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OBIIASI XAPAKTEPUCTHUKA JEKAPCTREHHOTO TIPERAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

MeTtokiionpaMu, 5 MI/mil, pacTBOP AJi1 BHYTPUBEHHOT'O M BHYTPUMBIIIIEUHOTO BBEICHUS

2. KAUECTBEHHBIN U1 KOJIUYECTBEHHBIN COCTAB

JlelicTBy1o1I€€ BEMIECTBO: METOKJIOIPAMU/I.

Kaxnplii Ma pactBopa il BHYTPUBEHHOTO M BHYTPUMBILIEYHOTO BBEIEHUS COACPKHUT S5 MT
METOKJIONpaMu/Jia (B mepecuere Ha METOKJIONpaMuAa TUAPOXIOPHI).

Kaxnas ammyna oObemoM 2 ™ coaepxkuT 10 Mr wmerokiompamMuaa (B TmepecueTe Ha
METOKJIONIpaMuUia FTUAPOXIOPHI).

BemecTBa, Hanwuue KOTOPBIX HAJ0 YYUTHIBATH B COCTAaBE JICKAPCTBCHHOI'O IIperapara: HaTpus
cynb(huT, HaTpUH (cM. pazaensl 4.3).

[TonHbIii epedeHsb BCIIOMOTATEIbHBIX BEIIECTB IPUBEICH B pazjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PaCTBOp JJIs1 BHYTPUBCHHOI'O U BHYTPUMBIIICYHOT'O BBCACHUS.

[Tpo3paunblii OECIIBETHBIN pacTBOP.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHus1 K NPUMEHECHHUIO

IIpenapar Mertokiionpamu oKa3aH K IPUMEHEHHUIO Y B3POCIIBIX:

- JUTsl PO MIIAKTUKY MOCIE0NEPAlOHHON TOITHOTHI U PBOTHI;

- 11 CUMIITOMaTUYECKOT O JICYEHHS TOLIIHOTBI U PBOTHI, B TOM YHCIIE IIPU OCTPOU MUTPEHU;
- JUTsl PO MIIAKTUKY TOIIHOTHI U PBOTHI, BEI3BAHHOM JTy4u€BOH Tepanueil 1 XMMHOTEpanuei;

- I YCHUJICHUA TICPUCTAJIBTUKHU IIpU IMPOBCACHHU PCHTICHOKOHTPACTHBIX HCCIIeI0BAHUM
KCJIIYJOYHO-KHUIICYHOI'O TPAKTA,

IIpenapat Meroknonpamua okaszaH K IpUMEHEHUIO y feTel: oT 1 rozxa go 18 ner:

- B KQUeCTBE BTOPOI IMHUY JIEUEHHUSI TTOCIEONEPALlMOHHON TOUTHOTHI U PBOTHI;

- B KauyecTBe BTOPOH JHMHUM TNPO(UIAKTUKH OTCPOUYEHHOW TOIIHOTHI M PBOTHI, BBI3BAaHHOMH
XUMHUOTEPATTHEN.

4.2. Pesxum 103MpPOBaHNs U CNIOCO0 MPUMEHEHUs!

PexxuMm mo3upoBanus

IIpoghunaxmuxa nocreonepayuoHHOU MOUWHOMbL U PEOMNbL
Pexomennyemas ogHokpatHas go3a 10 mr (1 ammyna).

Bmopaﬂ JUHUA 1eYEeHUA nOCﬂeonepaquHHozZ MOWwtHONbL U pEOMbIL. Bmopa}z JIUHUA npoqbwzakmuku
omcpoquHoﬁ MOwHONbL U Pp6ONtbLL, BbI36AHHOU xwwuomepanueﬂ
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Pexomenayemast oqHokpaTHas go3a 10 mr (1 ammyia) BBOI[I/ITC‘Jl-l,IIl:(I): :rangf;ag'ﬁg%H OCTb 0002

Jna  ycunewus nepucmanbmuku ApU  NPOGEOEHUU  PEHMSEHOKOHMPACMHBIX — UCCIe008aHULL
JHCENYOOUHO-KUUEYHO20 ~mpakma. B kauecmee cpeocmea, obaecuarowezo 0yo0eHalbHOe
30H0Uposanue (0151 YCKOPEeHUsi ONOPOACHEHUSL HCeYOKA U NPOOBUNCEHUS NULYU NO MOHKOU KUWKe)

Pexomen0BaHO BHYTpUBEHHOE 0OOJIOCHOE MeuieHHOe (He MeHee 3 muH) BBeaeHue 10-20 mr (1-2
ammyJibl) 32 10 MUH 10 Hayasaa UCCIIeIOBaHUS.

MakcumanbHasi peKoMeHayeMas CyTouHas 103a coctapisieT 30 mr wiu 0,5 MI/Kr.

[leprion BBemeHUs Tmpernapara B BUJE HHBEKIUW JODKEH OBITh MaKCHMAalbHO KOPOTKHM C
MOCIICAYIOIIUM MEPEX00M Ha JIEKAPCTBEHHYIO (hopMy [UIsl TpHeMa BHYTPh WU PEKTAIBbHYIO POpMY.

Oco0ble rpynIbl MalueHTOB

Hab;uenmbz noosicus10co eo3pacma

V moxmiasIx NalMCHTOB MOXKET HOTpe6OBaTI)C$I CHMIKCHHC JO3bI B CBA3HW CO CHHKXCHHEM (bYHKIII/II/I
IIOYCK U IICYCHU.

Iayuenmsi ¢ Hapywenuem QyHKYuU nodex

VY nauueHToB ¢ TEPMHUHAIBHON CTaauel MmoyedHo HepocTarouHocTH (kiupeHc kpeatuHuHa (KK)
MeHee 15 Mi/MUH) cyTouHast 103a JOJDKHA ObITh CHIDKEHa Ha 75 %.

VY ManueHToB ¢ MOYEeYHON HEe0CTaTOYHOCThIO cpeaHeit nimu Tspkenon creneHu (KK 15—60 mi/MuH)
1032 JOJDKHA OBITh cHIbKeHa Ha 50 %.

