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—

OBIIASA XAPAKTEPUCTHUKA J1

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Mertoxnonpamu, 10 Mr, TabaeTKH.

2. KAYECTBEHHbBIN 1 KOJIMYECTBEHHBIN COCTAB

JleficTByOIIIEE BEIIECTBO: METOKIOMPAMHU/I.

Kaxnas tabnerka comepxut 10,0 Mr MmeToksIonpaMuia rHIPOXJIOpUaa (B BUIE MOHOTHIPATA).
BcnomorareabHble BCIICCTBA, HAJIMYMUC KOTOPLIX HAA0 YUYUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenaparta: jakto3bl MoHOrHapat — 80,0 mr (cMm. pasnen 4.4.).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

Taobnerku.

Kpyribie TabneTKu IUIOCKOIMIMHIAPUUECKOH (opMbl ¢ (ackoil U pUCKOH, OT Oenoro c
KPEMOBATBIM JI0 OEIIOr0 ¢ KPEMOBBIM OTTEHKOM I[BETA.

Jlomyckaercst Jierkasi MpaMOPHOCTb.

TabneTky MOKHO pa3felUTh Ha JIBE PaBHBIC JTO3bI.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

MeTtoknonpaMu/i HoKa3zaH K IPUMEHEHHUIO y B3POCIIbIX U MOJAPOCTKOB B Bo3pacTe OT 15 neT.
e [IpodunakTrka nocaeonepauoOHHON TOITHOTHI U PBOTHI.

e (CHMINTOMAaTHYECKOE JIEYEHUE TOLIHOTHI U PBOTHI, B TOM YHCJIE IIPH OCTPON MUTPEHH.

e [IpodunakThka TOIHOTHI U PBOTHI, BHI3BAHHOM JIyueBOM Tepanuei 1 XUMHOTEpaIuei.

4.2. PexxuMm 103MpPOBaHNs U CNIOCO0 NPUMEHEHUS

PexxuM 103upoBaHusd

Jnst B3poCHbIX U JeTelt B Bo3pacte oT 15 jet ¢ Maccoit Tena 6omee 60 KT peKoMeHayeMas J103a —
1 tabnerka (10 mr) mo Tpex pa3 B CyTKH. MakcumalnbHasi peKOMEHIyeMas CyTOYHas 103a
coctaBisgeT 30 mr uiau 0,5 MI/Kr Macchl Tena.

MakcumanbHbIA CPOK JIEUEHHSI COCTABIISET S5 THEM.

Oco0ble TPVIIILI TAIMEHTOB
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Tayuenmul noorcunoeo éozpacma
VY MOXWJIBIX MAalMEHTOB MOXKET MOTPEOOBATHCSI CHUYKEHUE JT03bI B 3aBUCUMOCTH OT ITOKa3aTesen
(GYHKIMH ITOYEK U TIEYCHH, a TAKXKE OT OOIIET0 COCTOSTHUSI.
Tlayuenmwl ¢ noueunoll HeOOCMAMOUYHOCMbIO
VY nanueHToB C MOYEYHOH HEAOCTAaTOYHOCTBIO CPENHEH WM TSKEJIOM CTeNeHU (KIUMpPEHC
kpeatuanHa (KK) 15-60 Mut/mMuH) 103a qomxkHa ObITh cHUKEeHA Ha 50 %.
VY mamueHToB ¢ TepMUHAIBHOHN cramuel modeuHoi HemoctaTouHoctu (KK menee 15 mi/mun)
CyTOYHas J103a JOJKHA ObITh CHIKEHA Ha 75 %.
Tayuenmoi ¢ Hapywenuem QyuKyuu neveHu
V nanueHToB ¢ NEYEHOYHOM HEJOCTATOYHOCTRIO TSXKEI0H CTEIEHHU 103a JOJDKHA OBITh CHIDKEHA
Ha 50 %.

eTH
Hns nereit B Bo3pacte ot 15 siet ¢ Maccoit Tena meHee 60 Kr peKkoMeHIyemasi 103a COCTABIISIET Y2
tabsetku (5 mr) 1-3 pasza B cyTku. MakcumanbpHasi cyTouHas o3a coctaBiser 0,5 MI/Kr/cyr.
MakcuMalIbHBIN CPOK JICUEHUSI COCTABIISIET S THEH.
[Ipemapat Metokiomnpamua B TablIeTKax He cleayeT Ha3HauaTh AeTAM B Bozpacte oT 0 1o 15 ner
B CBSI3U C HEBO3MOXKHOCTBIO YCTAHOBUTD PEXXHUM JI03UPOBAHMUS.

