COOTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 19.01.2023 N= 838

WUHCTPYKIY DCNEAOBATENEHOCTE 0003)

1O MEJJUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA
HUHHAPHU3NH ABEKCHUMA

PerucrpainioHHbII HOMep:
Toprosoe HammenoBanue: [[HHHAPHU3HUH ABEKCHUMA
Me:xayHapoaHoe HemaTeHTOBaHHOe HavMeHoBaHue (MHH): nunnapuzun

JlekapcTBeHHast popma: TabieTKu

Cocras:

OnHa TalseTKa COACPIKHUT:

Oeticmeyronyee éeujecmso: MAHHApU3UH — 25,0 M

gcnomozamenvHyle seujecmsa: Kpaxmai kapTodenbnbiit — 48,0 Mr; makTo3e1 MOHOTHIpAT — 63,0 Mr;

KpeMHUs TUOKCU KoJuTouaHbii — 4,0 mr; moBugoH K-17 — 6,2 Mr; maraus cteapat — 3,8 MT.

Omucanie: KpyTJIbIC, HHOCKOHHHHHHqueCKOﬁ (bOpMLI, Ta6J'IeTKI/I, Oenoro win 6enoro ¢

KpEeMOBATBIM OTTCHKOM IBETA, € (l)aCKOﬁ.

dapmakoTepanieBTHUeCKass TPyMIa: Jpyrue cpejcTBa JUIsl JiedeHHs] 3a00JIeBaHUH HEpBHOHU
CUCTeMBI; IIperiapaThl /UL JISUSHHUS TOJIOBOKPYIKSHHSL

Kox ATX: NO7CA02

®APMAKOJIOTHMYECKUE CBOMCTBA

dapmakoMHAMMEKA

[[uHHApU3UH HWHTUOUPYET COKpANICHUS TJIAIKOMBIMEYHBIX KJICTOK KPOBEHOCHBIX COCY/IOB
MTOCPE/ICTBOM OJIOKHPOBAHHUS KAJIBITHEBBIX KaHaJIOB. [[OMHMO MpsSAMOro aHTaroHW3Ma ¢ KaJlbIIHEM
IIMHHAPU3HH YMEHBIIAST COCYIOCYKHUBaromue >(PQPeKThl Ba30aKTHBHBIX CYOCTAHIIMHM, TaKHX Kak
HOpAQ/IpSHAIMH W CEPOTOHMH, TOCPEJCTBOM OJIOKHPOBAHHS PEUENTOP-3aBHCHMBIX KaJbITHSBBIX
KaHaJIoB. biokajja MOCTYIUICHUS KaJIbIIMS B KIISTKY SIBJIIETCS TKAHEBO-CEJICKTUBHOM U, B pe3ysbTaTe,
MPEIATCTBYET BAa30KOHCTPUKIIUM, HE BJIMSS Ha apTepHaIbHOE JABJICHHE M YacTOTY CepACUYHBIX
COKpAIl[eHHM.

[{uHHApU3UH MOXKET JAOMOJHHUTEJBHO YIyullaTh MHKPOLMPKYJLIIUIO 3a CUYST YBEJIUUCHUS
CITOCOOHOCTH DPUTPOIUTOB K JAeopMaIlii U CHHKSHHS BI3KOCTH KpoBH. [[OBBIMAaeT yCTOWYHBOCTD

KJIICTOK K I'HITOKCHH.
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[[uHHApU3HH HHTUOUPYET CTUMYJBIIIUIO BeCTUOYIBIPHOTO hﬂgﬁﬁa@gﬁ%ﬁng§ﬂ%§rgﬁgﬁgéﬁnT K

IIOJIABJICHUIO HHCTarMa M JpPYIHX BEreTaTHBHBIX paccTpoMcTB. [[MHHApHM3MH IpeaylpeskIaeT

TMOSABJICHUC WJIK CHUXKACT BBIPAXKCHHOCTH OCTPBIX 3IIU30J0B BEPTHUTO.

dapMaKkoKUHeTHKA

BcackiBanue

Makcumanbhble KOHIIEHTpAIUU (Cmax) IMHHAPU3WHA B IJIA3Me KPOBH JIOCTUTAIOTCS yepes 1-3 daca
MOCJIe TIpUeMa BHYTPb.