Ilayuenmul ¢ Hapywenuem QyuKyuu nevexu

VY nanueHTOB ¢ NEYeHOYHON HEIOCTaTOYHOCTHIO TSDKENIOM CTENEHH /1032 JIOJKHA OBITh CHIDKEHA Ha
50 %.

€T

Bmopaﬂ JUHUA JleHYEeHUA I’lOC]Z@OI’lepCll/;MOHHOZZ MOWwtHONbL U pEOMbL. Bmopaﬂ JIUHUA npoqbwza;cmuxu
OI’I’leOLleHHOIj MOWwHONbL U PpEONtbLL, BbI36AHHOU xwwuomepanueﬁ

Lemu 6 6ospacme om I 200a do 18 nem

PexoMeH10BaHO BHYTpUBEHHOE 00JIIOCHOE MeasieHHoe (He MeHee 3 MuHyT) BBeaeHue 0,1-0,15 mr/kr
70 3 pa3 B CyTKH.

MaxkcumanbHas cytouHas no3a 0,5 Mr/kr.

Pexum AO3UPOBaHUA:

Bospacr Macca  Tenalo3a Hacrora

(71eT) (xr) (mr)

1-3 10-14 1 J1lo 3 pa3 B CyTKH
3-5 15-19 2 0 3 pa3 B CyTKH
5-9 20-29 2,5 J1lo 3 pa3 B cyTKH
9-18 30-60 S 0 3 pa3 B CyTKH
15-18 bonee 60 10 J1o 3 pa3 B cyTKH

Jna  ycunewus nepucmanbmuku ApU  NPOBEOEHUU  PEHMeHOKOHMPACMHBIX — UCCIe008AHULL
JHceny0oUHO-KUueyHo2o mpakma. B kauecmee cpedcmea, obnecuaruieco  0y00eHdalbHoe
30HOUpOBanuUe (01 YCKOPEHUsL ONOPOICHEHUSL HCENYOKA U NPOOBUNCEHUS NUWU NO MOHKOU KUlKe)

YV oemeui cmapwe 15 nem

PekoMeH10BaHO BHYTpUBEHHOE 0OJIOCHOE MeuieHHoe (He MeHee 3 muH) BBeaeHue 10-20 mr (1-2
amrynbl) 3a 10 MUH 10 Ha4yajia UCCIIeJOBaHUSI.



COOTEBETCTEYET .
oT 19.12
(NOCNEOCBATENEHOCTE 0002)

(CMEPTHOMY OTUYETY

025 Nz 31659

L L

YV oemeii 6 6o3pacme om 1 0o 15 nem

PekoMeH10BaHO BHYTpPUBEHHOE OOJIFOCHOE MEIJIEHHOE (He MeHee 3 MuH) BBeleHue u3 pacueta 0,1
MI/KT 3a 10 MHH 10 Hayasa UCCIeI0BaHusl.

MaxkcuManbHas TPOJOHKUTEILHOCTD JISYCHUS IS MPOQHUIAKTUKH TTOCICONEePAIIHOHHOM TOITHOTHI U
PBOTHI COCTaBIAET 48 u.

MaxkcuManbHBINA CPOK JICUEHUS ISl TPO(DUIAKTUKY TOITHOTHI M PBOTHI, BEI3BAHHBIX XUMHOTEPAITHEH,
COCTaBJISIET 5 THEN.

Bo wus3bexanue mnepeso3UpOBKH HEOOXOAMMO COONMIOAaTh MUHHMAJIBHBIA HMHTEPBAT MEXKIY
IpUMEHEHHEM 6 4, TaKe B CIIydae PBOTEHI.

Cnoco0 mpuMeHeHus

BHyTpHUBEHHO WM BHYTPUMBIIIEYHO.

BHyTpuBeHHbIE HHBEKIIUU CJIEIyET BBOJUTH OOIIOCHO MEAJIEHHO (HE MEHEE 3 MUHYT).

4.3. [IpoTuBONOKA3AHUSA

- ['unmep4yBCTBUTENBFHOCTD K METOKJIONPAMUIY WM K TF0OOMY M3 BCIOMOTaTEIbHBIX BEIIECTB,
NIEPEYUCIICHHBIX B paszzene 6.1;

- KCIIYAOUYHO-KHIICYHOC KPOBOTCUCHUC, MCXAHHUYCCKas KHIICYHAsA HCEIMPOXOAUMOCTb HIIN
nepq)opam/m CTCHKHM JKCIIyAKa M KHIICYHHKA, COCTOSAHHA, MPU KOTOPBIX CTHUMYJIALWA
MNEPUCTAIBTUKH KCITYJOUHO- KUIICYHOI'O TPpAaKTa IMPEACTABIISICT PUCK,

- TOATBEpPXKICHHas WIM IMojo3peBaeMas (EoXpoOMOLMTOMA B CBSI3U C PUCKOM pa3BUTHUSA
TSKEIION apTepUAIbHON TMIIEPTEH3UN;

- [OO34HAA JUCKHUHC3UA, KOTOpasd pa3BUJIaCb IIOCJIC JICUCHHA HeﬁPOHeHTHKaMH nim
MCTOKJIOIIPAaMHUJI0M B aHAMHE3C,

- snwiencus (YBeIU4YEeHNE YaCcTOThI U TSYKECTH MPUNIAJKOB);
- Oouesns [lapkuHcoHa;
- OJIHOBPEMEHHOE MPUMEHEHHE C JICBOJIONON M arOHUCTaMHU JO0()aMUHOBBIX PEIICIITOPOB;

- METreMOrjJoOMHEeMHusi  BCIEACTBUE  MpHEeMa  METOKJOoNpaMuia  Wid  jaeduuura
HuKkoTHHamunaaeHnHaunykineoruaa (HAIH) nuroxpoma-bS B anamuese;

- MPOJIAKTHHOMA WJIH MPOJIAKTUH3aBUCUMAs OTTyXOJIb;
- getckuii Bo3pact a0 1 roga (cM. pazuen 4.2);

