bl S
MI' OJMH pa3 B CYTKH, NPH HEOOXOJMMOCTH yBeJuuuBas A03y a0 10 Mr oauH pas B
CcyTKH. MOJKeT Ha3HAa4YaThCsl COBMECTHO ¢ OeTa-aJpeHo0J0KaTopaMH.

Ilooxcunvie nayuenmoi

Jlis manMeHTOB MOXHWJIOTO BO3pacTa peKOMeHJAyeMas HadajlbHas J03a COCTaBiseT 2,5
MT, OOBIYHO ITOM 03Bl JOCTATOYHO.

Hapywenue ¢pynxyuu novex

Hapymenue GyHKIHMHM MOYEK HE BIMSET Ha KOHUEHTPALMIO Ipernapara B Ija3mMe KPOBH.
Her HeoOXOAMMOCTH KOPPEKTUPOBATH CXEMY JIEUEHUS Yy IAUMEHTOB C HapymICHHEM
GyHKIMM TOYeK, OJHAKO cjeayeT coO0Ii0aTh OCTOPOKHOCTh MPU Ha3HAYCHUHU
npenapara MaiUdeHTaM C TSOKEJIOW MOYEeYHO#H HeJ0CTaTOYHOCThIO (cM. pasjaensl «C
OCTOPOKHOCTBIO» U «OcoObIe yKa3aHHUAY).

Hapywenue ¢pynxyuu nevenu

V nanMeHTOB ¢ HapymeHWeM (YHKIUM Te4YeHU MOryT HaljJaTh MOBBINIEHHE
KOHIIEHTpAlK (eIoAUNUHA B IJa3Me KPOBH, MOITOMY OOBIYHO JOCTATOYHO 03Bl 2,5
MT (cM. pazaen «@apMaKOKUHETUKAY).

Jlemu

OnwIT npuMeHeHUs PeIOUNUHA Y AeTel OrpaHuyYeH.

Ilo6ouHoOe nelicTBHE

K wnauboysee uacTto BcTpeuaeMblM MOOOYHBIM peakUusM M[pH NpuEME IMpemapara
IMnenaun® oTHOCHMTCS 10303aBUCUMBIH 3 deKT: oTek JToABDKEK Jerkoit/cpeaHeit
CTENEHH TSKECTH, 00YCIOBIEHHBIM Ba30AMIATUPYIOIMMMHI CBOHCTBAMHU (EIOAUIINHA, 110
ITOM MpUYMHE NTpUMepHO 2% MauMEeHTOB OTKA3bIBAIOTCS OT NMpHEMa Ipenapara.

B Havaje Tepanuu WM NPU YBEJIMYEHHUH 03Bl MOTYT OTMEYaThCs MOKPACHEHHE JIULA,
CONPOBOXK/AIOIIEECS «IIPUIUBAMUY», TOJIOBHAs 00nb, omylmeHue cepanedueHus,
roJoBOKpyXkeHue u ciaabocTb. OOBIYHO ITH peaklMM HOCAT BPEMEHHBIM XapakTep H
NPOXOJAT CAMOCTOSATEIBHO.

WMeroTcss oTAelbHbIe COOOIIeHWss O HapyUIEeHWM CHA, OJHAKO CBI3b C MPHEMOM
denoaunuHa He YCTAaHOBJICHA.

Coo0manoch O ciydasx TUMEpHJIa3suu CIU3UCTON sA3bIKa M JIECEH TII0CjIE Mpuema

¢enogMnuHa y NaeHToB ¢ BBIPAKEHHBIM THHTUBUTOM/IAPOAOHTUTOM. Jlis n3bexanus
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AaHHOro no0o4HOTO H(deKkTa uIM YMEHbIIEHHS ero IMpPOSABICHHS HEOOXO0JAUMO
MPOBOJAUTH TIIATEJbHYIO TUTHEHY IIOJOCTH PTa.