Pacopenenicaue

Cesi3pIBaHHEe IHHHAPHU3UHA ¢ OeJIKaMH TUTa3Mbl KPOBH cocTaBirieT 91%.

MeTtaboausM

[[uHHApU3WH aKTUBHO MeTaOOMU3HPYETCsA, TIJIABHBIM 00pa3oM, TOCPEICTBOM H3odepMeHTa
CYP2De6.

Brisesienue

HzBecTHBIN nIepro/ oyBbiBeAeHH (T1/2) IMHHApU3MHA HAXOUTCA B AUanazoHe oT 4 10 24 gacos.

Oxkoito 1/3 MeTaGoUTOR BHIBOAUTCS MOYKAMH U 2/3 — depe3 KUIICUHHUK.

IHokazaHus K MpUMeHeHUIO
Bapocibie
- [lomnepxxuBatomasi Tepamusi TNpPH  CHMIOTOMax GoJiesHH MeHbepa JTaGHPHHTHOTO
IIPOUCXOK/ICHHSL, BKJIIOYAsl BEPTUTO, TOIHOTY, PBOTY, IIYM B VIIIaX U HUCTArM;
= [IpodunakTka KHHETO30B («TOpOKHOHN OGOJIE3HW» — MOPCKOH U BO3IYITHON OOJIC3HHM),
— [Ipo¢dunakTuka NpUCTYIIOB MUTPEHU;
= [Tomep:kuBatomasi Tepanusi TpH  CHMITOMAaX IepeOpOBaCKYJISIPHOTO TIPOUCXOKICHHUS,
BKJIOUYAsi BEPTUTO, MIYM B yIIaX, TOJOBHYIO 00Jb, pa3/IipakKUTeIbHOCTD, 3aMKHYTOCTh, HapyIIeHUE
IAMSTH U KOHIICHTPAIlUU BHUMAHUS;
- [lognepxuBaromasi  Tepanusi NpH  CUMITOMAaxX  HapylmieHMH — mepudepudeckoro
KpoBooOpaieHusi, BKJtouas 0oie3Hs PeliHo, akpoIiHaHo3, «IIepeMeKaronyio» XpOMOTY, Hap yIIeHUs
MUKPOIMPKYJISAIUU, TPOPHUUSCKHE BEHO3HBIC SI3BbHI, MAPECTE3HI0, HOUHBIE CMA3MbI, MTOXOJIOaHHE B
KOHEUHOCTSIX.

eTH
= [IpodumnakTika KMHETO30B («IOPOKHOU OOJIE3HW» — MOPCKOW M BO3AYIIHOW OOJIe3HH) Y

JeTeH ¢ 5 neT.
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(MOCNEOQBATENEHOCTL 0003)

HpOT]/IBOHOKaBa}[l/[ﬂ

- ['MIIepUyBCTBUTEIILHOCTD K ITAHHAPHU3UHY H APYTHM KOMIIOHEHTAM IIperapara;

- BepeMeHHOCTD, TIEPHO/T TPY/THOTO BCKAPMIIHBAHHUS,

- HenepeHOCHMOCTD JIAKTO3bI, JIAKTa3HAsI HEJOCTATOYHOCTh, CHHIPOM TIIFOKO30-TaJaKTO3HOU
MaJTbabcopOIHH;

— Bozpact 10 5 et (3¢pexTHBHOCTL U 6e30MacHOCTh He YCTAHOBJICHBI).

C ocTOpOKHOCTBIO

IIpu Gonesnu [lapkuHCOHA.

IIpumeHeHMe IPU e peMEHHOCTH U B TIEPHO/I TPY/THOT0 BCKAPMJIMBAHU S
bepeMeHHOCTD
[IpumeHeHUe TIpenapara BO BpeMsi OepeMEeHHOCTH TIPOTHUBOIIOKA3aHO.