- TepHoJ] IPyAHOT0 BCKapMIIMBaHUs (cM. paszen 4.6).
4.4. OcoOble yKka3aHMsl M1 Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C OCTOPOKHOCTBHIO

IIpenapar cienyer NPUMEHSTh C OCTOPOKHOCTBIO Y MOKUJIBIX [TALIUEHTOB;
y MalMEeHTOB C HAPYIIEHUEM CEPACUHOM MPOBOAUMOCTH (BKJI0Yasl yuinHeHue uarepsaia QT);

HapyIlIeHHEeM BOJIHO-JIEKTPOJIUTHOTO OanaHca; Opaaukapauel; IPUHUMAIOLINX APYTHE MPenaparsl,
yumHsomue uHTtepBan QT; aprepuanbHOM THIEPTEH3MEH; y IMAIHMEHTOB C COIYTCTBYIOIIMMH
HEBPOJIOTHYECKUMHU 3a00JIEBaHUSIMH; Y MALMEHTOB, IPUHUMAIOLINX Mpenaparbl, BO3eHCTBYOIINE
Ha 1meHTpanbHylo HepBHyO cuctemy (IIHC); y mamumenToB ¢ aempeccueit (B aHamHeE3e); MpH
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MEYCHOYHON HEJOCTATOYHOCTH TSDKETIOM CTENCHH TSHKECTH; MPU OEPEMEHHOCTH.

Oco0Oble YKa3aHuA

Caenyet co0it01aTh OCTOPOKHOCTh IPU IPUMEHEHUU METOKJIONPaMUA Y OKUIIBIX MTAlUEHTOB.

Co cTopoHBI HEPBHOI CUCTEMBI MOTYT HAOIIOAATHCS AKCTPANUPAMUIHBIE HAPYIIEHHSI, OCOOCHHO Y
JeTel U MOJIOABIX MAMEHTOB W/UIIH MTPU MPUMEHEHUH BBICOKUX 703, pA3BUBAIOIINECS, KaK ITPABUJIO,
B HayaJie JICYEHUs WJIM IOCJie OJHOKpaTHOro npumeHeHus. lIpuMenenue npemnapara He0OX0AUMO
HE3aMEJUINTEIbHO IMPEKPATUTh B CIy4yae IOSBIEHUS HKCTPAMPaMHUIHBIX CUMITOMOB. Peakuun
MOJIHOCTbIO ~ OOpaTUMbl  TOCTE€  TMPEKpalleHHus JIeYeHHs, OJHAKO MOTyT HoTpeboBaTh
CUMIITOMAaTH4eCKOM Tepanuu (OeH301Ma3enuHbl y JAeTedl W/WiM  aHTUXOJIMHEPTHYECKHUE
MIPOTUBONAPKUHCOHUYECKHE MTPENapaThl y B3POCIBIX).

Bo wu3bexaHue mepeqo3upoOBKH MpermapaTa HEOOXOAMMO COOJ0IaTh MUHHMAIBHBIA WHTEPBAI
MeX1y MpUMeHeHueM 6 4, Jake B CIydae PBOTHI.

I[JII/ITCJH)HOC JICHCHUC IIpCIiapaToM MOXCT HPUBECTU K Pa3BUTUIO HO3IIHGﬁ JUCKHHC3UU,
IIOTCHLOMUAJIBHO H606paTI/IMOI71, 0COOEHHO Y HOKHUJIBIX ITaIUCHTOB. HpO,I[OJ'DKI/ITeJ'IBHOCTB JICUCHHSA HC
AOJIKHaA IMPEBbIIATH 3 MECdlla B CBA3U C PUCKOM PA3BUTHA HO3IIH€ﬁ JUCKHHC3HUHU. HpI/I HaJIM4YHNH
IIPU3HAKOB HOSZ[HCﬁ AUCKHMHC3HNH JICYCHUC HCO6XOI[I/IMO INPCKPATHUTD.

[Ipy npuMeHeHnN METOKJIONIPaMuUa OJHOBPEMEHHO C HEMPOJIENTUKAMM, & TAKKE IIPU MOHOTEPAITUH
METOKJIONIPAMUJIOM OTMEYaeTCsl HEHpOJIENTHUYECKUI 3JI0KaueCTBEHHbIM cuHapoM. HeoOxoaumo
HE3aMEJINTEIIbHO  IPEKPATHTh  JIEYEHUWE  IpenaparoM  IIpU  IMOSABJIEHWM  CUMITOMOB
HEUPOJICIITUYECKOIO 3JI0KaYECTBEHHOI'O CUHAPOMA U IIPUMEHUTDL COOTBETCTBYIOLIYIO TEPAIIHIO.

Heo6xomumMo co0m0aaTh OCTOPOKHOCTh HPU MPUMEHEHHH Y MAIUeHTOB C COIMYTCTBYIOIIUMHU
HEBPOJIOTHYECKUMU 3a00JIEBaHUSMH U Y MALMEHTOB, IPUHUMAIOIINX Mpenaparhl, BO3eHCTBYOIINE
Ha LEHTPAJIbHYIO HEPBHYIO CUCTEMY.

HpI/I IMPUMCHCHUH IIpCI1apara TaKKE MOT'YT OTMEYATbCAd CUMIITOMBI 0oJre3Hn HapKI/IHCOHa.

CooOmanoch 0 ciayyasix BO3HUKHOBEHHUS METIeMOTJIOOMHEMHUH, KOTOpas Moryia ObITh BbI3BaHA
nepuuutom epmenta HAJIH-3aBucumoii nutoxpom-bS penykrassl. B aTom ciaydae nmpuMeHeHHe
mpernapaTa HEOOXOJAMMO HE3aMEMJIUTENbHO M TOJHOCTBIO HPEKPaTUTh M MPEANPUHATH
COOTBETCTBYIOLINE MEPBI.

CooOmanoch 0 ciy4asiX TsDKEIBIX CEpAEYHO-COCYIUCTBIX MOOOYHBIX A(¢eKTax, BKItOUas
COCYJUCTYIO0 HEIOCTaTOYHOCTh, BBIPAKEHHYIO OpajuKapHio, OCTAHOBKY CepiAlla U YJUIMHEHUE
untepsana QT.

