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MHCTPYKLIMA
no NpUMEeHeHWo NeKapcTBeHHOro npenapara Anfd MeAULKMHCKOro npUMeHeHus

APUMULEKC® (ARIMIDEX®)

HauMeHOBaHWe NeKapCTBEeHHOro npenapara

PerucTtpauyuoHHbIin Homep: 1 N013285/01
Toprosoe HaszBaHWe npenapara:
Apumuaerc®

MenayHaponHoe HenaTeHToBaHHOe
HasBaHue: aHacTpo3on (anastrozole)
NexapcTBeHHan popma: Tabnetku,
MOKPbITbIE MIEHOYHOW 000N0YKOM

CocraB

1 TabneTka, NOKpbITan MIEHOYHOM
000NOYKON, CONBPIKUT:

aKTMBHOE BelyecTso: aHacTposon 1,0 Mr
BCOMOraresibHble BeLecTBa: NaKTo3bl
moHoruapar 93,0 mr, nosuaoH 2,0 wmr,
KapOoKkcumeTunKkpaxman Hatpua 3,0 mr,
marHwa cteapar 1,0 mr

cocTaB NEHOYHOMH 0B0NOYKHU:
runpomennosa 1,50 Mr, Makporon

300 0,30 mr, TMTaHa auokeua 0,45 mr

OnucaHue

Kpyrnble, ABOAKOBLINYKIIbE TAONETKMU
6enoro uBeTa, MOKPbITbIE MIEHOYHOM
000M04KOM; C rPAaBUPOBKOW B BMAE OYKBHI
A ¢ NpoAOMKEHWEM NPaBOoi CTOPOHL! B
BUAE CTPENKK, HaNpPaBieHHON BHU3, — Ha
OZHOW CTOPOHE W A(IZJx Ha ApPYroW.

dapmaKoTepaneBTHYECKan rpynna:
NPOTUBOONYXONEBOE CPEACTBO,
3CTPOreHOB CHHTE3a MHIMBUTOP.

Kog ATX: LO2BGO03

dapmaKonoryeckue CBOMCTBa
dapmakoaUHaMHUKa

Apumunaekc® ssnaeTca
BLICOKOCENEKTUBHLIM HECTEPOUAHEIM
MHrMOUTOPOM apomarasbl — PepMeHTa,
C NOMOLLBK KOTOPOrO Y MEHLLUH B
nocTMeHonayse aHApOCTEHAUOH B
nepupepuyHecKux TKaHax npespallaercs
B 3CTPOH 1 Aanee B 3CTpaauon.
CHWYKEHHWE YPOBHA LMPKYIMPYIOLLEro
acTpaauonay 60JibHbIX PaKoOM MOJIOYHOM
yKenesbl 0KasbiBaeT TepaneBTUYEeCKUI
apdEKT. Y MEHLUWH B NOCTMEHOMNay3e
Apumuzekc® B cyTouHOM Aose 1 Mr
Bbi3blBAET CHMXXEHHWE YPOBHA 3CTpaauona
Ha 80%.

Apumuzekc® He obnagaert
NPOrecToreHHoMn, aHAPOreHHoH U
3CTPOrEHHOW aKTUBHOCTLIO.

Apumuaekc® B cyTouHbix-A03ax Ao 10 mMr
He OKasblBaeT adPeKTa Ha CeKpeLmo
KOPTM30Na W anbAoCTEPOHA,
crnenoBaTensHO, NPy NPUMEHEHNH
npenapara ApumugaeKkc® He Tpebyerca
3aMeCTUTENbHOrO BBeAEHUA
KOPTUKOCTEPOUIOB.

BnuaHue Ha MUHEepasbHYyH Mi0THOCTh
KOCTHOMH TKaHM

MokasaHo, 4To Yy NaUMEHTOK C
rOPMOHOMO3UTUBHLIM PaHHUM PaKoMm
MOJIOYHOW YXenesbl B MoCTMeHonayse,
KOTOpbIE MPUHUMAIOT ApUMUAEKC®,
M3MEHEHUA KOCTHOM CUCTEMBI MOTYT
ObITb NpeaynpeXAeHbl B COOTBETCTBUU
CO CTaHJapTamu, yCTaHOBNEeHHbIMK And
nevyeHus NauMeHToK ¢ onpeaeneHHbIM
PUCKOM NEPenomMoB. Tak, npenmMyLIecTBo
npenapara ApumMuUzeKc® B KOMOUHALIM