CuynTaeTcs, 4YTO TUINEPrJIMKEMHs BO3HHKaeT Ha (OHe mpuema TIpynnbl OJOKATOPOB
«MEJUIEHHBIX» KaJbIIMEBHIX KaHAJIOB, OJHako Ha ¢oHe mnpuéMa deroaunuHa
TUIEPrIUKEMHUS OTMeYaaach TOJIbBKO B OTJAEJIbHBIX CllydasX.

Huxe mepeuunciensl 1no0OYHBIE peaklUMM, OTMEUYEHHBIE B XOJ€ KIMHUYECKHX
WCCIIEJOBAHMI W NIpH TMOCTMapKeTHHroBoM mnpuMeHeHuu. I[lobounble peakuuu
KaaccuGUUIMPOBAHBI MO YACTOTE Pa3BUTHS W KJacCy CHUCTEMbl opraHos. Yacrora
pa3BuTHUs MOOOYHBIX peaKUMil NpHBeJeHA C MCIOJIb30BAHUEM CIEAYIONUX YCIOBHBIX
o603HayeHuii: oyenp vyacto (>1/10), wacto (>1/100, <1/10), megacto (=1/1000, <1/100),
peako (>1/10000, <1/1000), ouens peako (<1/10000).

Hapywenusi co cmoponvl 3HOOKPUHHOU CUCMEMBbL:

OueHb peaKO — THNEPTIUKEMHS

Hapywenus co cmopoHbl HepeHouU cucmembi.

YacTto — rosioBHas 00J1b; HEYACTO — FOJIOBOKPYXKEHHUE, TAPECTE3UH

Hapywenus co cmoponwl cepoya:

HewacTo — TaxuKapus, oulylieHue cepanedueHuns

Hapywenus co cmoponvl cocyoos:

YacTo — MOKpacHEHHE IMIA, «IIPHUJIMUBBI»; HEYacTo — BbIpaXKeHHOe CHHKeHHe AJl,
COMpOBOYXKAAOIIeecss TaXUKapAueld, KOTopas y 4YyBCTBUTEJIbHBIX MAaIllMEHTOB MOXET
BHI3BIBATH BO3HUKHOBEHHME WJIM ydYalleHHEe MPUCTYNOB CTEHOKAPAUU; PEAKO — 0OMOPOK;
OYE€Hb PEKO — IKCTPACUCTOIUS

Hapywenusi co cmoponbvl JHceny0ouHo-Kumeyno2o mpakma.:

Heuacto — TomHoTa, abgomMuHanbHas 00Jb; PeJIKO — PBOTA; OYEHDb PEAKO — THIEpIIa3us
CIU3UCTON 000TOUYKH SI3bIKA U 1€CEH, THHTUBUT

Hapywenus co cmoponbl nevenu u Jcendesbl 600Auux nymeu:

OdeHb peJIKO — MOBBIMIEHHE AKTUBHOCTH «II€YEHOUYHBIX» (EPMEHTOB B CHIBOPOTKE KPOBH
Hapywenusi co cmopoHbl KOJICU U NOOKOICHBIX MKAHCU !

HeuacTo — 3K3aHTeMa, KOKHBIN 3yJ; pPEeJKO — KpalMBHUIA; OY€Hb PEJKO — MOBBIIICHHA
($OTOYYBCTBUTEIBHOCTD, JIEHKOIMUTOKIACTUYECKUN BACKYJIUT

Hapywenusi co cmoponvl cke1emuo-mblueyHou u cOCOUHUMENbHOU MKAHU:

Penko — aptpanrusi, MHaJIrus

Hapywenusi co cmoponvl novek u MoyYebl800AUUx nymeu.

OueHb peIKO — 4acTOe MOUYEHUCITYCKaHue

Hapywenusi co cmopoHbl NO106bIX OP2AHOE U MOJOYHOU HCENE3bl!



Pesiko — uMmoTeHIMsI/ceKcyanbHas AUCHyHKIIUA

Obwue paccmpoticmea u HapyuweHus 6 Mecme 66€0CHUA:

OuyeHp yacTo — nepudepudeckre OTEKU; HEYacTo — yCTallOCTh, OYEHb PEJAKO — PeaKIUH
MOBBIMEHHOW YYBCTBUTEIbHOCTH, HAIPUMEP, aHTMOHEBPOTHYECKHH OTEK B BHJIe OTEKA

Fy6 MJIN A3bIKa, JIUXOopaaKa.

