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OBLIASA XAPAKTEPUCTUKA JTEKAPCTBEHHOT O TIPEITAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOTI'O IIPEITAPATA

Marue B6, 100 mr + 10 mr, pacTBOp JUIsi IpUE€Ma BHYTPb.

2. KAYECTBEHHBIA 1 KOJTMYECTBEHHBIIA COCTAB

B 0onom cmux-naxkeme cooepoicumcs:

Oelicmeyowue eewjecmea. Maraus (B BuIe Jlaktata nuruapara)®* - 186 mr, marnus (B Bume
nuaonara)® - 936 mr, nupuaokcuHa (B Buae ruapoxiopuaa) - 10 mr.

* _ HKBMBAJIEHTHO CyMMapHOMYy coiepskanuio Maraus (Mg?") 100 mr.

BcnomoraTenbHble BelecTBa, HaIMYME KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpust 1ucynbGuT (cM. pazaen 4.4). [TonHbIi CIHCOK BCITIOMOTATEIbHBIX BEIIECTB CM. B

nyHkTe 6.1.

3. JEKAPCTBEHHAS ®OPMA
PacTtBop A mprema BHyTpb.

[Ipo3paunas GecuBeTHAs KUIKOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. [loxka3zanusi K NPUMEHEHUIO

[Ipenapat Marne B6, noka3aH kK IpUMEHEHUIO Y B3pOCIBIX U I€Tel cTapie 1 roga ¢ ycTaHOBICHHBIM
neuuToM MarHus, U30JIMPOBAHHBIM WM CBSI3aHHBIM C JPYTUMH AC(OUIMTHBIMH COCTOSHUSIMHU,
CONPOBOXKAAIOIIMMCA ~ TaKMMH  CHMITOMAaMH, Kak:  IOBBIIEHHAs  pa3Jpa’KUTENBbHOCTD,
HE3HAUUTENIbHbIE HApYIIEHUS CHA; XKeyJOYHO-KUIIEYHbIE CIa3Mbl MM YUalllEeHHOE cepleOneHue;
MOBBIIIIEHHAS] YTOMJIIEMOCTh, OOJIM M CIIa3MBbl MBI, OLTYIICHNUE TTOKAJIBIBAHHS B MBIIIIIAX.

4.2. PexxuM 103MpOBaHNs U C1IOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

B3pocnbsiM pekoMeHayeTcsi npuHUMaTh 3—4 CTUK-TIAKETa B CYTKH.
CyTouHyt0 103y cieayeT pa3ienuTh Ha 2—-3 npuema.
Jledenue cienyer IpeKpaTuTh cpasy XKe M0CiIe HOpMaIU3alii KOHLIEHTPallui MarHusi B KPOBHU.

Oco0nIe I'pynIbl TanMEHTOB

Jlemu cmapwe 1 200a (macca mena dbonee 10 ke)
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10-30 mr maruus/kr Maccer Tena (0,4—1,2 MMOJTE MarHISI/KT) WA 1—4 CTHK-TIAKeTa.

CyTounyto 103y cieayeT pa3enuTh Ha 2—-3 npuema.

Jledenue creyer IpeKpaTuTh Cpasy ke Mociie HopMalIu3alui KOHIIEHTPAllui MarHusi B KPOBU.
Tlayuenmul ¢ noyeunol HeOOCMAMOUHOCHBIO

[TanmeHTel € MOYEYHOW HENOCTATOYHOCTBIO CPEOHEH CTENEHU TSKECTH JOJDKHBI NPUHUMATh
npenapar ¢ OCTOPO’KHOCTBIO, TMOCKOJBKY €CTh PHCK pa3BUTHs THUINEpMarHueMuu (MHEGOpPMAIIHIO
OTHOCHUTEIIbHO MAlIMEHTOB C TSHKEJIBIM HapylieHneM (QyHKIUU MoYeK cM. B pazfene 4.3).