¢ bucpocpoHaTamu (No CpaBHEHUIO

C Tepanuei TONbLKO npenapaTrom
Apumuaerc®) y nauneHToB co CpeaHUM

1 BbICOKUM PUCKOM BO3HWUKHOBEHHSA
rnepenomoB BbI10 NPOAEMOHCTPUPOBAHO
y)Ke yepes 12 MecAleB Mo nokasarenam
MUHepasibHOW KOCTHOM MIOTHOCTH,
CTPYKTYPHOIO U3MEHEHUSA KOCTHOM

TKaHU M MapKepam KOCTHO# pe3opoLnu.
Bonee T0ro, B rpynne HA3KOro pUcKa He
6bIN0 OTMEYEHO M3MEHEHUA noKasarens
MUHEepansHOW KOCTHOM MIIOTHOCTU Ha QoHe
Tepanuu oaHUM npenapatoMm Apumuaerc®
W NoAJepXKMBatOLLIEro nevyeHna
BUTAMMHOM D 1 Kanbuuem.

Jlunnast

Mpu Tepanuu npenapatom ApUMUAEKC®,
B TOM YMuCne, Npu npuemMe B KomOUHaLmMK1
¢ 6uchocdoHaTamu, He BbIABNEHO
W3MEHEHWI YPOBHSA NUNWAOB B nnasme.

dapMaKOKHHETHKa

BcackiBaH1e aHacTposona 6eicTpoe,
MaKcUMasibHasA KOHUEeHTpauua B nnasme
JOCTUraeTcaA B Te4eHve 2 YacoB rnocne
npuema BHyTpb (Hartowak). MNuwa
He3HauuTernbHO YMEHbLIAET CKOPOCTh
BCACLIBAHWA, HO HE ero cTeneHb U He
MPUBOAMT K KTMHUYECKM 3HAYUMOMY
BNWAHUIO HA PABHOBECHYHO KOHLEHTpaUUIO
npenapara B nnasme npu 0AHOKPaTHOM
npuéme CyTO4HOW A03bl Mpenapara
Apumuanekc®. Mocne 7-AHeBHOTO npuema
npenapara A0CTUraeTcA nNpubn1auTeNbHO
90-95 % paBHOBECHOW KOHLEHTPaLMUK
aHacTposorna B nnasme. CeeaeHui o
3aBUCUMOCTU HapMaKOKUHETUHECKHUX
napameTpoB aHacTpo30sa 0T BPEMEHH
WNK 03kl HET.

dapmakoKMHETHKa aHacTposona

HE 3aBUCUT OT BO3pacTa XeHLIKH B
nocTMeHonayse.

Csf3sb ¢ 6enkamu nnasmel Kposu — 40%.
AHaCTPO30n BbIBOAUTCHA MEANEHHO,
nepvoz nonyBbIBEAESHUA U3 Miasmbl
cocrasnaeT 40-50 yacoB. JKCTEHCUBHO
MeTaBonM3UPYETCs Y KEHLLWH B
noctmeHonayse. Menee 10% [03bl
BblJenAeTcH C MOYOW B HEU3MEHEHHOM
BUAE B TeYeHWe 72 4acoBs nocre npuema
npenapara. Metabonuam aHacTtposona
ocyLectBnaetcA N-geankunmpoBaHuem,
r’MAPOKCHMNMPOBaHHUEM U
FIOKypOHU3aumrei. MetabonuTs
BLIBOAATCA NPEUMYLLECTBEHHO C MOHON.
Tpuason, 0OCHOBHOW MeTabonur,
onpeaenAeMblit B MnasMe, He MHrMBHpyeT
apomarasy.

KnupeHc aHacTposona nocne
nepopansHoro npuema npu uMppose
neyYeHn Unu HapyLeHUn GyHKLUK novek
He W3MeHAETCH.

MokaszaHusa

= AAbHOBaHTHaA Tepanua paHHero paka
MOJOYHOM Kenesbl, C NoNoOMUTENbHLIMU
ropMOHanbHBIMW peLenTopamu y
HEHLLUMH B NMOCTMeHornayse, B TOM
yucne, nocne agbIOBAHTHOW Tepanvu
TaMOKCH(EHOM B TeueHue 2-3 ner.