Cnoco0 npuMeHeHus

[Tpenapat MetokionpaMu npeaHa3HadyeH Uil npuemMa BHyTpb. ClieyeT 3anuBaTh HEOOIbIIUM
KOJINYECTBOM BO/Ibl, JOCTATOYHBIM JJIS IPOrIaThIBaHUs Ta01eTKH, 3a 30 MUHYT J10 IpUeMa IUIITH.
Bo wusbexxanue nepeno3sUpoBKM HEOOXOAMMO COOIIOJaTh MUHUMAJIBHBI HHTEPBAT MEXIY

npueMaMu 6 4acoB, JaKe B CIIydae PBOTHI.

4.3. IlpoTuBONOKA3aHUSA

— TUINEPYYBCTBUTEIBLHOCTh K METOKJIONPAMHUAY WU JTIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MEepPEYHCIIEHHBIX B pazjaene 6.1.;

— JKENyJI0YHO-KUIIEYHOE KPOBOTCUCHHE, MEXaHWYECKas KHIIeUHas HEMpPOXOJUMOCTh WU
nepdopanysi CTEHKH >KeTyJKa W KHIIEYHHKA, COCTOSHHUS, TPHU KOTOPBIX CTUMYISIUS
MEePUCTANBTHKH KEITYJOUHO-KUIIIEYHOTO TPAKTa MPECTABISET PUCK;

— TOJTBEPXACHHAS WM TT0/103peBaeMast (PEOXpOMOITMTOMA B CBSI3U C PUCKOM PAa3BUTHSI TSIKETIOM
apTepuaIbHON TUIIEPTEH3UH;

— MO3AHSS JAWCKUHE3MWs, KOTOpas pa3BWIach IIOCJIE JICUCHHUS HEHUPOJENTUKAMH WU

MCTOKJIOIIPaMHUIO0M B aHAMHE3E,
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— DJIHUIICIICUA (yBeHI/I‘-ICHI/Ie YHJaCTOTHhI U TAXKECTH HpHHaHKCB),

— ©Oonesnb [lapkuHcoHa;

— OJIHOBPEMEHHOE ITPUMEHEHHE C JIEBOJIOTION U arOHUCTaMH JO()aMHUHOBBIX PEIEITOPOB;

— METreMOrJIOOMHeMHsI  BCJICICTBHE  MpHEMa  METOKJIONpaMuia Wi Jeduimra

nukotuHamuaaaenunannykireoruaa (HAJIH) muroxpoma-b5 B anamuese;

IIPOJIAKTUHOMA HJIN ITPOJIAKTUH3aBUCHUMaAs OITYyXOJIb,

,Ile(bI/IHI/IT JIaKTa3bl, HCICPEHOCHUMOCTD JIAKTO3bI, I'NTFOKO30-TaJIAKTO3HAasA Manba6cop6u1/m;

JIeTCKH Bo3pacT 110 15 ner;

IIEPUOJ IPYJHOTO BCKAPMJIMBAHMSL.

4.4. OcoOble ykazaHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

— MpU NPUMEHEHHUH Y TIOKUJIBIX [TalIUEHTOB;

— y MalMeHTOB C HAPYIIEHUEM CepACUHON MPOBOANMOCTH (BKI0Yas yanuHeHue uatepsaia QT),
HapyIIeHHWEM BOJHO-3JIEKTPOJIUTHOrO OanaHca, Opaaukapaueil, NPUHUMAIOIIUX ApyTue
npenaparsl, yJuinHstomye uatepsan QT, aprepualibHON runepTeH3uei;

— y TAIMeHTOB C COMYTCTBYIOUIMMH HEBPOJOTHYECKUMH 3a00JIeBaHUSIMH, Jerpeccuei (B
aHaMHe3e),

— TIpH MMOYEYHOU HEJOCTATOYHOCTH cpefHel u Tsukenon crenenu Tshkectd (KK 15-60 mi/Mun);
— IIpHU MIEYEHOYHOM HEJOCTATOUYHOCTH TSXKEIJION CTENEHU TSHKECTH;

— 1pu OEpeMEHHOCTH.

Oco0ble yKazaHus

Co cTOpOHBI HEPBHOM CHCTEMBI BO3MOXKHBI SKCTpallMpaMUIHbIe HapyIIEHHs, OCOOEHHO y JleTell 1
MOJIO/IBIX MAllMEHTOB W/WIM MPU NPUMEHEHHUH BBICOKHX 103, Pa3BUBAIOIIUECS, KaK MPABUJIO, B
Hayaje JIEYEHHUs WIM T0Cle OJHOKpaTHoro npumeHeHus. IIpuMeHeHume npenapara
MertoknonpamMui  HEOOXOAMMO  HE3aMEMJIUTENbHO NpPEeKpaTUTh B  Cllydae TOSBJICHHUS
AKCTpANUPAMUAHBIX CHMITOMOB. Peaklinu moJHOCTHI0 0OpaTUMBI MTOCIIE PEKPAIICHUs JIeUEeHUs,
OJIHAKO MOTYT MOTpebOoBaTh CHMIITOMAaTHYeCKON Tepanuu (OeH30AMa3eNUHbl y JeTell u/uiu
AQHTUXOJMHEPTUYEeCKHEe MPOTHBOMAPKUHCOHNYECKHUE MPENapaThl y B3pOCIbIX).