He ycTaHOBJIEHO NPHUYUHHO-CIEACTBEHHON CBSI3M cleaylomuX nobo4nsix >ddexros ¢
NPUEMOM TIpenapara: Hapyuilenus cO CMOpPOHbl KpOGU U AUMPAMUYECKOU CUCMEMDbL:
AHEMUS; HAPYUWEHUSL CO CMOPOHbL IHOOKPUHHOU CUCMEMbl: THHEKOMACTUS, HAPYULEHUS CO
CMoponbl  HepeHOU cucmembvl: Jenpeccus, OeCCOHHHMIA, TPEBOXKHBIE PACCTPONCTBA,
HEPBO3HOCTh, COHJHUBOCTb, pa3JAPaXKUTEIBHOCTh, Hapyuienus co CMopoHvl Opeana
3penus: 3PUTENbHBIE PACCTPONCTBA; HApYWleHUus. €O CMOPOHbI Cepoya U Ccocyo0os:
uHpapKT MHOKapja, apTepuajbHas THMIOTEH3Wsd, CHHKOME, CTEHOKapAus, apuTMmus,
SKCTPACUCTONHS, HAPYULEHUS CO CMOPOHbL ObIXAMENbHOU CUCMEMbl, 0P2AH06 2PYOHOU
kaemku u cpeoocmeHnus. (GapuHrUT, OJAbINIKA, OPOHXHT, TI'PHII, CHHYCHT, HOCOBOE
KPOBOTEYEHUE, HAPYULEHUS CO CMOPOHbL JHCENYOOYHO-KUUEYHO20 mpaKkma: Juapes,
CYXOCTb BO PTY, METEOPU3M; HAPYULEHUS CO CMOPOHbL KOJICU U NOOKOJICHBIX MKAHEU:
IpUTEMa, KPOBOMOATEKH, JEHKOUMTOKIACTUYECKUNH BACKYJIUT, HApYyuLeHus co cmopoHbl
CKeNeMHO-MbLULCYHOU U COCOUHUMENbHOU MKAHU: apTpaiarus, 60Jib B CIIMHE, MBIIICYHBIC
0onau, mMuanrus, 00JM B BEPXHUX M HUXKHHUX KOHEUHOCTAX. HAPYULEHUS CO CMOPOHbI
novex u MouesbleoOAWuUx nymeu: TOIUYPHUS, IU3YpHUs;, o00wue paccmpoucmed u

napywenus 6 mecme 66edenusi. 601b B TPy, OTEK JIMLA, TPUNNONOA00HKIH CHHAPOM.

Ilepenosuposka

Toxcuunocms: 10 Mr denoaunuua y 2-x JeTHEro peOeHKa BbI3BAJIO HE3HAYUTEIbHYIO
uHTOKCcUKanuio. 150-200 mr d¢enogununa y 17-tu netHero mammenta u 250 mr y
B3pOCJIOTO BBI3BAJO MHTOKCHKAIMIO OT HE3HAYMTEIbHOH CTEeNeHu JO YMEPEHHOH.
BepostHo, denoaunus oxaspiBaet Oosiee 3HauuMMBIH d(dexT Ha mnepupepuyeckoe
KpoBoOOpalieHne, 4eM Ha cep/ie M0 CPaBHEHHWIO C JAPYTHMHU IpernapaTaMH JaHHOH
TepaneBTHYECKOW IPyMIIbI.