= [lepBas NMHWA Tepaniu MecTHo-
pacnpoCcTpaHeHHOoro Uiu
MEeTacTaTMUyeCKOro paka MoJSIO4HOM
YKenesbl, C NONOMUTENbHBIMKU UK
HEW3BECTHLIMWU rOPMOHaNbHLIMU
peLenTopamMu y MeHLUUH B
nocTMeHonayse.

= Bropasa nuHuA Tepanuu
pacnpocTpaHeHHOoro paka MONoYHON
enesbl, NporpeccupyroLwero rnocne
neyeHua TaMOKCUDEHOM, Y MEeHLLUWH
B NnocTmeHonayse.

lNMpoTUBOMOKasaHUA

* [loBbILWEHHAA YyBCTBUTENBHOCTL K
aHacTpo30sy UNKU APYrUMM COCTaBHbBIM
yacTAM rpenapara

* BepeMeHHOCTb M Nepuos KOpMIeHus
rpyabio

= VY KEHLUMH B NpemMeHonayse

= BrlpaykeHHaa noyeyHad HegocTarouHOCTb
(KMMPEHC KpeaTthHWUHA MeHee 20 MA/MUH)

= YMepeHHaa Uik BbipaXKeHHaa neyeHouHan
HEA0CTaTOYHOCTL (6e30MacHOCTL 1
3PHEKTUBHOCTL HE YCTaHOBNEHA)

= ConyTcTByHOLLAA TepanuA TaMOKCHPEHOM
WNK NpenapaTtamu, CoaepraLlumMu

~ SCTporéHel = L

= JleTcKuii Bo3pacT (6esonacHoCTb 1
ahPEKTUBHOCTL Y AETEW He yCTaHOBMEeHa)

C OCTOpPOXHOCTEIO: OCTEOMN0PO3,
rUnepxonecTepuHeMma, UlEeMHUYECKanA
GonesHb cepaua, HapyLleHWe GyHKLUMK
MeYeHu, HeaoCTaTOYHOCTE NAaKTasbl,
rMIOKO30-ranakTosHasd ManbsabdcopoLus.

Cnoco6 npumeHeHHs ¥ A03bI

BHyTpb. [Tpornotuts TabneTKy LIenUKoM,
3anuBasn BOAOH. PexoMeHayeTca NpUHUMATh
npenapar B 04HO U TOXe BpemA.
B3pocnbie, BKIroyasa NoMuUnbIX: no 1 mr
BHYTPb 1 pas B CyTKM AnuTenbHo. Mpu
NoABNEHWUH NMPU3HAKOB NPOrpeccUpoBaHus
3aboneBaHuA NpYem npenapara cneayer
NPEKPaTUTD.

B kauecTBe a4 blOBaHTHOW Tepanuu
pekoMeHayemasa NPoAOMKUTENIbHOCT
neyexHua — 5 ner.

HapywieHua GYHKLWK NoYeK:
KOPPEKTMPOBKA [03bl Y NaUUEHTOB C
NErKUMU U YMEPEHHBLIMU HaPYLLIEHWUAMMU
(GYHKUMK NoYeK He TpebyeTcs.
HapyweHua GyHKLUNWH NEYEHU:
KOPPEKTMPOBKA [103bl Y NalUUeHToB C
NerkoM CTeneHbi HapyLeHua QyHKUWKU
neueHu He Tpebyetca.

MobouHoe peicTBuUe

UacToTa BCTpevaemMocTu Boina
paccyMTaHa U3 YMca HexenartenbHblX
ABNeHui, HabnoaaeMblx B pamkax i
dasbl uccnegoBanus y. 9366 MeHLuH

c onepabdesnbHbIM PaKoM MONOYHOM
yKenessbl B MOCTMEHONayse, nony4aBLinX
reyeHue B TeyeHue 5 net, npu aToM
4acToTa HEXKEenaTenbHbIX ABNEHWA B
rpynnax cpaBHEHWsA ¥ MHeHUe
uccnenoBarens OTHOCHTENBHO
3aBMCHMOCTU HeXenaTenbHoro ABNIeHUA
OT UCCNeayeMoro npenapara He yuTeHbl.
OnpeaeneH1e 4acToTbl NOBOUHbIX
peaKLuit: 04eHb 4acTo (bonee Unu paBHO
10%); uacTo (ot 1 Ao meHee 10%);
HeuacTo (01.0,1 A0 MeHee 1%); peaKo
(o1 0,01 no meHee 0,1%); oO4eHb peaKo
(meHee 0,01%).