Bo wus3bexxanue mnepeno3upoBKM Ipemapara MeTokiaonpaMua  HEoOXOAMMO — CcOOIOAaTh
MUHHUMAJIBHBIA MHTEPBAJI MEXly IpHeMamMu 6 4acoB, 1aKe B CIIydae PBOTHI.

JnurenbHoe yeueHHe mpernapaToM MeTOKIOnpaMuJ MOXET MPUBECTH K Pa3BUTHIO MO3JHEN

JAUCKHWHC3H1U, HNOTCHIMAJIbHO HCO6pElTHMOI>i, 0CO0EHHO y ITOXKHJIBIX MalMCHTOB.
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IIpoOIKUTENIBHOCTD JIEYEHUSI HE JTOJKHA IIPOBE
no3AHel nuckuHe3uu. [Ipu HamM4YMKM NMPU3HAKOB MO3THEH JAWCKUHE3UH JIeYeHHE HEe0OXO0IMMO
MIPEKPATUTb.

[Ipy npuMeHeHMH METOKJIONpaMuJa OJHOBPEMEHHO C HEWpOJENTHUKaMH, a TakXke IpHU
MOHOTEPAIIMA METOKJIOIPAMMUIOM OTMEYAJICS 3JI0KAYECTBEHHBI HEHPOJICIITUYECKUM CHHIPOM.
HeoOxonuMo He3aMeUIMTENbHO MPEKpaTUTh JIEYEHHE IpenapatoM MeToknonpamMux IOpu
MOSIBJICHUH CHUMIITOMOB 3JIOKAUECTBEHHOTO HEUPOJENTUYECKOTO CHUHAPOMA W IPUMEHHUTH
COOTBETCTBYIOUIYIO TEPAMHUIO.

HeobxonumMo co0it0/1aTh OCTOPOKHOCTh NMPU IPUMEHEHUHU Yy MAlMEHTOB C COIYTCTBYIOIIMMU
HEBPOJIOTUYECKUMHU  3a00JICBaHUSAMH W Yy  TAIMEHTOB, MNPUHUMAIONIMX  IPEraparsl,
BO3JICUCTBYIOIINE HA LICHTPAJIbHYIO HEPBHYIO CUCTEMY.

[Tpu mpuMmeHeHuU mpemnapara MeTOKIoNpaMua TakkKe MOTYT OTMEYaThbCs CUMITOMBI OOJIE3HU
ITapkuHCOHA.

Coo0manochk 0 cirydasix BOSHHKHOBEHUS METTEMOTIIOOMHEMHH, KOTOpas MOTJia OBITh BBI3BaHA
nepunutom depmenta HAJIH-3aBucumoii nuroxpom-bS penykraszel. B atom cinyudae mpuem
npernapata MeTokionpaMus, HEOOXOAMMO HE3aMEATUTENIbHO M MOJIHOCTHIO MPEKPaTUTh U
IIPEANPHUHATH COOTBETCTBYIOIINE MEPBI.

Coolmanocr 0 ciydasx TSDKEIBIX CEepACYHO-COCYIUCTBIX MO00YHBIX 3(ddekrax, BKIrOUas
COCYAMCTYIO HEIOCTaTOYHOCTh, BBIPAXKEHHYIO OpaJHKap/Ivi0, OCTAHOBKY Cepla U Y/UIMHEHUE
unrepBana QT.

HeobOxonumMo co0ummtoaTh OCTOPOXKHOCTH IMPH NPUMEHEHUH Mpenapara MeTokionpamun, Y
MOKUJIBIX TAI[UEHTOB, MAIMEHTOB C CEpJICUHBIMH HApYIICHUAMH (BKJIIOYas yJIMHEHUE HHTEpBajia
QT), manueHToB ¢ HapylLIEHUEM BOIHO-3JIEKTPOIUTHOTO OanaHca, OpaguKkap/ el 1 y NaieHToB,
IIPUHUMAOIINX JIPYTHe NpenapaTsl, ynuHsaonme narepsai QT.

IIpy mouyeyHOW HENOCTATOYHOCTH CPEAHEHM M TSKEIOW CTENEHM TSKECTH M IEYECHOYHOU
HEJIOCTATOYHOCTH TSDKEJIOW CTENCHHU TSHIKECTH PEKOMEHIYEeTCsl CHUKEHUE J03bI (cM. pasjen 4.2.).
Jlakmo3wt moHo2udpam

[TanueHTaM € peaKko BCTPEYAIOUICHCSA HACIEACTBEHHOM HENEPEHOCUMOCTBIO TallaKTO3bI,
Jne(UIUTOM JIaKTa3bl WIN TIIOKO30-TaJJaKTO3HOM ManbaOcopOIueil He cieayeT NpUuHUMATh 3TOT

nperapar.