IIpy nepeao3upoBKe CHMITOMbl HHTOKCHKAILMHU MPOsBIsAi0TCA Yepe3 12-16 gacos mocie
npuéma mpenapara, TSOKEIbIE CHUMITOMBI MOTI'YT BO3HMKAaTh M 4YE€pe3 HECKOJIbKO JHEH
nocjie npuéMa. MOryT oTMedaThCs CIEAYIOIME CHMITOMBI: Opaaukapaus (MHOTAA
Taxukapaus), BeipakeHHoe cHmwkenue AJl, AV Onokana I-III creneHu, *)enyao4KoBas

SKCTPACHCTOJIUSA, MPEACEPAHO-KETYJ0OUKOBasT AUCCONMALIUSA, acCUCTONUsA, GuOpuIsuus



10
)KEeJyJ0YKOB; T0JIOBHas 00Jb, I'OJOBOKPYKEHHE, HapylleHHWEe CO3HAaHUA (MIM KOoMa),
CYJIOpPOTH; OJBIINKA, OTEK JErKUX (HE CepjAedHBIi) W amHOd; Y B3POCIBIX BO3MOXKHO
pa3BUTHE pecnupaTopHOro JIUCTPECcC-CUHIPOMA; anua03, rUIOKaTuEMHUs,
IUNEPrIMKEeMHsi, BO3SMOXKHO FMIIOKaJIbIUEMHS; TIOKPACHEHHE JIMIIA, COIPOBOKIAIOIIEECs
«IPUIMBAMHUY», THIIOTEPMHUS; TOIIHOTA U pBOTa. [Ipn mepeno3upoBke HauOOJNBIIUA PHCK
MPEJCTABISIOT CUMIITOMBI CO CTOPOHBI CEPAEYHO-COCYAUCTON CHCTEMBI.
Jleuenue: Ha3HaYeHNe aKTUBUPOBAHHOTO YIJISL, B CIy4ae HEOOXOAMMOCTH IMPOMBIBAHHE JKEITY/IKA,
B pszie ciydae 3Q(PEeKTUBHO J1aXe Ha MO3HEH CTaIMi MHTOKCUKALIMH.
BAXHO! Arponun (0,25-0,5 Mr B/B 1ist B3pocibix, 10-20 MKI/Kr ans aeTei) J0JKeH
OBITH Ha3HAYEH 0 NPOMBIBAHMS XKelyKa (M3-3a pUcKa CTUMYIMPOBAHUS OJ1yXKAAKOIIETO
Hepsa). Creayer ocymecTBasTh KOHTpoJib DKI', KOppeKkuHIO KHCJIOTHO-OCHOBHOTO
COCTOSHHS M DJEKTPOJMTOB CBIBOPOTKM KPOBU, INPU HEOOXOAMMOCTH OO€CIEYHThH
MPOXOJAMMOCTD JBIXaTEAbHBIX MyTeH U aIEKBATHYIO BEHTUIALMIO JIETKUX.
B cinyuae Opaaukapauu u AV 6i1okajabl HazHayaTh aTponuH 0,5-1 Mr B/B B3pOCIBIM H
20-50 MKr/kr gersMm (mpu HeoOXOJMMOCTH MOBTOPSATH BBEJEHHE), WM BBOJHUTH
nzonpenanud 0,05-0,1 mxr/kr/mun. Ilpu ocTpoil MHTOKCHKallM¥M Ha paHHEH CTaauu
MOYET MOHaJ00MThCS YCTAHOBKA AJIEKTPOKAPAUOCTUMYIATOPA. BhIpaXKeHHOE CHUIKEHHUE
AJl cieayeT KOPpeKTHPOBATH B/B BBEJEHHEM JKHJIKOCTH, B3pOCIBIM B/B BBOJAST PacTBOP
kanapius raokonara (9 mr Ca/miu) 20-30 M B TeyeHHe 5 MUHYT UM B BUAEe MHDY3HH
(3-5 mr Ca/kr getsm), npu HEOOXOAMMOCTH MOBTOPSIOT BBEJEHHE B TOH ke jno3e. Ilpu
HEOOXO0AMMOCTH HMHPY3HMOHHO BBOJAAT SMUHeGpuH (agpeHanuH) uiuu jgonamuH. Ilpwm
OCTPOI MHTOKCUKALIMK MOXKHO Ha3HayaTh TJIIOKaroH.
[Ipy  ocTaHOBKEe cepJla BCIEJACTBHE  TMEPEIO3HUPOBKM  MOTIYT  IOHAJI00MTHCA
peaHMMaIMOHHBIE MEpPONpPHATUS B TeUeHHEe HecKoJabkux dacos. Ilpu cymoporax

Ha3HayaTh AMa3eraM, a TakKKe IPOBOJAUTH APYro€ CUMITOMATHYECKOEC JICUCHUC.