IlepHoa rpyIHOIO BCKApMIIMBAHHS

OTcyTCTByIOT JaHHBIC O IIPDOHUKHOBCHUHU IIUHHAPHU3HWHA B MATCPUHCKOC MOJIOKO, IIOSTOMY BO BpEM:A

IIpueMa IIpeliapaTa KOpMJICHHC I'PYALIO CIICAYET IIPCKPATUTD.

Crioco6 IMPpUMEHCHU A U T103bI

Crocob npuMeHEHHSI

BuyTpb, mocie e/pl.

Bapocblie

Ioooepoicusarouas mepanusa npu cumnmomax bonesnu Menvepa nabupunmHozo npoucxosicoenus: 1
TabneTKka 3 pasza B cyTkH (75 Mr/cyT).

lpogunaxmuka xurnemosoe: 1 Tabnetka (25 MIr) MUHEMYM 3a [10J14aca 0 MOS3IKH; IPHUEM MOKHO
IIOBTOPSITH Yepe3 KaK/Iple 6 4acoB.

IIpogunaxmuxa npucmynos mucperu: 1 Tabnetka 3 pasza B AeHb (75 Mr/cyT).

Iloooepoicusarowas mepanusa npu CUMNMOMAx YepebposackynapHo2o npoucxodxcoenus: 1 TabreTka
3 paza B geHb (75 mr/cyT).

Toooepoicusaiougas mepanua npu CUMNIMOMAX HAPYWEHUH Nepughepuieckozo KpoeooopaueHus:
2-3 TabneTku 3 pasa B jgeHb (150-225 mr/cyT).

MaxkcumanbHasi peKOMEeHIyeMast 103a He JTOJDKHA MpeBbImaTh 225 Mr (9 Tab1eToK) B JIeHb.

Ocobble rpyInbl TAIHEHTOB

HauueHmbl € NOYEUHOU WU NeYeHOYHOT HeOOCMAMOYHOCINBIO: JAaHHBIX HCT.

Hlayuenmur nooicunoco 6éozpacma (cmapuie 65 nem): TaHHBIX HET.
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AACTEAREATE LUOETL A0
JleTH ¥ moipocTKH Jio 18 yreT (NOCNEAOBATENBHOCTL 0003)

lIpogunaxmuka Kunemo3os:
- IOJIpOCcTKaM B BospacTe 13 jieT u crapmie — 1 TabieTka (25 Mr) MUHEMYM 3a ToJYaca J0 TMOe3/IKH;
IIPHEM MOSKHO IIOBTOPSITH KasK/ble 6 4acoB;

- ACTAM B BO3pacTe OT 5 a0 12 met PEKOMEHAYCTCS IIPUHUMATDL MMOJIOBUHY JTO3bI AJIA B3POCIIbIX.

IToGouHoe nelicTeHE

IIpy npuMEHEHHMHM LHMHHApU3MHA OTMEYEHBl COHJIMBOCTH, TOIIHOTA H YBEJMYEHHE MAacChl Teja
(=21%). Taxoke pu MPUMEHEHUH UHHApU3MHA HAGIIIOAINCh MTOBBINICHHAS] COHJIMBOCTS, JISTApIHs,
quckoMpopt B JKedynake, pBoTa, 0oib B BepxXHeH YacTH JKMBOTA, JUCIEICHS, THIEPIHIPO3,
yToMJsieMocTh (<1%).

Ilpy MNOCTpEerHCTpAllMOHHOM TNPUMEHCHMHM [MHHApU3UHA  3apeTUCTPUPOBAHBI  CISAYIOLIUE
He)KeTIaTeNIbHBIC SBJICHUS, 9acTOTa — 0UeHb peako (<1/10000):

Hapyuienus co cmoponvl HepeHOU cucmembvl. JUCKHUHE3HWs, DKCTpallUpaMH/IHBIE PAacCTPOHCTBA,
IIapKUHCOHHU3M, TPEMOP.

Hapywenus co cmopoHst KOJHCU U NOOKOACHLIX MKaHeH: TUXCHOUTHBIN KepaTo3, KpAaCHbIN MIIOCKUH
JIMIIal, IOJ0CTpasl KOJKHasI KpacHasi BOJTYaHKA.