Heo6xonumMo coOutoiaTh OCTOPOKHOCTh MPU NPUMEHEHUH Mperapara y MOXKWIbIX HalueHTOB,
MAIMEHTOB C CEepACYHbIMM HapylIeHUsMH (BKitouas y/uyMHeHue uHTepBaia QT), mauueHToB c
HapylIeHHEeM BOJHO-3JIEKTPOJIUTHOrO OaynaHca, OpaaMkapAued M y MalMeHTOB, MPUHUMAOLINX
npenapartsl, yynHstomue uatepsain QT.

[Ipy mnodeyHOW HEAOCTATOUHOCTH CPEOHEW M TSKEJIOM CTENEHU TSKECTH M IEYCHOYHOM
HEJIOCTAaTOYHOCTH TSDKEJION CTETICHH TSHKECTH PEKOMEHIYETCsl CHIDKEHHE 710361 (cM. pazaen «Crmocod
MPUMEHEHHUS U J03bD»).

BcrnoMmorarensHble BElIecTBA

JlaHHBII JIEKapCTBEHHBIN MpenapaT COACPKHUT HATPHSL CYIb(PUT, KOTOPBIH MOXKET U3pEIKa BHI3bIBATD
TSDKEJNbIE peaKlUY TUIepUyBCTBUTEIHLHOCTH U OPOHXOCIIA3M.

JlaHHBI penapat coJepkuT MeHee 1 MmoJb (23 Mr) HaTpus B pa3oBoit 1o3e (10 mr — 2 mit), TO ecTh
10 CYTH HE COACPKUT HATPUH.

CTH
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MAapKUHCOHMU3MA, OCOOCHHO Yy JeTel M TMOAPOCTKOB W/WIM TPH NPUMEHEHUH BBICOKUX /103,
Pa3BUBAIOILKECS, KaK IIPABUJIO, B HAYAJIC JICYEHUS U I1OCIIE OJHOKPATHOIO IPUMEHEHMUS.

[Tpumenenue npenapata MeTokonpamMuJ HEOOXOJMMO HE3aMEUINTENIBHO MPEKPAaTHTh B CIIydae
HOSIBJICHUSI SKCTPATUPAMUIHBIX CUMIITOMOB.

Peakiuu momHOCTBIO OOpaTHUMBI MOCJE MPEKpaIIeHUsl JIEYEHUs, OJHAKO MOTyT IMOTpPeOOBaThH
CUMITOMaTu4ecko Tepanuu (OeH3oAMa3enuHbl Yy JAeTed W/WIM  aHTHUXOJIMHEPTUYECKUe
MPOTUBOMAPKUHCOHUYECKHUE TIPEnapaThl Y B3POCIBIX).

4.5. BzaumoneiicTBue ¢ JAPYrUMH JIEKADCTBEHHBIMH MNpenapaTaMM W Jpyrue BHAbI
B3aMMO/1eliCTBUSA

HpOTI/IBOHOKaBaHO OJHOBPEMCHHOC IIPUMCHCHHUE MCTOKJIOIIpaMuaa C HCBOHOHOﬁ HWJIN aroHuCTaMm
I[O(l)aMI/IHOBHX PELCIITOPOB, B CBA3KU C UMCHOIIIMMCS B3aMMHBIM aHTAarOHU3MOM.
AJkorons YyCUINBACT CEJaTUBHBIN Sq)q)eKT MCTOKJIOIIpaMuaa.

Kombunaumu, Tpedvyromme coOIr0AeHU OCTOPOKHOCTH

B cBs3u ¢ npokuHeTnyeckuM 3G (GEKTOM METOKJIONpaMua BCaChblBAHUE HEKOTOPBIX IMpernapaToB
MOXET HapyLIaThCsl.

M-XOJ'II/IHO6J'IOK3TOPBI H IIPOU3BOAHLIC MOp(l)I/IHa 06J'Ia,[[aIOT B3aMMHBIM aHTaroHusmMomMm ¢
MCTOKJIOIIPaMHUIOM B OTHOIICHWH BJIMAHHA HaA MICPUCTAIIBTUKY KCITYJOYHO-KHIICYHOI'O TPAKTA.

JlexapctBennbie mpenapatsl, yruetatompe [IHC (mpousBogubie MopduHa, TpaHKBUIU3ATOPHI,
O6mokaropel HI1-rECTaMHHOBBIX pELENTOPOB, AHTHACIIPECCAHTBI C CEAATUBHBIM J(PQEKTOM,
0apOUTypaThl, KIOHUAWH U MIPOYHE MpenapaThl STUX IPYIIN) MOTYT YCUIIUBATh CEIaTUBHBIN 3P QeKT
10J1 BIUSHUEM METOKJIONPaMU/IA.

MGTOKHOHpaMI/I)I yCUiInBacT JIelCcTBHUE HeﬁpOHeHTHKOB B OTHOHMICHUH JSKCTpallMpaMUIHBIX
CUMIITOMOB.

HpI/I CONMYTCTBYIOLICM IMNPUMCHCHHU BHYTPb MCTOKJIONpaMHUIa H TeTpa6eHa3HHa CYHICCTBYCT
BCPOATHOCTHL BO3HWKHOBCHUSA Heq)HHHTa I[O(l)aMI/IHa, YTO MOXKET COIMPOBOXIAATHCA IMOBBIICHUCM
JKECTKOCTHU MBI WKW UX CIIa3MOM, TPYAHOCTAMH B pC€UU WA IIPU TITIOTAHHUHU, 6CCHOKOﬁCTBOM,
TPEMOPOM, HECIIPOU3BOJIbHBIMU ABUXXCHUSAMU MBIIII, B TOM YU CJIC MBIIII JIMIIA.

HpI/IMeHeHI/Ie MCTOKJIOIIpaMHga € CEPOTOHUHCPTUYCCKUMHU  IIpCliapaTaMH, HaAIIpUMEp, C
CCJIICKTUBHBIMH I/IHFI/I6I/ITOpaMI/I 06paTHOFO 3axBaTa CCPOTOHHMHA, IMMOBBIIACT PUCK PA3BUTHA
CECPOTOHUHOBOTO CMHAPOMA (CepOTOHI/IHOBa}I I/IHTOKCI/IKaI_[I/IH).