Cnoco0 IpuMeHeHus

[Ipenapat Marne B6 npeanasHaueH aJi npueMa BHYTpb.

[IpuHEMAaTH BO BpeMsl €1Ibl.

[lepen mpueMoM cofepKUMOE CTUK-TTaKeTa CIIEeAYET paCTBOPUTH B MIOJIOBUHE
CTaKaHa BOJBI.
4.3. [IpoTuBoONOKA3aHUS
e [unepuyyBCTBUTENHHOCTD K JEHCTBYIOIIMM BEIIECTBAM WJIH K JIIOOOMY M3 BCIIOMOTATEIbHBIX
BEILIECTB, IEPEUUCIICHHBIX B paznene 6.1;
e [loyeunas HEOCTATOYHOCTD TSKETION CTENeHH (KIMpeHC KpeaTuHnHa MeHee 30 MiI/MuH);
e Jlerckuit Bo3pact a0 1 roaa;
e  OaHOBpEMEHHBIN MPUEM JICBOIOIHI (CM. pa3aen 4.5).
4.4. OcoOble yKa3aHUs U MepPbI MPETOCTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOXKHOCTHIO TPUHUMATD:

- IpU TIOYEYHOHN HEJIOCTATOYHOCTH CPEAHEN CTENEHH TSHKECTH (PUCK Pa3BUTHS TUIIEPMArHUEMUN ).

Oco0snle yKa3aHus

B cnyuae Tspxenoii crenenu neHUIMTa MarHus WM CHHIpOMa MaiibabcopOLMH, IedYeHne HaUnHAIOT
C BHYTPUBCHHOI'O BBCACHUS NIPCIIaAPaATOB MAarHus.

B cnyuae comytcrBylomero aeduuura Kaablus PeKOMEHIYETCs yCTpaHUTh Ae(DUIUT MarHus 10
Hayaja npuemMa MpenapaToB KajablUs WM MUIIEBbIX 100aBOK, COAEPKAIINX KaJbIUH.

[Ipu dvacToM ynorpeOieHuH CIaOUTENIBHBIX CPEACTB, AJIKOTOJs, HANPSIKCHHBIX (U3HUYECKUX H
MNCUXUYCCKUX Harpy3kax HOTpGGHOCTB B Marauuv BO3pacCTacT, 4YTO MOKCT IMPUBCCTH K PA3BUTHUIO
nedunuTa MarHusl B OpraHusme.

[Ipu mpuMeHeHnn TUPUIOKCHHA B BRICOKHX J03aX (0onee 200 Mr B CyTKH) B T€UCHHE JJIUTEIHHOTO

BpPCMCHHA (B TCUCHUC HCCKOJIBKUX MCCALCB HWIH J'IGT) MOXKCT PAa3BUTLCA CCHCOPHAs aKCOHAJIbHAA
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HelponaTusi (OCHOBHOM CHMITOM XPOHHUYECKOIO 3JIOyHOTPCOJICHNS NHUPUIOKCUHOM), KOTOpas
COMPOBOXKAACTCSI TAKUMU CHUMIITOMaMH, KaK OHEMEHHME U HapyLIEHUs MPONPUOLECITUBHON
YYBCTBUTEJIBLHOCTH, TPEMOP IUCTAIBHBIX OTIEIOB KOHEYHOCTEH M IMOCTENEHHO pa3BUBAIOLIAsICS
CEHCOpHas aTakcusi (HapylIeHHs KOOpAMHALIMU JBIKEHUH). DTH HapylIeHUsS OOBIYHO SIBIISIOTCS
00paTHMBIMU U MIPOXOST MOCIIE TMPEeKpaIleHusl IprueMa MUPUA0OKCHHA.