B3aumojaeiicTBHe ¢ APYIrHMH JIEKAPCTBEHHBIMH CPEeACTBAMH

Genoaunun ssiusercs cyberparom mzopepmenta CYP3A4 cucrems uuroxpoma P450.
[Ipenapatel, HHAYHHpYIOmHe Wi uHruOupyomue nzopepment CYP3A4, okaswiBaroT
3HAYUTEbHOE BJIIMSHME HA KOHIEHTpALUUIO (eJoAUNNHa B 11JIa3Me KPOBH.

IIpenapamei, unoyyupyowue cucmemy yumoxpoma P450: penntoun, kapdOamasenuH,
Genobapburtan u pudaMnuiKH, a TakKe HacTolika 3Bepo00s NPOABIPSIBICHHOTO
YCHJIMBAKOT MeTabosiu3M (eoJnnuHa 3a cYéT MHAYKIUH cucTeMbl nutoxpoma P450.
CoBMecTHOe  npuMeHeHue  (QeHuTOoMHa, KapbamaszenuHa, (Qenobapburanra ¥

pudaMnuMHA OPUBOAMUT K  CHIKEHMIO 3HAYeHWH  IUIoOmWaad 1O  KPUBOWM
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koHuentpanusa/speMs (AUC) ma 93% wu wmakcumainpHOi koHuHeHTpauuu (Cmax)
¢enonununa Ha 82%. Cnenyer m3beraTh COBMECTHOTO Ha3HA4YE€HHUs C HMHAYKTOpamu
n3opepmenta CYP3A4.

IIpenapamui,  uneubupyrowue cucmemy yumoxpoma P450: npoTuBOrpuOKOBBIE
npernapatbl MPOU3BOJHBIE TpUa30Jia M HMMHUAA30ja (MTPAKOHA30J, KETOKOHA30l),
AHTHOMOTHKU-MAKPOJIM/IBI (HApUMEp, IPUTPOMHUIINH, KIAPUTPOMULUH) U UHITUOUTOPHI
BUY-nporeassl sBasiorcs uHrubutopamu uszopepmenta CYP3A4. Ilpu coBmMecTHOM
Ha3HaYeHWU uTpakoHazonga Cmax ¢enoaununa ysenuuusaercs B 8 pas, AUC B 6 pas.
IIpy coBmecTHOM Has3HayeHuu HpurtpomuuuHa Cmax u AUC  denoaununa
yBEJIWYUBAIOTCS npuOam3uTenbHo B 2.5 paza. Cueayer wusberaTb COBMECTHOTO
Ha3zHaueHus denoaunuua u uHruburopos uzodepmenta CYP3A4.

Cok rpeiindppyra muarubupyetr uzodepment CYP3A4. Ilpumenenue denoaununa c
rpeiindpyToBeiM cokom yBeanuuBaeT Cmax u AUC ¢enoaununa npubIu3uTeaIbHO B 2
pa3a. Cieayer u3beraTb COBMECTHOT'O IPUMEHEHHUS.

Taxponumyc: GpenoAUNUH MOXKET BbI3BIBATh YBEJIWUYEHHE KOHLEHTPALMK TaKpoJuMyca B
mia3Me KpoBu. IIpm COBMECTHOM TMpPUMEHEHMH PEKOMEHIYETCS KOHTPOJIHMPOBATH
KOHI[EHTPAIMIO  TakpoJIMMyca B  CHIBOPOTKE KpPOBU, MOKET NOTpeOOBaTHCs
KOPPEKTHPOBKA JO3bl TAKPOJIUMYCA.

Huknocnopun: TpU COBMECTHOM Ha3Ha4YeHWM HukiocrnopuHa u (enoaunuua Cmax
¢enoaununa ysenumumBaercs Ha 150%, AUC ysennuyuBaercs Ha 60%. Onnaxo,
Bo3ieiicTBUe (enoaunuHa Ha (apMaKOKMHETHUECKHME I[I0Ka3aTeJM IUKJIOCIOpHHA
MHUHUMAJIbHO.