MertoxkonpaMu1 CHIKaeT OMOOCTYITHOCTh TUrokcuHa. ClieryeT KOHTPOJIUPOBAaTh KOHIIEHTPAIIUIO
JIUTOKCHHA B IJIa3Me KPOBH.

MeTtokiionpaMu/ MOBBIIIAET OMOAOCTYMHOCTh IUKIOCTOpUHA (Cmax Ha 46 % W SKCIO3UIUIO Ha
22 %). HeoOxoauMo TIIATENFHO KOHTPOJIMPOBATh KOHIIEHTPAILIUIO IUKIOCIIOPHHA B IJIa3Me KPOBH.
Kimmanueckue nocnencTBrs Takoro B3aUMOIEHCTBHS HE YCTaHOBJIEHBI.

OKCNO3MLIKS METOKJIONpaMuJa yBEIMYMBAETCS MPU OJHOBPEMEHHOM IPUMEHEHHH C MOIIHBIMHU
unrudutopamu uzopepmenta CYP2D6. nampumep, (iayoKCeTHHOM U MapOKCETHHOM. XOTs
KJIMHUYECKasi 3HAYMMOCTh TaKOTO B3aUMOJACWUCTBUS HE YCTAaHOBJIEHA, HEOOXOIUMO CIEOUTH 3a
MOSIBJICHUEM Y MAlMEHTOB MOOOYHBIX pPEaKIIUM.

[Ipu comyTCTByIOIIEM NPUMEHEHWH METOKJIONpaMKa C aTOBAXOHOM 3HAYHTENTBHO CHHXKAETCS
KOHIIGHTpaluss aTtoBaxoHa B TuiazMe KpoBu (okoio 50 %). ComyTcTByromee NpUMEHEHHE
METOKJIONIPAMH/JIA C ATOBAXOHOM HE PEKOMEH]IYyETCS.

[Ipy comyTcTByIOIlEM NPUMEHEHHH METOKJIOoNpamMuaa ¢ OpPOMOKPUITHHOM  IIOBBIIIAETCS

5
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KOHIIEHTpalKs OPOMOKPHUIITHHA B IJIa3ME KPOBH.

MGTOKHOHpaMHI[ YCUIMBACT BCACBIBAHUEC TCTPALIUKIMHA U3 TOHKOI'O KUIIICYHUKA.
MCTOKJ’IOHpaMI/II[ YCUIIMBACT BCACBIBAHNEC MEKCHUJICTUHA U JINTHS.

MGTOKHOHpaMI/II[ YMCHbBIIACT BCACBIBAHNC IUMCTU/IUHA.

4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

MeTtokionpaMuJ; MOXKHO HpUMEHSTh Bo Bpems OepemenHoctd (I-II Tpumectpsl) TonmpKO eciu
MOTEHIMaJIbHAasl MOJb3a Ui MaTepH MPEBbIIIAeT MOTCHIMAIbHBIN PHUCK AN Iofa. B cBs3m ¢
(hapMaKkoJOTUYECKUMH OCOOCHHOCTSMHU (IMOJOOHO APYrMM HEUpOJENTHKaM), NPH NPUMEHECHHUH
METOKJIONIpaMUJia B KOHIE OCEpEMEHHOCTH HENb3sl HCKIIOYUTb BEPOSTHOCTh  Pa3BHUTHUS
SKCTpANMUPAMUAHBIX CUMITOMOB Y HOBOPOXACHHOTO. METOKJIONpaMul He CleNyeT NPUMEHATh B
koHIe OepemeHHOocTH (Bo BpeMms III tpumectpa). [Ipm nmpumeHeHHMH MeTOKJIONpaMHla CIEAYET
CJIETUTH 33 COCTOSIHUEM HOBOPOXKJIEHHOTO.

JlakTanus

MertokionpaMu B HEOOJIBIIOM KOJIMYECTBE BBIJIENIAETCS C TPYJHBIM MOJoKOM. Henb3s uckimovars
BO3MOXKHOCTb Pa3BUTHsI MOOOYHBIX peakuuil y peOeHka. [IpumeHeHrne MeToKIIonpaMua B MEpUOJ
IpyJHOTO BCKapMJIMBaHUS INpOTHBOINOKa3aHo. Ilpu HeoOXoauMocTu NpUMEHEHHs mpenapaTta B
IIEPUOJL JTAKTALMH CIIEAYET IPEKPATUTh IPYJHOE BCKaPMIIMBAHUE.

4.7. Biusinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMH M Ppadorath C
MeXaHHu3MaMu

MeTtokiionpaMu]i OKa3blBa€T YMEPEHHOE BIIMSHHUE HA CIIOCOOHOCTH YHPABIATH TPAHCIOPTHBIMU
cpeactBaMH H paboTarh C MexXaHM3MaMmMH. B mepuopi JedeHus HEOOXOJUMO COOII0AaTh
OCTOPO’KHOCTh TPH YIIPABICHUHM aBTOMOOWIIEM M 3aHITHHM TMOTEHUUATbHO OMACHBIMU BUIAMHU
NEeSTETbHOCTH, TPEOYIOMKUMH KOHIIEHTPAIIMYA BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIUH, T.K.
MIPUMEHEHHUE MpenapaTa MOXKeT BbI3bIBATh COHIIMBOCTb U IUCKUHE3HIO.

4.8. HexenaTeJibHbIe peakKIMu

Pesrome nmpoduiss 0e301acHOCTH

Haubonee wacTto mpu NpUMEHEHWH BBICOKMX J03 Tperapara BCTPEYATUCh CIEAYIOIINE
HeKeNaTeNbHbBIE PEaKI[UH: YaCTO — SKCTpanupaMuIHbIe HapyIIeHUs (OCTpasi TUCTOHUS U TUCKEH3HUS,
CUHJPOM MApKUHCOHHM3MA, aKaTH3Us), HEYACTO — aJUIEPTMUECKHE PEaKIUU, YacTOTa HEU3BECTHA —
3JIOKQYECTBEHHBIN HEUPOJIIENTUYECKUN CUHIPOM.