BcroMorarenbHBIE BEIIECTBA

Marne B6 pactBop 1151 mpreMa BHYTPh COACPKHUT IUCYIbGUT, KOTOPBIA U3PEKa MOKET BBI3bIBAThH
WIM yCWIMBaTh TMPOSIBICHUS  AJUIEPTMYECKMX  pEaKkUuid, BKIKOYAass TsKEIblE  pEeaKUuu
THIIEPUYBCTBUTEIBHOCTH U aHA(DUIAKTHUECKUE PEaKIUH, B TOM 4HCIe, OpOHXOCMa3M, 0COOEHHO y
MAlUEHTOB IPYIIIBI PUCKA.

4.5. B3aumopaeiicTBMe ¢ [PYrMMH JIEKAPCTBEHHbIMH MNpenapataMu W Jpyrue BHAbI
B3alMOJeliCTBUSA

C neBojionoi

[Ipu ogHOBpeMeHHOM MpUMeHeHUH mpenapara Marne B6 u neBojonsl B 103e 5 Mr uiam Oosblie
yMeHbInaTes 3QdexTsl jgeBojonsl. [lo3ToMy y mamnueHToB, NPUHUMAIOIIKX JIEBOJIOMY, Mpenapat
Marne B6 ciemyer Ha3HauaTh OJHOBPEMEHHO C WHTHOWTOpaMu TMepudeprUdIecKol aora-
neKkapOoKCHIasbl.

C openaparaM, coaepxkammmu Gocdarel, CONU KaablUs WIK MOHEL JKejie3a

OnHoBpeMeHHOE MPUMEHEHHE MTPernapaToB, coaepKamux Gocdatel, CONM KaabIUs LU HOHBI JKee3a
HE PEKOMEHYeTCs, IOCKOJIbKY TaKHe MpernapaThl CHUKAIOT BCAChIBAHWE MarHus B KUILIEYHHKE.

C reTpanmkiangaMu (g IprueMa BHYTPB)

[Ipenapat Marue B6 cnenyer Ha3HauaTh, 10 KpaliHEeN Mepe, HE paHee YeM uepe3 3 yaca [ociie npuemMa
TeTPALMKINHA BHYTpPb (TaKk KaK IpernapaTbl MarHus yMEHbBIIAIOT BCAChIBAHHE TETPALIMKINHOB).

C xuHoJI0HAMH

XVHOJIOHBI ClIeyeT Ha3HayaTh, 10 KpailHel Mepe, 3a 2 yaca 10 WM 4epe3 6 4acoB Iocie mpuema
npenapata Marue B6 s Toro, uto0b! n30€KaTh HapyIIEHUS BCACBIBAHUS XMHOJIOHOB.
Uccnenoanus B3aMMOACHCTBHS HE TPOBOIUIHUCE.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

Kimandeckuit onmbIT MpuMEHEeHHS pernapara y J0CTaTOYHOTO KOJIHMYeCTBa OepeMEHHBIX KCHIIUH HE
BBISIBUJT KAKOTO-TM00 HEOIAronpusTHOTO BIUSHUS HA BOSHUKHOBEHHE TTOPOKOB Pa3BUTHUSA TUIOA WIH

(heTOTOKCHYECKOTO JCHCTBUS.
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[Ipenapat Marae B6 Mo>keT npuMEHATHCS B IIEPUOJ OEPEMEHHOCTH TOJIBKO 1IpH HEOOXOAUMOCTH 1
10 PEKOMEHIalliu Bpaya.

Jlakranus

Marnuil npoHukaer B rpynHoe Mojoko. Crnenyer u3derarb NPUMEHEHHs Ipenapara B IEpPHOA
JaKTalMy U KOPMIIEHUS TPYIbIO.

4.7. BansiHMe Ha CHOCOOHOCTH YNPAaBJATHL TPAHCIOPTHBIMH CpeACTBAMHM H padoTaTh C
MeXaHM3MaMH

He Bnusier. OcoObIX peKOMEHIaIHil HET.