4.5. B3amMmopeiicTBHMe ¢ JPYrHMH JICKAPCTBEHHBIMHM MpenapaTtaMH W JApyrue BHIbI

B3aNMOdelCTBUA
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IIpoTMBONOKa3aHO OJHOBPEMEHHOE IPUME
aroHUCTamMu JO0(aMHHOBBIX PELENTOPOB, B CBSA3H C MMEIOIIMMCA B3aUMHBIM aHTAaroHHU3MOM.
AJIKOTOJIb YCHIIMBAET CEAATUBHBIN 2PPEKT METOKIIONpaMua.

Kombunayuu, mpebyrowue cobarodenus ocmoporcHocmu

B cBsi3u ¢ npokuHeTHYecKUM 3()h(HEeKTOM METOKIONpaMIia, BCACKIBAHUE HEKOTOPHIX IpenapaToB
MO’KET HapyIIaThCs.

M-x0nuHOOIOKATOPEl M MPOU3BOJHBIE MOphHHA O00JaJal0T B3aWMHBIM AHTarOHU3MOM C
METOKJIONPAMHJIOM B OTHOILIEHUH BIIMSIHUS HA MEPUCTAIBTUKY KEITYJOYHO-KUIIIEYHOTO TPAKTA.
JlexapcTtBennble npenapatbl, yraetaoomue [[HC (mpousBoanbie MopduHA, TPaHKBHIU3ATOPHI,
Omokaropbl H1-rHCTaMHMHOBBIX pELENTOPOB, AHTHIEHPECCAHTHI C CEJATUBHBIM 3P (HEKTOM,
OapOuTypaThl, KIOHHAUH U MPOYUE MpenapaThl ATHX TPYII) MOTYT YCHJIMBATh CEHATUBHBIN
3¢ dexT noj BIUSHUEM METOKIONpPaMUIA.

MertoknonpaMul yCUIMBAET JCHCTBHE HEHPOJENTUKOB B OTHOLIEHHH JKCTPANHUPAMHIHBIX
CUMIITOMOB.

[Ipu comyTCTByIOIIEM MPUMEHEHUHM BHYTPb METOKIONpaMuJa U TeTpaOeHa3WHa CYIIECTBYET
BEPOATHOCTh BOZHUKHOBEHUs Aeduunta g1ohaMuHa, YTO MOKET COMPOBOKIATHCS MOBBIIICHUEM
YKECTKOCTH MBI WM UX CIIa3MOM, TPYAHOCTSMHU B pPE€UM WM IPH [VIOTAaHUH, OECIIOKONCTBOM,
TPEMOPOM, HEMTPOU3BOIBHBIMH JIBHXKCHHUSIMHU MBIIIILI, B TOM YHCJI€ MBIIIII JIUIIA.

[IpuMeHeHHe MeETOKIONpaMHIa C CEPOTOHMHEPTHMYECKHMMH IIpernapaTaMy, Hampumep, ¢
CCJICKTUBHBIMU HMHTUOUTOpaMH OOpaTHOTO 3axBaTa CEPOTOHMHA, IOBBIINIAET PUCK Pa3BUTHUS
CEPOTOHMHOBOTO CHHIPOMA (CEPOTOHWHOBAS MHTOKCUKAITHSA).

MeroknonpamMusl  CHUXXKAeT  OMOJOCTYHNHOCTh  aurokcuHa. CremyeT  KOHTpPOJIMPOBATH
KOHIIEHTPALMIO IUTOKCUHA B IJIa3M€ KPOBH.

MertoxknonpaMua NOBBIAET OMOAOCTYHOCTh HUKIOCTIOpUHA (Cmax Ha 46 % M HKCHO3ULIMIO HA
22 %). HeoOxomuMo THIATENIEHO KOHTPOJUPOBATH KOHIICHTPAIMIO ITUKIOCIIOPHHA B TUIa3Me
KkpoBH. KilnHn4eckue nocieacTBUs TaKOro B3auMOIEHCTBUS HE YCTaHOBIICHBI.

DKCMO3ULIMS METOKJIONPaMUAa YBEITMYUBAETCA MIPU OJJHOBPEMEHHOM IMPUMEHEHUHU C MOIIHBIMU
unHruoutopamu uzopepmernta CYP2D6, nanpumep, (QryoKCETUHOM U MAPOKCETHHOM. XOTS
KJIMHUYECKasl 3HAaUMMOCTh TaKOI'O B3aMMOJIEWCTBUSI HE YCTaHOBJIEHA, HEOOXOAMMO CIIETUTH 3a
MOSIBJICHUEM Y MallMEHTOB MOOOYHBIX peaKLUi.