Pe3roMe HexenaTeabHBIX DEAKIINI

YacTora BO3HUKHOBEHHUS HEKEIATEIbHBIX pEaKIUN IPUBEICHA COIVIACHO PEKOMEHAALMAM
Bcemupnoii Oprannzannu 3paBoOXpaHEHMS:

oueHb yacTo (>1/10);

gacto (=1/100, o <1/10);
Heuacto (>1/1 000, Ho <1/100);
penko (>1/10 000, mo <1/1 000);
oueHsb peako (<1/10 000);

qacToTa HEM3BCCTHA (Ha OCHOBAaHHMH UMCHOIIUXCSA JaHHBIX OICHUTH H€BO3MO)KHO).
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(CMEPTHOMY OTUYETY

METTreMOTTIOOMHEMHSI, BEPOSATHO CBsizaHHas ¢ neduuurom pepmenta HAJITH-3aBucuMoil nutoxpom-
b5 penykra3el (0COOCHHO y HOBOPOXKIACHHBIX), CYJIb(PreMoriioOnHeMus (4aiie BCEro IpH
OJHOBPEMEHHOM TPUMEHEHUH BBICOKMX JI03 CEPOCOACP)KAIIMX MPEernaparoB, JEHKOMeHus,
HEUTPONEHUS, arPaHyJIOIUTO3).

Hapywenus co cmoponvl UMMYHHOU cucmeMvl: HEYAaCTO — THMIEPUYBCTBUTEIIBHOCTB; 4YacTOTa
HEU3BECTHA — aHa(WIAKTUYECKHUE PEAKLUU (B TOM YKCiie aHaUIAKTUYECKUH 1I0K), aJUIepru4ecKue
peaxkuuu (KparnyvBHULA, MaKyJIONAMyJI€3Has ChIIb).

DOHOOKpUHHbIe HapyuieHusA: HEYacTO — aMEHOpes, TUIEepPIPOJaKTUHEMUS; PEIKO — TallakTopes;
4acTOTa HEU3BECTHA — T'MHEKOMACTHUS. DHJOKPUHHBIE HAPYIIEHUS BO BpeMs MPOAOHKUTEIBHOTO
JICUEHUS CBSA3AHbI C TUIIEPIIPOJIAKTUHEMUEH (aMeHOpes, TajJaKTopesi, THHEKOMAaCTHS).

Icuxuueckue Hapyuternus.: 4acTo — ACHUPCCCHA; HECHYACTO — TraJJIFOOUHALUK, PCAKO — CIIYTaHHOCTb
CO3HaHMHA.

Hapywenus co cmoponvl nepsHoli cucmemvl. OY€Hb YaCTO — COHJIMBOCTH; YaCTO — AaCTEHWS,
SKCTpanupaMUAHbIC HAPYIIEHHS (OCOOEHHO Y JIeTei U MOJIOABIX MAIIIEHTOB /WU IIPU MPEBbIILICHUU
PEKOMEHJIOBAaHHBIX 103 IIpernapara, Jake IOCJI€ OJHOKPATHOIO BBEACHHS), IMaPKUHCOHU3M,
aKaTU3Us; HE4YacTo — JUCTOHMS, OUCKUHE3Us, HAPYLIEHUE CO3HAHWS; PEOKO — CYJIOpOrd, B
OCOOCHHOCTH y TAIIMCHTOB C SIMHJICTICHCH; YacTOTa HEM3BECTHA — IMO3HSS AUCKUHE3Us, WHOT/IA
MEePCUCTUPYIOIIAs, BO BpPEeMs WM TOCIE JIUTEIBHOTO JICUEHHUS, B OCOOCHHOCTH Y MOXKHIIBIX
MALMEHTOB, HEUPOJENTUYECKUI 3JI0KAYECTBEHHBIN CUHIPOM.

Hapywenus co cmoponvl cepoya: HedacTo — OpaiuKaplus; 4acTOTa HEU3BECTHA — OCTAHOBKA
cepauia, KOTopasi MOKET OBbITh BhI3BaHA OpajuKapavei, aTpHOBEHTPUKYJSIpHAs Ojokama, Oiokana
CHUHYCHOTO y3I1a, y/uinHeHue uarepBaina QT Ha anekTpokapauorpaMMe, apuTMUs THIIA «ITUPYITH.

Hapywenue co cmoponvl cocy0os: 4acTo — TOHIDKEHHE apTepHaJbHOrO JaBICHHS, YacToTa
HEM3BECTHA — KapJMOTCHHBIN 0K, OCTPOE TMOBBINICHHE apTEPHATIbHOTO JABJICHUS Y MMAUEHTOB C
(heoXpoMOIIMTOMOM.

Hapywenus co cmopoHul dceny0ouno-KuueyHo2o mpakma: 4acTo — TOUIHOTa, AUapes, 3amop.

HapyweHuﬂ CO CMmOpOHbL NOo4YeK u MOLleGblGO()}ZLI/;uX nymed qaCTOTa HCU3BCCTHA — MOJUYpUA,
HCEACPIKAHUC MOYH.

Hapywenus co cmopomnbl penpooykmugHot cucmemvl U MOJOYHbIX Jicesie3: 4acTOTa HEM3BECTHA —
CeKcyaslbHas TUCHYHKIMSA, TPUATTU3M.

Co00111eHrs 0 TOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX

Baxwuo COO6H_[3.TB 0 MOAO3PCBACMEBIX HCIKCIIATCIIBHBIX PCAKIUAX MOCJIC PETUCTpALIUU IIpeliapaTra C
OEJIbIO obOecreyeHus HEIMIPEPBIBHOTO MOHUTOPHUHT'A COOTHOIICHUS «I10JIb3a - PUCK) JICKAPCTBCHHOI'O
Ipemnapara. MeauiuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA COO6H_IaTI> 0 JIIOOBIX IMOoA03pEBACMBIX
HCKECIATCIbHBIX PEAKIUAX JICKAPCTBCHHOTO IIp€riapara 4€pe3 HAIMOHAJIbHBIC CUCTEMBI COO6HI€HI/I$I
0 HCXKCIIATCIIbHBIX PCAKIUAX IT'OCYAapCTB-YICHOB EBpaSHﬁCKOFO 9KOHOMHUYECCKOI'O COr03a.