HapymeHu;l CO CHIOPOHDbL MUIUEUHOU, CKEeNeMHOU U COCOUHUMENTLHOTE MKAHU: PUTHAHOCTH MBIIIIII.

Ilepexo3upoBka

Cumnmomui

H3BecTHBI cllydan oCTpOU NepeJO3UPOBKY IIUHHAPU3HUHA IIPH €T0 NpueMe B Jo3ax oT 90 go 2250 wr.
K nanbosiee 4acTo perHCTPUPYEMBIM MpU3HAKAM U CHMIITOMaM, 0OYCIIOBJICHHBIM Iepe/I03UPOBKOH
IIUHHAPHU3HHA, OTHOCATCS H3MEHEHHUs CO3HAHHS OT COHJIMBOCTH [0 CTYIOpa M KOMBI, pPBOTa,
SKCTpallUpaMU/IHbIe CHUMIITOMBI M THIIOTOHHA. Y HeOOJBIIOTO YHCIA JeTeH paHHEro BozpacTa
Pa3BUBAIUCEH CYAOpOTH. B GOJBIMIMHCTBE cilydyaeB KIMHUYECKHE MOCIIECTBUSI He ObLIN TSDKEJIBIMHU,
oJiHaKo coolmanoch 00 OCTpoH IIepe/IO3UPOBKE €O CMEPTEIBHBIM HCXOJOM: TaKHe CJIydau
OTMEUAJIUCh KaK IpHU IpHUeMe TOJIbKO NMHHApWU3WHA, TaK M IpH IpUeMe [HHHApU3UHA CO
MHO’KECTBOM JIPYTHX IIpemapaToB.

Jedenue

Crnernuduueckoro a"tugoTa HeT. Ilpm moGol mepeJo3HpOBKe HAa3zHAYAIOT CHMITOMATHYECKOE H

MoAgCPKHUBAOIICE JICUCHHUC. Ecnu HGHGCOOGI)aBHO, MOJKHO Ha3HAYHUTh aKTHBHPOBaHHbIﬁ YroJib.
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AACAEAARATE NLUACETL ANA
BzaumoaelicTBHA ¢ APYTHMH JIeKAaPCTBEHHBIMH peﬂCTﬂﬂH/f' NEONOBATENBHOCTE 0003)

Ankoeonv, cpedocmsa, yeHemaowue yeumpansHyio HepeHyio cucmemy (LIHC), u mpuyuxiuuecxue
AHMUOENPECCAH b

[Ipu oTHOBpeMEHHOM TIpUEME CIISYIONMIUE BEleCTBA MOTYT MOTCHIIUPOBAThH CeaTHBHBIE 3PQEKThI
npenapara [[MHHAPU3UMH ABEKCHUMA: ankorosb, cpeactea, yraetaromue I[HC, nu
TPUITUKITHYSCKHUE AHTH/ISTIPECCAHTBIL.

JuacHocmuueckue eMetamenpemea

B cBs3u ¢ antuructaMuHHbIM dddekrom npuem npenapara [[MHHAPU3UH ABEKCUMA menee
qeM 3a 4 JHS IO IPOBSACHUS KOXKHBIX JHATHOCTHUSCKUX MPOO MOJKET MPEMSTCTBOBATh BBISBIICHHIO

peaKuHﬁ, IMOJIOKHUTCIIBHBIX B OTCYTCTBHC IIpCIiapaTta.

Oco0ble yKkazaHus

IIpuem mnpemapara IITUHHAPHU3WH ABEKCHUMA, kak W npueM JIpyrHX AHTUTHCTAMHUHHBIX
IpenapaToB, MOXKET BbI3BAaTh JUCKOM(MOPT B BepXHEH 4acTH JKUBOTA; €r0 MpHUEM IOCiIe €/bl MOXKET
YMEHBIIHUTD Pa3ApaKeHHE JKEJIYIKA.

[MTaruentam ¢ Gomnesnsio [lapkuncona npenapar [IMHHAPU3WMH ABEKCUMA crnienyeT Ha3HaYaTh
TOJIBKO B TOM CJIydae, €CJIM IPEeHMYINecTBa OT €ro Ha3HA4YeHMs IIPEBBINIAIOT BO3MOXKHBIH PHCK
YXYAMEHUS COCTOSTHHUSL.