[Ipu comyTcTByIOIIEM NPUMEHEHUHU METOKJIONPAMHUJIA C ATOBAXOHOM 3HAUYUTEIIBHO CHUXKAETCS
KOHIIEHTpaIlMsl aToBaxoHa B miazMe KpoBH (okono 50 %). ComyTcTByromiee HpUMEHEHHE

MCTOKJIOIIpaMHuga C aTOBaAaXOHOM HE€ PECKOMCHIYCTCA.
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[Ipr comyTCTByHOIEM MPUMEHEHUH METOKIOHPaMUIA—C—OPOMOKPUHTUHOM —HOBBHUACTCS
KOHIICHTpaIys OPOMOKPHUIITHHA B IJIa3ME KPOBH.

MeroknonpamMu; yCWIMBAaeT BCAachblBaHME  TETpPAlMKIMHA W3 TOHKOIO  KHUIICYHHUKA.
MertokonpamMuj yCUIMBAET BCAChIBAHUE MEKCUJIETHHA U JIUTHS.

MGTOKHOHpaMI/IZ{ YMCHBIIACT BCACBIBAHUC IUMCTHUINHA.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTDH U JIAKTALMS

bepemeHHOCTD

MHoro4nciaeHHbIe TaHHbIE, MTOJyYeHHBIE O PUMEHEHUN y OepeMeHHbIX keHIuH (6onee 1000
OINKCAHHBIX CIy4YaeB) YKa3bIBAIOT Ha OTCYTCTBHE (PETOTOKCMYHOCTU U CIOCOOHOCTH BBI3BIBATH
HOPOKH pa3BUTHA y Miiofa. MeToKIonpaMua MOKHO MPUMEHATh Bo BpeMs O6epemennoctu (I-11
TPUMECTPBI) TOJIBKO €CIIU MOTEHLUAIbHAS 10JIb3a U1 MaTepH MIPEBbIILACT MOTEHIUAIBHBINA PUCK
i wioga. B cBA3M ¢ GapMakoJOTHYECKUMH OCOOEHHOCTSIMH  (TIOZOOHO  JAPYTHM
HeHposenTuKam), Ipyu IPUMEHEHUH METOKJIONPaMHK/1a B KOHIIE OEpEMEHHOCTH HEMb35 UCKIIIOUUTh
BEPOSTHOCTb PAa3BUTHUS SIKCTPATUPAMHUIHBIX CHMIITOMOB Y HOBOPOKJIEHHOTr0. MeToKIonpamMus He
cilefyeT NpPUMEHATh B KoHIe OepemeHHocTH (Bo Bpems III Tpumectpa). Ilpu nmpumenenun
METOKJIONIPAMHU/IA CIEAYET CIETUTh 32 COCTOSIHUEM HOBOPOKIEHHOTO.

Jlakranus

Mertoknonpamus B HEOOJBIIOM KOJUYECTBE BBIAENSAETCS C TIPYAHBIM MOJOKOM. Henb3s
UCKJIIOYaThb BO3MOXHOCTb  Pa3BUTHUs IOOOYHBIX peakuuid y pebenka. Ilpumenenue
METOKJIONIPaMHK/JIa B IEPHUOJ] TPYTHOTO BCKapMIIMBaHUs HE pekomeHayetcs. [Ipu HeoOxoaumoctu

MMPUMCHCHUA MpeIiapara B IICpHUOa JIAKTAlUH CIICAYCT NPEKPATUTh I'PYAHOC BCKAPMIIMBAHUC.

4.7. Bausinne HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEACTBAMH H padoTath ¢
MeXaHUu3MaMHu
Crnenyet co0ut0/1aTh OCTOPOKHOCTh MPU YIPABICHUHU TPAHCIIOPTHBIMM CPEICTBAMU U JIPYTUMU

MCXaHU3MaMH, TaK KaK IIpUCM IIperiapaTa MOXKET BbI3bIBATbH COHJIMBOCTD U JUCKUHEC3HUIO.