Co cTopoHbI COCYROB:

OYEHb YaCTO — «MPUIIUBbI».

Co CTOPOHbI CKENeTHO-MbILLeYHOH H
COeqMHUTENIbHON THaHH:

O4eHb YacTo — apTpanrua / CKOBaHHOCTb
CycTaBOB, apTpMmT,

yacTo — 60nk B KOCTAX, MUasrus,
HeyacTo — TPUITepPHbIHA nanew.

Co cTOPOHBI MN0/IOBbIX OPraHoB H
MOJIOYHOH Jenesbi:

YaCTO — CYXOCTb CIIM3UCTOM. 0B0NOHKK
BRaranqila; BnaranullHble KpoBOTEYEHUs
(B OCHOBHOM, B TEYEHWUE NepBbIX
HeZesb Nocne OTMeHbl UM CMEHb!
NpeZLIecTByOLEN rOPMOHaNbHOM
Tepanuu Ha ApUMHUAEKC®).

Co CTOPOHBI KOMH U MOAKOMHbIX TKAHEH:
OYEHb 4aCTO — KOXHaA Chlifb,

4acTo — MCTOHUEHWE BONOC (anoneuus),
annepruyecKkue.peakumm,

He4YacTo, — KpanveHuua,

PELKO — MyNbTUPOPMHAA 3pUTEMA,
aHapunaKToMaHas peaKums, KOXHbIN
BACKY/UT (BKNIOYaA OTAESbHbIe Cnyyau
nypnypsl (cuHapom LLlenneiHa-T'eHoxa)),
OueHb pedKo — cuHapom CTuBeHca-
TKOHCOHA, aHTMOHEBPOTUYECKHIA OTEK,
Co cTOpPOHbI }#eJslyA0HHO-KHLIEYHOIO .
TpaKTa:

OYeHb 4acTo — TOLLUHOTA,

yacTto — Avapes, peota.

Co cTOpOHbI Ne4YeHU H
JHendyeBbIBOAALMNX MYTeH:

4acTo — NOBbILLEHUE aKTUBHOCTH
LenoyHon docdarassl, anaHnH
amMuHoTpaHcgepasel, acnaprar
amuHoTpaHcpepassl,

HeYyacTo — MOBbILUEHWE aKTUBHOCTH
raMmma-riTaMmunTpaHcgepasbl 1
KOHLIeHTpauun 6unupyOuHa, renarur.
Co cTOPOHbLI HEPBHOH CHCTEeMbI;
OueHb 4acTo — rosioBHasa bonb,

4acTo — COHMMBOCTL, CUHAPOM 3anfACTHOIO
KaHana (B OCHOBHOM, Habnodancs

y MaunWeHToK € hakTopamu pucka
JAaHHOoro 3abonesaHus), HapyLeHna
YyBCTBUTENBHOCTH (B TOM uu1Che,
napecTeaus, NoTepa WM usBpatleHue
BKYCOBbIX OLLYLLIEHWH).



Co cTopoHbl 06MeHa BelyecTs
NUTaHKUA:

YacTo — aHOPEKCHA, MMMNePXonecTepUHeMus,
HEeYacTo — runepkanbuMemus (c/6es
NOBLILIEHWUS KOHLEHTPALMM NapaTropMoHa).
Mpuem npenapara MOXET Bbi3biBaTb
CHUYKEHWE MUHEPasIbHOM NNOTHOCTH
KOCTHOM TKaHU B CBA3K CO CHUXKEHWEM
KOHLEHTPaLMK LUMPKYIUPYIOLLEro
acTpagvona, TemM camblM, MOBEILLIAA PUCK
BO3HUKHOBEHMSA OCTEONOPO3a U NepenoMoB
KOCTeM.