Humemuoun: COBMECTHOE TpPHUMEHEHHE UMUMEeTUAUHAa U (QenoaunuHa NPUBOAUT K

yBenuueHno Cmax u AUC ¢enoaununa Ha 55%.

OcoObie ykazanus

Tpebyercss cobmoaath 0co0yl0 OCTOPOKHOCTH IPU  CHAEAYIOIHX COCTOSHUAX:
aoOpTaJbHBIH  CTEHO3,  HapyumeHue  (GYHKIUMM  TEYEHH,  TsKenas  ModedyHas
HEeJOCTAaTOYHOCTh  (KJupeHC  KkpeaTuHuHa  MeHee 30  mu/mMuH),  cepaedHas
HEJIOCTATOYHOCTh MOCJIe OCTPOro MHGpapKTa MUOKap/a, OXKHUI0H BO3pacT.

@denoMNUH MOXET BBI3BATH 3HAYUMYIO apTepHabHYIO THIIOTEH3UIO C IMOCJIENYIOMUM
pa3BUTHEM TaxXUKapJAMU. DTO MOXKET MPUBECTH K PA3BUTUIO HMIIEMHU MHOKapaa y
MpeIpacrooKEHHbIX NAlMEHTOB € TSKEJBIM MOPAaXKEHUEM KOPOHAPHBIX apTEePHUId.
Genoaunue MeTabOJM3UPYETCs B NMEYEHU. B CBA3M ¢ 4eM y NMalMEHTOB ¢ HApyIICHHEM

Q)}’HI(LIHH [IeYeHN MOJXKHO O0XHJaTh 0o0Jiee BBICOKHUX TEPANEBTUUCCKUX KOHHCHTpaHHﬁ
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¢denoaunuHa U oTBETa Ha JleyeHUe (cM. pazaen «Cnocobd MpUMEHEHUs U 103bI»).
CoBMecTHOE TpHMEHEHHE TpenapartoB, uHAyHHpyommx u3odpepment CYP3A4  cucrembl
mutoxpoMa P450, npHBOAMT K 3HAYUTEILHOMY YMEHBIIEHHIO KOHIEHTpalMu (eaoaunuHa B
Ia3Me KpOBH M HEJIOCTATOYHOMY TepaneBTuyeckoMy 3¢ ¢ekTy oT npuéma npenapara (cM.
pasien «B3auMozeiicTBHE C JAPYrMMH JIeKAPCTBEHHBIMHM cpejicTBaMuy»). Crenyer usberarhb
COBMECTHOT'O Ha3HAUYEHUs TAKUX MPENaparoB.

CoBMecTHOE TpUMEHeHHe mpenapaToB, HHruOupyoommx uzopepment CYP3A4, npusoaur K
3HAYUTE]ILHOMY YBEJIMYEHUIO KOHIEHTpauuu (eaoaunuHa B IUIa3Me€ KPOBH, B CBSA3HM C 4eM,
cieayeT uzderatb TaKUX KOMOMHALIUH.

Cnenyer u3berath nmpuéma npenapara ¢ rpein@pyToBsIM COKOM M3-3a 3HAYMTEJIBHOTO
yBEJIIMYECHUs] KOHIEHTpauuu (esoIMIINHA B IJ1a3Me KPOBH.

Coobmanock 0 cliyyasix THUIEpIJIa3uu CIM3UCTONW A3bIKA M JE€CEH Yy INALMEHTOB ¢
BBIPAXKEHHBIM T'MHTHBUTOM/MAapoJoHTUTOM. Jlnsg wu30exaHuss JAaHHOrO 1000YHOrO
3¢ dexkTa MIM YMEHbIIEHUs €ro INpOsBJICHUS HEOOXOAMMO IMPOBOAUTH TINATEIbHYIO

TUTUEHY MOJIOCTH PTa.