Poccuiickas @eneparus.

denepanpHas ciyk0a Mo Haa30py B cdepe 3ApaBoOXpaHEHUS

Anpec:109012, r. MockBa, CriaBsgHcKas miomanib, a. 4, ctp. 1

Tenedon: +7 800 550-99-03

OnekTpoHHas moura: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Caiit B UH(POPMAIMOHHO-TEIEKOMMYHUKAITMOHHOMN ceTH «HTEepHETY:!
https:///www.roszdravnadzor.gov.ru/
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4.9. Ilepeno3upoBka

(CMEPTHOMY OTUYETY

CHUMIITOMBI

3KCTpaHI/IpaMI/II[HBIe Hapyui€Hus, COHJIIMBOCTb, CHHXKCHHEC YPOBHsA CO3HAHHUA, CIIYTaHHOCTb
CO3HAHUA, TaAJUIIOLUHALIUU, Pa3saApaxKuTCIbHOCTb, TOJIOBOKPYKCHUC, 6pa;[m<ap;ms{, N3MCHCHUA
ApTEPHUAJIBHOI'O IaBJICHUAA, 00J1b B KHUBOTEC, OCTAHOBKA Ce€pAla 1 JbIXaHUA.

Jleuenue

B citydae pa3BUTHs DKCTpalMpaMUIHBIX CUMIITOMOB, BBI3BaHHBIX NIEPEIO3UPOBKON WIIM 110 APYTrOd
IIPUYMHE, JIEYEHNE HOCUT UCKIIFOUUTEIBHO CUMIITOMATUYECKUI XapakTep (OeH30ua3enuHbl y AeTel
W/WIN aHTUXOJIMHEPru4ecKue MPOTUBOMAPKUHCOHUYECKUE IMpernapaTsl y B3pocibix). Tpebyercs
CHUMIITOMAaTH4ECKOE JICYCHHE M TIOCTOSHHBIA KOHTPOJIb CEPIEYHOM M JbIXaTeNbHON (yHKIMH B
3aBUCHUMOCTH OT KJIMHUYECKOTO COCTOSIHUS ITALIUEHTA.

Cnenun¢uueckoro aHTHI0Ta HE CYIECTBYET.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoanHaMu4ecKHne CBOCTBA

dapmakoTepaneBTHUECKass TIpylna: CpeacTBa Uil JieueHUs (DYHKIMOHAIBHBIX HapyLIeHUN
KEITYJOYHO-KHILIEYHOT O TPAKTA; CTUMYJIITOPBI MOTOPHKH KEITYJOYHO-KHILIEYHOTO TPAKTAa.
Kong ATX: AO3FAO1

Mexanusm aeiicteus U hapMakoauHaMmuueckue 3O deKTol

[IpoTHBOPBOTHOE CPEICTBO, SIBISAETCS crneruduyeckuM OnokaTtopoM nodamuHOBBIX (D2) m
CEpPOTOHMHOBBIX PEIENTOPOB. MexaHW3M JEWUCTBUS OCHOBAaH KaK Ha IICHTPAJILHOM, TaK W Ha
nepudepruyeckoM Bo3IeHCTBUU MeTokIonpaMua. [I[poTuBOpBOTHOE elicTBUE CBA3aHO ¢ OI0Kama0i
N0(haMHHOBBIX PEIENTOPOB TOJOBHOTO MO3ra, YTO OOYyCIaBIMBAeT TOBBIINICHHE [OpPOTa
pa3apa)keHusi pBOTHOTO LIEHTPA.

dapmakonmaamMmueckie YO OEKTH

Oxa3bIBaeT NMPOTUBOPBOTHOE IEMCTBHE, YCTPAaHSET TOLIHOTY M MKOTy. CHH)KAET JBUTaTENIbHYIO
aKTUBHOCTb MHILEBO/A, TOBBIIIAET TOHYC HUYKHETO C()MHKTEpa MUIIEBOA, YCKOPSIET ONOPOKHEHUE
KENylKa, a TAaKXKe YCKOpSAET MNPOJABMIKEHME IHINM 0 TOHKOM KHIIKE, HE BbI3bIBas AHAPEIO.
HopMmanusyer BblieneHue Kemdu, yMeHbIIaeT cnasM chunkrepa Onnu, ycTpaHsieT IUCKHUHE3UIO
KEIYHOro My3bIpsd. CTUMYIINPYET CEKPELHUIO NPOJIAKTHUHA.

5.2. ®apmakoknHeTHYECKHE CBOIiCTBA

Pacnpenenenue

O6bvem pacnpenenenus coctasiser 2,2—3,4 n/kr. Jlerko mpoHUKaET yepe3 reMaTodHIehaTnIecKuii
Oapwep.

buorpancdopmars

Metaboausupyercs B EYCHH.

OauMHUHAIIAS

[lepron momyBBIBEACHHS COCTABIAET OT 3-X J0 5 4acoB, MPHU HapyUIEHUH (PYHKIIMH MOYEK MOXKET
YBEJIMUHUTHCA 10 14 yacoB. BRIBOAUTCS MOYKamMu B T€UEHHE MEPBBIX 24 4aCOB B HEM3MEHHOM BHJIE U
B BUJIe MeTa00IuTOB (0K0JI0 80 % MPUHATON 103b1). Beigensiercs ¢ TpyIHBIM MOJIOKOM.
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6. DPAPMAIIEBTUUECKUE CBONCTBA (MOCTIEQOBATENEHOCTS 0002)

6.1. IlepeueHb BCIOMOraTe/IbHBIX BelIECTB
e Harpus cynsdur
® UHATPUSA dAETAT
® HaTpPHsI XJIOPH]

e BOJIa JJIS1 UHBEKIIUHN
6.2. HecoBMeCcTHMOCTH

MeroksonpaMul He COBMECTUM C MH(Y3MOHHBIMH PACTBOPAMH, MMEIOLIMMH ILEIOYHYIO CpEny.
[Ipenapatr He coBMecTHUM C lehaJIOTHHOM HATpuUs, XJIOPaM()EHUKOIOM HATpusi, OMKapOOHATOM
HaTpHAL.