O6wume paccTporicrea:

OYEHb YaCTO — acTeHMWsA NErKOM UMK
YMEepeHHO# CTeNneH! BLIPaXKEHHOCTH.
HexxenatenbHble ABMEHUA, OTMEUYEHHbIe

B X0A€ KIMHUYECKUX UCCNea0BaHUM,

He CBA3aHHLIe C MPMeMOoM npenapara
ApuMuaeKc®: aHemua, 3anop, AUCNencud,
6onkb B cnuHe, abaoMuHasbHble 00,
MoBbILLEHWE apTepUanbHOro AaBeHus,
MoBbILLEHWEe MacChl Tena, Aenpeccus,
6eccoHHUUA, TONIOBOKPYIKEHHE,
TPEBOXHOCTb, NAPECTE3UH.

MNMepenosupoBKa

OnucaHbl e AMHUYHBIE KITMHUYECKKUE
crydau crnydaiHoW nepenosupoBKH
npenapara. Pasosaa Ao3a npenapara
Apumuaekc®, kotopas mMorna 6bl NpUBECTH
K CUMIMITOMaM, YrPOXaIOLLMM HHU3HU, He
yCTaHOBNEHa. .
CneumduuecKoro aHTMA0Ta He CYLLECTBYET,
B Cryyae nepeaosvpoBKMY NieyeHne A0/HKHO
BbITb CUMMTOMATAYECKUM. MOXKHO
MHOYLUMPOBaTbL PBOTY, ecnu 60LHOM
HaxoAMTCs B CO3HaHMU. MoxeT ObiTb
nposeneH Auanus. Pekomerayetca obLan
noaaep)KuBaroLLas Tepanus, HabnioaeHue
32 G0/IbHBIM M KOHTPOMb QYHKLIMK

YKU3HEHHO BaXKHbIX OPraHoB M CUCTEM.

BzaumopeicTere ¢ OApYruMH
neKapcTBeHHbIMU CpeAcTBaMu

W Apyrve BuAbl ieKapcTBEHHOro
B3aUMMOAEeNCTBUA

MccnenoeaHus no nekapcTBeHHOMY
B3aMMOLEHUCTBHIO C PEHAZOHOM
(aHTUNMPHUHOM) WU LUMETUAUHOM
YKasblBaloT Ha TO, YTO COBMECTHOE
npuMmeHeHue npenapara ApuMuaexc®

C ApYruMHM npenaparamu Bpaa nu
NPUBELET K KIIMHUYECKU 3HAYUMOMY
NeKapCTBEHHOMY B3aUMOIEHUCTBHIO,
onocpeaoBaHHOMY LMToxpoMoM P450.
KNMHUMYECKM 3HAYMMOE NleKapCTBEeHHOoe
B3aMMOAENCTBHE NPU NpUEME npenapara
Apumuaekc® ofHOBPEMEHHO C APYrMMH
YacTo HasHaYyaeMbIMM npernaparamu
OTCYTCTBYET.

Ha faHHbIi MOMEHT HET CBEEHWH

0 NMPUMEHEHUHK Npenapara

ApumMmuaeKc® B KoMBUHaUWUKU C APYTUMH
NPOTUBOONYXONEBLIMU NpenaparamMu.
Mpenapatbl, cogepallue acTporeHsl,
YMEHbLUAIOT papmMaronoruiyeckoe
nencteue npenaparta Apumuaexc®, B
CBA3K C YeM, OHU HE JOSXKHbl HasHa4YaTbLCA
OOHOBPEMEHHO C NpenapaTom
ApumMmuaerc®.

He crneayet HasHa4aTb TAMOKCUpEH
OAHOBPEMEHHO C npenaparom AprMmnaexc®,
MOCKONBKY OH MOXKET ocriabute
(hapmaKonorMyecKoe JencTene nocnesHero.

Ocobbie yKazaHuA

BesonacHocTb U 9QPEKTUBHOCTL Y AETEN
He ycTaHOBneHa.

Y »EHLLUMH C peLenTopooTprLiaTensHOM
ONyXOrbH K 3CTpOreHam 3QpPeKTUBHOCTb
npenapara ApumMuzekc® He Obina
NPOAEMOHCTPUPOBaHA, KpOMe TexX
crydyaeB, Koraa MMencA npeaLlecTBY LUK
MONOXKUTENbHbIA KITMHUYECKMIA OTBET Ha
TaMOoKcUdEH.