4.8. HexxenaresibHbIC peakKunu

YacToTa MoOOYHBIX peakiuii KiaccuuimpoBaHa CIeayomMM odpa3oM: odeHb dacto (> 1/10),
gacto (> 1/100 - < 1/10), mevacto (> 1/1000 - < 1/100), peaxo (> 1/10000 - < 1/1000), oueHb
penko (< 1/10000), gacTota Hen3BecTHA (HE MOXKET OBITH OI[CHEHA Ha OCHOBAaHUU MMEIOIINXCS

JAHHBIX ).
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Hapywenua co cmoponvl Kposu u JaumM@amuueckou—cucmempl,—4acToTa— HCU3BECTHA —
METIeMOTJIOOMHEMHS, BEPOSATHO CBs3aHHass c npedururom Qepmenta HAJIH-3aBucumon
UTOXPOM-bS pemyKTas3pl, 0COOEHHO Y HOBOPOXKICHHBIX, CYyIb(PreMorioOnHeMus (4aiie BCero
IpU OJJHOBPEMEHHOM NMPUMEHEHHH BBICOKHX JI03 CEPOCOAEpKAIUX MpernaparoB), JIEHKONEHus,
HEUTPOIIECHUS, arpaHyJIOLUTO3.

Hapywenus co cmoponst uMMyHHOU cucmembl: HEYACTO — TMIIEPUYBCTBUTEIBHOCTD; 4acTOTa
Heu3BecTHa — aHapWIAKTHYECKHE peakuud (B TOM 4Hcie aHa(UIAKTUYECKHIl IIOK),
ajiepruyeckue peakuuu (KpanuBHUIIA, MaKyJIONANyJe3Has ChIIb).

OHOOKpUHHbIE HAPYUIeHUA™ . HEYacTO — aMEHOpes, TUIIEPIPOJAKTUHEMHUS; PEIKO — TaJaKToOpes;
4acTOTa HEU3BECTHA — TMHEKOMACTHSI.

*DHIIOKPUHHBIE  HApyIIeHHsT BO BpeMs  MPOJOJDKUTENBHOTO  JICUEHUS  CBSI3aHBl  C
TUIEPIPOIaKTUHEMUEH (aMeHOopesi, TalakTopesi, TMHHEKOMACTHS).

Tcuxuueckue napywenus:. 9acTo — JACTPECCUS; HEYACTO — TALTIOIMHAIIIHT; PEIKO — CITYTaHHOCTh
CO3HAHUS.

Hapywenusa co cmoponsl HepgHoll cucmembl: 0O4€Hb YaCTO — COHJIMBOCTb; YacTO — aCTEHUS,
JKCTpanupaMuHble HapylieHus (0COOCHHO Yy JAeTeid M MOJOJBIX MAllMeHTOB W/WIM TpU
MPEBBIINICHUH PEKOMEHAOBAHHBIX [03 IMpernapara, Jake IO0CiIe OJHOKPATHOTO BBEICHUSA),
MapKUHCOHU3M, aKaTH3HsI; HEYacCTO — JUCTOHUS (BKIIIOYAsi HAPYIICHUE 3PEHUS U HEMTPOU3BOJIHHOE
JBUKEHHE TJ1a3 — OKYJIOTUPHBINA KpU3), AUCKUHE3US, HAPYIIEHUE CO3HAHUS, PEAKO — CYJIOPOTH, B
OCOOCHHOCTH y MAalMEHTOB C SIMUJIETICHEI; YaCTOTa HEU3BECTHA — MO3/HSISI JUCKUHE3Us, HHOT 1A
MEePCUCTUPYIOIIAsi, BO BpeMs WM TIOCIE IJIUTEIHHOTO JICYCHHS, B OCOOCHHOCTU Yy TMOXKUIIBIX
MAlUEHTOB, 3JIOKAYECTBEHHBIN HEUPOJIENTUYECKUN CUHIPOM.

Hapywenus co cmoponwvl cepoya: HedacTo — OpaguKapus; 4acTOTa HEM3BECTHAa — OCTAaHOBKA
cep/a, KoTopast MOXKeT ObITh BbI3BaHA OpauKapIuel, aTpHOBEHTPHUKYIIsIpHast Ookaaa, Oiokaaa
CHHYCHOTO y3J1a, ynuHeHue uatepasia QT Ha ajeKkTpoKapAuorpaMme, apuTMHUSI TUTIA KTTUPYIT.
Hapywenus co cmoponst cocyoog: 4acto — MOHWKEHUE apTepUaIbHOIO JABJIEHUS; YacTOTa
HEN3BECTHA — KapIMOT€HHBIN LIOK, OCTPOE MOBBIIIEHUE apTEPUATBHOTO AABJICHHS Y MAllUEHTOB C
(b eoXpOMOIIMTOMOM, TPAH3UTOPHOE TOBBIIIICHHE aPTEPHATBHOTO JaBICHUS.
Kenyoouno-kuuieunvie napyuieHus  4acTo — TOIIHOTA, 1Aapest, 3a1op.

Hapywenus co cmoponsl nouex u mouegvl8o0awjux nymeu: 4acToTa HEU3BECTHA — MOJUYpPHS,
HEeJEepKaHhe MOYH.