JlaHHBI JIEKapCTBEHHBIM Ipenapar HeE CIEQyeT CMEIIMBaTh C JIPYTMMH JIEKAPCTBEHHBIMU
IIpernapaTamu, 3a HCKJIIOUEHUEM YIIOMSIHYTBIX B paszaene 6.6.

6.3. Cpok roaHocTu (CpoK XpaHeHHs )

3 roxa.

6.4. OcoOble MepbI IPEAOCTOPOKHOCTH NIPH XPAHEHHUH

XpaHUTh B 3aILUIIEHHOM OT CBETa MecTe Ipu TeMiepaTtype He Bbiue 25 °C.
6.5. Xapakrep u cofep:kaHue YIaKOBKHU

ITo 2 mu1 B ammyniax.
ITo 5 aMITy;1 B KOHTYpHOM SYEMKOBOM yIIaKOBKE.
ITo 1, 2 XKOHTYpHBIX SYEHKOBBIX YIAKOBKU IOMEIIAIOT B IIAUYKy U3 KAPTOHA.

B xaxayio mauky BKJIAIbIBAIOT HMHCTPYKLUIO [0 MEAMIMHCKOMY IPUMEHEHHIO Ipernapara,
cKapu(UKaToOp amITyJbHbIH (IIPU yHaKOBKE aMIlysl ¢ KOJILIOM M3JIOMa, TOYKAMH M HaJCeYyKaMH
CKapU(pHUKaTOp aMIyJbHBIA HE BKJIAbIBAIOT).

6.6. Oco0ble MepbI MPETOCTOPOKHOCTH NMPH YTHIM3AIUH MCNOJIB30BAHHOIO JEeKAPCTBEHHOT O
npenapara WJiH OTXOI0B, MOJYYEeHHBIX MOCJe MPUMEHEHHs JIEKAPCTBEHHOI0 Mpemnapara, u
Apyrue MaHUMYJISIMYU € MIPeNapaTomM

Het oco6bIx TpeGoBaHMI K yTHIN3AIUH.

PactBop MeTokionpamua ¢papmaneBTUYECKU ((PU3NUECKU M XUMUYECKH ) COBMECTUM (10 48 4acoB)
C pacTBOpaMH ITUMETHIMHA, MAHHUTA, KaJusl anerata u kanus ¢ocdata; GU3NIECKu COBMECTUM (J10
48 JacoB) ¢ pacTBOpamMu OEH3TPOIIMHA ME3WJaTa, MUTapaduHa, JeKkcameTasoHa HaTpus (ocdara,
nudeHTuIpaMiHa, JTOKCOPYOMIIMHA, TenmapuHa HaTpus, THAPOKOPTH30HA HaTpus ¢ocdara,
JTUAO0KaWHA TUAPOXIIOPHUAA, pACTBOPaMH OJTUBUTAMUHOB (TIPU YCIOBUHU XpaHEHUS B XOJIOIUIIbHUKE),
pacTBOpamMH BUTAMUHOB TPYMIHI B, ackopOMHOBOW KUCIOTHL. PacTBOp MeTokIonpamuaa Gru3nuecKu
COBMECTUM J10 24 4yacoB (HE MCIOJIb30BaTh, €CIIM HAOIIOMACTCS MPEIUIUTAINS) C KIWHIAMHUIINHA
docharom, mmxiopochamMuIOM, UHCYIMHOM. YCIOBHO COBMECTHM (MCIIOJIb30BaTh B TEUYEHHUE
OJIHOTO yaca I0CJie CMEIIMBAHUS WA MOKHO BIIMBATh HETIOCPEJICTBEHHO B TY K€ BEHO3HYIO JINHUIO)
C aMIUIITMHOM HATPHS, IUCIUIATUHOM, SPUTPOMHIIMHA JIAKTOOMOHATOM, METOTPEKCATOM HATPHS,
OCH3WINEHUIUVIMHOM KaJlusl, TETPALUKINHA THAPOXIOPHIOM.
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7. IEPKATEJb PETUCTPAIIMOHHOIO YJIOCTOBEPE st~ 54 TEITEHOCTS 0002)

Poccuiickas @enepanus

I[TAO «buocunres»

[Tensenckast 0011, r. [len3sa, yn. Apyx0si, cTp. 4.
Tenedon: +7(8412) 96-96-27, 8-800-100-40-05
dakc: +7(8412) 96-96-27

Anpec anekTpoHHOM mouThl: Biosintez.Info@sunpharma.com
7.1. IIpeacTaBUTEIb A€PKATEISI PETHCTPAIMOHHOTO YI0CTOBEPEHUsI

[Iperen3un notpeduTesiell HaMpPaBIATh MO AAPECY:
Poccuiickas ®@enepanns

ITAO «buocunres»

[Tensenckast o6., r. [lensa, yn. pyxOs1, 4
Tenedon: +7(8412) 96-96-27, 8-800-100-40-05

Anpec snexktponHas noura: Biosintez.Hotline@sunpharma.com

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOTI' O IIPEITAPATA

JlexapCTBEHHBIH MpemapaT OTHOCUTCS K KaTETOPHH OTITyCKa IO PEIIeTTy.
OOm1ast XxapaKTepUCTHKA JIEKAPCTBEHHOTO TpernapaTa MeTOKIONpaMu/] IOCTYITHA B €IMHOM PEecTpe
3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB EBpa3suilckoro 3KOHOMHUYECKOrO COK3a U Ha

opUIHMATEHOM caure YIIOJITHOMOYEHHOTO oprasa (axcrepTHOM OpraHu3aIim)
https://lk.regmed.ru/Registert/EAEU_SmPC
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