Binsinne Ha CnoCOOHOCTH YNPaBJASITH TPAHCHOPTHBIMH CpPeICTBAMH H JPYIHMH
MeXaHH3MaMH

[Ipy ynpaBJieHMHM TPAaHCIOPTHBIMH CpeJCTBAMM MJIM JAPYTUMHM MEXaHM3MaMH,
TpeOYIOMUMH MOBBIIIEHHOTO BHUMAaHHS, CJI€AyeT YYUTBHIBATb BO3MOXKHOCTb Pa3BUTHUS
rOJIOBOKpPYXeHHus U caabocTn Ha GpoHe nmpuema npenapara.

B Hayajze TepanMM HMIM B NEPHOJ YBEJIWYEHHMS J03bl [AllMEHTaM CIEAYET
BO3JIEPKUBATLCS OT 3aHSATUH ONACHOW JesATEeNbHOCTHIO, TpeOyromend KOHIEHTpaluu

BHUMAHUA H 6bICTp0TbI IMNCUXOMOTOPHBIX peaxunﬁ.

®opma BpINyCKA

TabGneTku ¢ NMPOJOHTHPOBAHHBIM BBICBOOOXKICHNEM, MOKPHIThIE TIEHOUHOH 000109KOMH,
2,5 mr, 5 mr, 10 Mr.

ITo 30 TabieToK B MIACTUKOBOM (pJIaKOHE € 3aBUHYMBAIOIIEHCS MJIaCTUKOBON KPBIMIKOM
C KOHTPOJIEM NEPBOr0 BCKPBITHS.

[To ogHOMY (h1aKOHY € MHCTPYKIIMEH 110 MPUMEHEHHUIO B KAPTOHHYIO MAYKy ¢ KOHTPOJIEM

MEPBOTO BCKPBITHS.

YciaoBus XpaHeHHus

(o] ~
[Tpu temnepatype He Bbime 30 C, B HEAOCTYIIHOM /IS JIeTE€H MECTE.
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Cpok roaHocTH

3 roga. He npuMeHsATh 10 UCTEYEHUU CPOKA F'OJHOCTH.

YciaoBus oTnycka

OTnycKawT MO peenTy.

HanMeHoBaHHe H HOPHIAHYECKHI ajpec jJep:kareisi (BJaje/bla) PerHcTPanHOHHOIO
Y/10CTOBEePeHHsI

Actpa3eneka Ab, SE-151 85 Coaepranbe, [1IBenus

AstraZeneca AB, SE-151 85 Sodertalje, Sweden

IIponsBoauren

1. Actpa3eneka Ab, SE-151 85 Conepranse, [1IBenus

AstraZeneca AB, SE-151 85 Sodertalje, Sweden

2. Actpa3eneka ®apmackrotukan Ko. JIta, No. 2, Xyanrman Poya, Bykcu, Wanrcy, Kurait

AstraZeneca Pharmaceutical Co. Ltd, No. 2, Huangshan Road, Wuxi, Jiangsu, China

®acopmuK (NepBHYHASL YNAKOBKAa), YNAKOBIMMK (BTOpH4YHAsi (NMOTpeOHTE/IbCKAsK)
YHAKOBKA) H BBINYCKAKMHAH KOHTPOJIb Ka4ecTBa

Actpa3eneka Ab, SE-151 85 Coneprainsbe, [1IBenus

AstraZeneca AB, SE-151 85 Sodertalje, Sweden

HanmenoBaHue, aipec OPraHU3aHM, YIOJTHOMOYEHHOIMH JepKaTe/ieM HIH BJiajle/ibIieM
PErHCTPANHOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOI0 NPENnapaTa JUisi MeIHIHHCKOT 0
NpHMEHEHHs HAa IPHHATHE NPeTeH3UH oT noTpeduTe/INA:

I[TpencraButenbeTBo Actpadeneka IOK Jlumuren, Benkobpuranus, B . Mockse

1 OO0 Actpa3eneka PapmMacblOTHKAI3

125284 Mocksa, yi. berosas 1. 3, ctp. 1

teit. +7495 7995699

¢pakc +7495 7995698

[1eH11T — TOBApHBIH 3HAK, COOCTBEHHOCTH IPYTIINBI KOMIIaHUH AcTpa3eHeka
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