[Ipemapar [TMHHAPU3UH ABEKCHUMA wMmokeT BbI3bIBaTH COHJIMBOCTh, OCOOSHHO B Hayaje
neuenus. IlosTomy ciienyeT cobI0aTh OCTOPOIKHOCTE IIPH OJHOBPEMEHHOM IIpUEME € AJIKOTOJIEM,
cpencteamy, yraeraromumu [{HC, wim TpUIMKIMYeCKUMH aHTH/IEIIPECCAHTAMHU.

JlakTo3a

B ciydae HeNepeHOCHMMOCTH JIAKTO3BI CJIEAYeT YUHThIBaTh, 4TO KakJgasi TalleTKka IpernapaTa
[MMHHAPU3UH ABEKCHUMA coxepxuT 63 Mr JakTo3bl MOHOTHjpaTa. J[aHHBIN IpemapaT He
cleyeT NPUHMMATh NAalMeHTaM ¢ TaKUMH pPeJKUMH HacJe/ICTBEHHBIMH 3a00JIeBaHUSMU Kak
HEIIEPEHOCHMOCTh ~ TaJIaKTO3bI,  JIAKTa3HAasl  HEJOCTATOYHOCTh  MJIM  TJIFOKO30-TaJIAKTO3HAs

HEAOCTATOYHOCTD.

Bmismne Ha c1Iioco0HOCTE YIpaB/IATh AaBTOMOOMIEM H APYIruMu paﬁoqmvm MeXaHM3MaMH
HOCKOJ’ILKY IIpyueM IIpelriapaTa MOIKET BBI3BATh COHJIMBOCTD, 0COOSHHO B Havalle JICUCHUs, CICAYET
BO3ACPIKUBATLECA OT BOXKICHHA aBTOMOOMJII H IMOTCHIHAJIBHO OIIAaCHBIX BHJIOB JOCATCIIBHOCTH,

Tpe6yI-OIIII/IX MOBBIMCHHOH KOHICHTpAllud BHUMAaHUA U GI)ICTpOTbI IMMCUXOMOTOPHBIX peaKHHﬁ.
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PdopMa BBILYCKA

Tabnetku, 25 Mr.

[To 10 TaGneTok B KOHTYpPHOM STUCHKOBOW YMaKOBKE W3 IUICHKH MOJMBUHUIXIIOPUIHON U (OJIBIH
AJFOMUHHUEBOU MEeYaTHOH JIAKUPOBAHHOM.

1,2,3,4, 5 win 10 KOHTYpHBIX STUSHKOBBIX YIIAKOBOK BMECTe ¢ MHCTPYKIMEH MO MEIUITUHCKOMY

IIPUMCHCHHUIO MMOMEIIAIOT B ITIAYKY U3 KapTOHA.

YcioBus XxpaHeHM st
B zamuieHHOM OT cBeTa MecTe MpH Temieparype He Boime 25 °C.

XpaHUTh B HETOCTYITHOM JIST ICTSH MecTe.

Cpox rogHocTH
3 rona.

He ncmoap3oBath mocie CpOKa IrOJHOCTH, YKAa3aHHOT'O Ha YIIAKOBKC.

YciaoBus OTILYCKa

OTIyCKAaroT 1O PelernTy.

IOpumiyeckoe JMI0, HAa WM KOTOPOTO BBIIAHO PerHUCTPAIMOHHOE YIOCTOBepeHHe/
OpraHuzaiysa, TPUHUMAIOIIAS TIPeTeH3 U

OAO «ABekcuMa»

125284, Poccwus, r. Mockea, JIeHunrpaickuii npocrnexr, A. 31A, c1p.1.

Ten.: + 7 (495) 258-45-28.

E-mail: info@avexima.ru; pharmakonadzor@avexima.ru.

IIpouzBoauTesH

000 «Apekcuma Cubupb»

652473, Poccns, Kemeporckas 061 - Kys3bace, r. Amxepo-CymxeHck, yiu. ['epriena, 1. 7.
Ten./pake: (38453) 5-23-51.