Hapywenus co cmopoHbl penpo0yKmugHoti cucmemul U MOJOYHBIX Jicele3. YaCTOTa HEN3BECTHA —

CeKcyalibHask AUCQYHKIIMS, TPUATTHU3M.
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HeowcenamenvHuvle peakyuu, Haubonee 4acmo Bcmpedaioujuecs npu RpPuMeHeHUl 8blCoKUX—003
npenapama

-DKCTpanupamMHIHbIe CUMITOMBI: OCTpasi TUCTOHUS W UCKUHE3WsI, CHHIPOM NMapKUHCOHU3MA,
aKaTH3Usl Pa3BUBAIKCH JIaXKE MOCJIEC MPUMEHEHHs OJHOKPATHOW JI03bI Ipenapara, 0COOCHHO Y
JIeTel U MOJIOABIX MAlMeHTOB (cM. pasnen 4.4.).

-COHJII/IBOCTB, CHUIKCHHC YPOBHSA CO3HAHUA, CITYTAHHOCTH CO3HAHWS, IrAJIJIIOUHALIUH.

COO6H.I€HI/I5I 0 IMOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare O TM0J03pEBaEMBIX HEXKEIATENbHBIX pEaKIUsAX Ha JIEKapcTBa TOCIHe
perucTpalnyy JEKapCTBEHHOTO IpernapaTa C IeJblo 00ecreueHnss HePEephIBHOTO MOHUTOPUHTA
COOTHOILEHUSI «IOJIb3a — PHUCK» JIEKApCTBEHHOTO Mpenapara. MeIuIMHCKUM pabOTHUKAM
PEKOMEH]IyeTCsl COOOIIATh O TIOOBIX MOI03PEBAEMBIX HEXKENATEIbHBIX PEAKIHUIX JIEKaPCTBEHHOTO
npernapara yepe3 HallMOHAJIbHBIE CHCTEMBI COOOIIECHHS O HEXKEIaTeIbHBIX PEaKIHsIX TOCyJapCTB
— wIeHOB EBpa3uiicKOro 5KOHOMHUYECKOIO COH03a.

Poccuiickasa ®@eoepayus

OenepanbHas ciryx0a 1o Hax3opy B cdepe 3apaBooxpanenus (Poc3apaBuanzop)

Anpec: 109074, r. MockBa, CnaBsiHCKas riomaib, 1. 4, crpoenne 1 Tenedon: +7 (495) 698-45-
38

OnekrponHas moura: pharm@roszdravnadzor.ru

Caiir: https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMITOMBI

DKCTpanupaMuIHbIE HAPYIICHUS, COHJIUBOCTb, CHIDKEHHWE YPOBHS CO3HAHUS, CIYTaHHOCTh
CO3HAHUS, TAUTIOIUHAIINH, Pa3IPaKUTEIBHOCTh, TOJOBOKPYKEHUE, OpaguKapaus, N3MEHEHUS
apTepHAILHOTO JIaBIICHUS, OCTAHOBKA CEp/Ia U JABIXaHHs, 00Jb B )KHBOTE.

Jleuenue

B cnmydae pa3BuUTHS SKCTpamUpaMUIHBIX CHMITOMOB, BBI3BAHHBIX IEPEAO3UPOBKON WM IO
Ipyrod  TpUYUHE, JICYCHHWE HOCHT  HWCKIIOYUTEIBHO  CHMIITOMATHYECKHUH  XapakTep
(OeH30Ma3eTMHBI Y ISTSH W/WITH aHTHXOJIMHEPTHIECKIE TPOTUBOTIAPKHHCOHNYECKHE TIPeapaThl
Y B3POCIIBIX).

Tpebyercss cuMITOMaTHYECKOE JICYCHHE M MOCTOSHHBIM KOHTPOIb CEPACUYHON U JIbIXaTEIbHON

Q)YHKHHI;'I B 3aBUCUMOCTH OT KIMHHUYCCKOI'O COCTOSIHHUA ITallCHTA.
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Criermuuueckoro aHTHI0TA HE CYIIIECTBYET.

5. PAPMAKOJIOTMTYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHE CBOMCTBA

dapmakoTepaneBTHUECKasi Tpynmna: CpeacTBa Uil JIeYeHUs (YHKIHMOHAJIBHBIX HapyIICHUN
)KCJIYI[O‘-IHO-KI/ILHC‘IHOFO TpaKTa; CTI/IMYJISITOpLI MOTOpI/IKI/I )I(GJIYI[O‘-IHO-KI/IH_ICIIHOI‘ (0] TpaKTa.

Koxg ATX: AO3FAO01

MertoxkmomnpaMu/ siBisieTcs crieuduaeckum 6aokaropom nohamMmuHoBbIX (D2) 1 cepoTOHMHOBBIX
peuentopoB. Oka3bIBaeT MPOTUBOPBOTHOE JIEUCTBHE, YCTPAHSIET TOLIHOTY U UKOTY.