B cnyyae COMHEHWI B FOPMOHa/1bHOM
cTaTtyce NauMeHTKU MeHonaysa Ho/MKHa
ObITh NOATBEPXKAEHA ONpeaeneHnemM
MOMOBbLIX FOPMOHOB B CLIBOPOTKE KPOBHU.
HeT naHHbIX 0 NPUMEHEHUH

npenapara ApUMHAEKC® y nalueHTos

C YMEPEHHOW MW BblpaXKeHHOH
Ne4eHOYHON HeAOCTaTOUHOCTBIO U Y
MaLUUEHTOB C BbIPAXKEHHO! NOYeYHOM
HEe[0CTaTOYHOCTLIO (KNMPEHC KpeaTuHUHA
MeHee 20 MI/MUH).

B cnyuae coxpaHatoLLerocA MaTtouyHoro
KpoBOTEUYEeHHA Ha poHe npuema
nperdpara Apivingexc® neobxoanma
KOHCYNbTalUMUA W HabnoaeHne ruHexonora.
Mpenaparhkl, coaepxatliue 3CTPOreHsl,

He AOMKHBI HasHa4aTbcA 0HOBPEMEHHO
¢ npenaparoM ApUMMAEKC®, TaK KaK 31
npenapartsl 6yayT HUBENUpOBaTL ero
(hapmaKonornyecKoe fencTeue.

CHWxasa ypoBeHb LIMPKYIMPYIOLLIEro
acTpaauona, ApMMUAEKC® MOXKeT
BbI3bIBaTh CHUYKEHUE MUHepanbHoOM
NJIOTHOCTA KOCTHOW TKaHU C NocneayroLum
MOBLILIEHUEM PUCKa Mepesioma.
MauMeHTKU C TaKUM BLICOKMM PUCKOM
MOANIEMaT NIeYeHN0 COOTBETCTBEHHO
PYKOBOACTBY MO TE€panuu AaHHbIX
OCNOXHEHWH.

Y nalWeHToK, CTpaAatoLiMx 0CTeonopo3om
WA UMEIOLLIMX PUCK PasBUTUA
0CTeornopo3sa, MMHepasbHas MioTHOCTL
KOCTHOM TKaHM OOMKHA OLIeHWBaTLCA
METOZOM JEeHCUTOMETPHK, Hanpumep,
DEXA ckanvpoBanuem (Dual-Energy X-ray
Absorptiometry - AByX3HepreTM4ecKom
peHTreHoBCKoW abcopburomeTpren),

B Hauarne neyeHus v B AuHamuke. Mpu
HEOoBX0AMMOCTH AOSMKHbI BbITb HAUaThl
fIeYeHUe U1 NPodPUNaKTUKa ocTeonoposa,
noa TLwartensHeIM HabnaeHueM Bpada.
HeT aaHHbIx 06 0AHOBPEMEHHOM
npMMEeHeHUM aHacTpo30sa U npenaparos-
ananoros JITPT.

HewsBecTHO yny4LlaeT N1 aHacTposon
pesynbTaTkl fIe4eHUdA NMpU COBMECTHOM
WCMOML30BaHUK C XUMUOTEPANUEN.
[aHHble no 6e30nacHoOCTH Npu
LNMTENBLHOM NIEYEHWUH aHACTPO30/IOM MoKa
HEe MoMnyYeHb!.

Mpu npuMeHeHW Npenapara ApuMUAEKC®
vaile, Yem nNpu Tepanun TaMoKCUPEHOM,
Habnoganuch MEMUUECKHe
3abonesanus, OAHAKO CTATUCTUYECKON
3HAYMMOCTH MPU STOM HE OTMEUEHO.

Db deKTBHOCTL U BesonacHocTb
npenaparta Apumuaekc® n TaMokcupera
npu Mx 0AHOBPEMEHHOM NPUMEHEHUN BHE
3aBUCUMOCTM OT CTaTyca ropMoHanbHbIX

pPEeUenTopoB CPaBHUMEI C TAKOBLIMM MPK
WCMONbL30BaHWK OOHOr0 TaMoKcHdeHa.
TOYHBIA MeXxaHW3M AaHHOro ABNEHWUA MOKa
HEe U3BECTEH.