[Ipenapar oka3bIBacT PEryIUPYIOIICe U HOPMATU3YIOIIEEe BIMSIHUE HA JEATEIbHOCTD KEIYI0YHO-
KHUIIEYHOTO TpakTa. [loHmkaer IBUraTelbHYI0 AKTHBHOCTh IHUIIEBOJA, IOBBIIIAET TOHYC
HIOKHETO CHUHKTEpa THUIICBOJA, YCKOPSET OIMOPOKHEHUE JKEIyIKa, a TaKKe YCKOpseT
HpOI{BI/I)KeHI/Ie IIHUIIIHA 110 TOHKOI>'I KHUIIIKEC, HC BBI3bIBAs1 zmapeIo.

CTI/IMYJ'II/IpyeT CCKPCLUIO ITPOJIaKTHUHA.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

BricTpo BcackiBaeTCs U3 KeEIyJ0UYHO-KUAIIEYHOTO TPAKTA.

buogoctynnocts coctaBuseT oT 60 % 1o 80 %. MakcuManbHasi KOHLIEHTPaLUs B KPOBU 3aBUCUT
OT UHIUBUIYaJIbHOTO MeTaboIM3Ma, MUK KOHIICHTpAIMN B KpoBU HaOmoaaercs yepe3 0,5-2 yaca
MocJie MprueMa mpenapara.

[Tepuon momyBBIBEACHUS COCTABISET OT 3 10 5 4acoB, MPH HApYIIEHUU PYHKIIUHU MMOYeK — 10 14
yacoB. BEIBoguTCS MOYKaMu B TeUueHHE 24 4acOB B HEM3MCHCHHOM BHC M B BHJIE KOHBIOTATOB.
MeTtoknonpaMu; TPOXOJUT dYepe3 IUIANEHTApHBIM M TeMaTodHIedamndeckuii Oapbepbl U

IMPOHUKACT B MATCPHUHCKOC MOJIOKO.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIECTB
JlakT03BI MOHOTHIPAT

Kpaxman KkyKypy3HbIi

Kenatun

KaJ'ILI_II/Iﬂ cT€apara MOHOTrUApaT

6.2. HecoBMeCcTHUMOCTD
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He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUH

B 3amuiiieHHOM OT cBeTa MecTe Mpu Temiieparype He Bbiie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 10 TaGneToK B KOHTYPHYIO SIMEUKOBYIO YIIAKOBKY M3 IJICHKU MOJIMBUHIIXJIOPUTHON U (DOTBTH
ATIOMUHHUEBON TEYaTHON IJIaKUPOBAHHOW WM THOKOM YHaKOBKM HA OCHOBE aIFOMHUHHEBOMU
¢dobru.

I[To 1, 2 nnu 5 KOHTYpPHBIX SYEHKOBBIX YIAKOBOK BMECTE C MHCTPYKUHUEH IO NMPUMEHEHUIO

MOMEIIAIOT B MMAYKy U3 KapTOHA.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemaparta WM OTXO0A0B, TMOJYYEHHBIX T10CJe MpPUMeHEHUs
JIEKAPCTBEHHOTI'0 NMpPenapara u Apyrue MaHUIyJIAUMHU ¢ PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanns

®denepanbHOE TOCYAAPCTBEHHOE YHUTApHOE NpeanpusiTie « MOCKOBCKUN SHAOKPUHHBINA 3aBOI
109052, r. Mockga, yi. HoBoxoxnoBckas, A. 25

Ten.: +7 (495) 678-00-50

dakc: +7 (495) 911-42-10

mez@endopharm.ru

7.1. IlpeacraBure/ib AepKaTesss peruHCTPAllMOHHOIO YA0CTOBEPECHUS

[Mperen3un norpedUTENEeH HAOPABIATH 110 aIPECY:

Poccuiickas ®edepayus
®denepanbHOE TOCYAAPCTBEHHOE YHUTAPHOE NpeAnpusitie « MOCKOBCKUHM YHAOKPUHHBIN 3aBOJI»

109052, r. Mockaa, yi. HoBoxoxiioBckas, 1. 25
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Ten.: +7 (495) 678-00-50

Daxkc: +7 (495) 911-42-10

pv@endopharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMHA (IIOATBEPXJEHUS PETMCTPALIMU,
INEPEPETUCTPAIIN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmiass  XapakTepHUCTUKa JIEKQpCTBEHHOro Ipemnapata MerokionpamMu JOCTYIIHA Ha
uH(pOPMallMOHHOM TmopTaje EBpasuiickoro »KOHOMHYECKOTO COr03a B HH(MOPMALMOHHO-

KOMMYHHUKaIMOHHOM cetn « HTepHe™» https://eec.eaeunion.org/.

11


mailto:pv@endopharm.ru