BnusHue Ha cnocob6HOCTb YNpaBnAaTh
asTomo6unem v ApyruMu MexaHu3mMamm
Hekotopble nobouHsle AercTBUsA
npenapara ApUMUAEKC®, Takue

KaK aCTeHWA U COHJIMBOCTb, MOTYT
OTPHULATENLHO BAUATH HA CMOCOOHOCTb
BbINOMHEHWA MOTEHUMANBHO ONaCHbIX
BMZOB AEATENLHOCTH, TPeByroLmX
NOBLILLEHHOW KOHLEHTpaUWK, BHUMaHHA
M BbICTPOTEI NMCMXOMOTOPHBIX PEaKLMHA.
B 970/ cBA3W peKoMeHayeTcA npw
NOABNEHUU STUX CUMMITOMOB COBMOAATE
OCTOPOXHOCTE MPH yrpaBneHuu
TPaHCMOPTHLIMK CPEACTBAMM U
MeXaHW3MaMH.

dopma BbiNycKa

TabneTku, NOKPLITLIE NNEHOYHON
obonoykoit, no 1 mr. 14 TabneTtok B
6nuctepe us An/lMBX; no 2 6nuctepa ¢
MHCTPYKLMEN MO NPUMEHEHUIO B KAPTOHHOM
nayke ¢ KOHTPONEM NEPBOro BCKPLITHA.

Ycnosua xpaHeHUA
Mpwu Temneparype He Boilwe 30 °C,
B HEZOCTYNHOM AnA AeTen MecTe.

CpoK rogHoCTH

- 5ner.

He npuMeHATb Mo UCTeYEHUU CpoKa
rOAHOCTH, YKa3aHHOIo Ha YNaKoBKe.

YcnoBuf OTMyCKa U3 anTek
Mo peuenTy.

Bnapgeney perMcTpayuoHHOro
yAOCTOBEepeHUA

Actpa3eHeka tOK Jlumuted, 1 ®peHcuc
Kpuk AseHto, Kembpuax bruomeankan
Kamnyc, Kem6puax, Bennkobpuranua
CB2 0DAA

AstraZeneca UK Limited, 1 Francis Crick
Avenue, Cambridge Biomedical Campus,
Cambridge, United Kingdom CB2.0AA

Mpoussoautens

Actpa3eHeka ®apmacstotuxanc Jif,

587 Ona Bantumop Maik, Heroapk,
Oenasap, 19702, CLLIA

AstraZeneca Pharmaceuticals LP, 587 Old
Baltimore Pike, Newark, Delaware, 19702,
USA

dacoBLU1K (NepBUUHas yrNnaKoBKa)
Actpa3eHeka FOK Numuten, Cunk Poya
BusHec Mapk, Makkncuna, Hewump
SK102NA, BenukoOputaHua
AstraZeneca UK Limited, Silk Road
Business Park, Macclesfield, Cheshire
SK10 2NA, United Kingdom

YnakoBLYUK (BTOpUYHARA
(noTpebutenbcKan) ynakoBKa),
BbiNyCKaroLWMHA KOHTPOMb KauecTBa

1. Actpa3eHneka HOK Jlumutea, Cunk Poya
BusHec MNapk, Makkncpuna, Hewmp

SK10 2NA, Benukobputanua
AstraZeneca UK Limited, Silk Road
Business Park, Macclesfield, Cheshire
SK10 2NA, United Kingdom

2. 3A0 «3n0O-3nopoebe», Poceus,
142103, MocKkoBcKaa 06n., r. Toaonkck,
yn. XenesHonopoxHasa, 2

HaumeHoBaHne, aapec opraHusaLmn,
YIOMHOMOYEHHOH AepxxaresemM 1in
BragenbuemM peructpaunoHHoro
YAOCTOBEPEHHS JIeKapCTBEHHOo
npenapara 414 MeaUUNHCKOro
MPUMEHEHHA Ha. TPMHATHE NPEeTeHsui or
noTPEOUTENIA:
MpeacTasutenscTeo Actpadereka tOK
INMumuten, Benukobputarua, B r. Mockse
1 O00 Actpa3eHeka PapmachbloTUkans
125284 MockBa, yn. beroeas .3, cTp. 1
Ten. +7495 7995699
paKc +7495 7995698

ApVUMHUIEKC — TOBapHbIA 3HAK,
CcOBCTBEHHOCTB TPynbi KOMMaHWi
AcTtpa3eHeka.
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