4.8. He:xkesnaTesibHbIE peaKIIUU

TabauyHoE PEe3IOME HEXKENATEIbHBIX DEAKIIUN

HexenarenbHble sIBICHUS MPEICTABICHBI HIDKE MO KiaccaMm cuctembl opranoB MedDRA u wactore
Pa3BUTHSI, HA OCHOBAaHUH JIAHHBIX TOCTPETUCTPALIMOHHOTO IPUMEHEHHUSI ITpernapara.

YacroTa Pa3BUTHUA HCKCIATCIbHBIX SIBJICHUU onpeaciaiach CICAYHOUIUM 06pa30M: OY€Hb YacToO
(>10), gacro (>1/100, <1/10), meuacto (>1/1000, <1/100), penko (> 1/10000, <1/1000), oueHs peako

(<1/10000), gactoTa HEM3BeCTHA (M3-32 HEIOCTATOUYHOCTH JTAHHBIX ).

CucTeMHO-OpPraHHbIi KjIace Yacrora HexenarenbHble peakuuu
Hapywenus  co  cmoponwvl YacroTa HEU3BECTHA Peakuu MOBBIIICHHOU
UMMYHHOU cucmembl YyBCTBUTEIBHOCTH,

AJUICPruiICCKUC pCaKkum, B TOM

qucie, OpoHXocHasmM

Hapywenus  co  cmoponwi YacroTa HEU3BECTHA Koxnbie peakuuu
KOJMCU U NOOKONCHBIX MKAHell (kpanuBHHIIA, 3y]T)
Kenyoouno-kuuieynvie YacroTa HEeU3BeCTHA Huapesi, 00J1b B )KHBOTE
HapyweHus

Coobuenus o no0o3pesaemvlx HexHcelamenbHblX PeaKyusx

BaxxaHo coo0maTh 0 moJj03peBacMbIX HeXeNaTeIbHBIX PEAKIUX MTOCIIE PErHCTPAIlUH JICKAPCTBEHHOTO
npernapara ¢ IeNbl0 00ECIeYeHUs] HEMPEePHIBHOTO MOHUTOPHHTA COOTHOIICHHS «ITOJIb3a—PUCK)
JICKapCTBEHHOTO Tpernapara. MeIuIMHCKIM paOOTHUKAM PEKOMEHIYeTCsS COOO0IIaTh O IOOBIX
MOJIO3PEBACMBIX HEXKENATEIbHBIX PEaKIMsIX JIEKApCTBEHHOIO Tperapara uepe3 HallOHAIIbHBIC
CHCTEMBI COOOIIEHHSI O HEXKENATeIbHBIX PpEaKIUsAX TOCylapcTB - UWICHOB EBpa3nuiickoro
9KOHOMHYECKOTO COI03a.

Poccuiickas Denepanus
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®denepanbHas Ciryx0a 1Mo Haa30py B chepe 31paBOOXPaHCHIS
109012, r. Mocksa, CnaBsinckas mit., 4, ctp.1

Ten.: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru
Wntepuer-caiit: https://roszdravnadzor.gov.ru

Pecny6auka Benapycs

VII «lleHTp 3KcnepTU3 U UCHBITAHUHN B 3JPaBOOXPAHECHUN)

220037, r. Munck, ToBapuilieckuii nep., 2a

Ten.: +375 17 242 00 29

@axc: +375 17 252 53 58

DnekTpoHHas noyrta: repl@rceth.by

WNurtepuer-caitT: http://www.rceth.by

4.9. Ilepeno3npoBka

CuMITOMBI

[Tpu HOpManpHOM (QYHKUIMM MOYEK MEpPEAO3UPOBKA MArHus MPHU €ro MpueMe BHYTPh OOBIYHO HE
MPUBOJIUT K BOBHUKHOBEHHUIO TOKCUYECKUX peakiuii. OIHaKo B cily4ae MOYeyHOW HeTOCTaTOYHOCTH
BO3MOJXHO pa3BUTUC OTPABJICHHUA MAarHUCM.

CHUMIITOMBI MEpCAO3UPOBKH, BBIPAKCHHOCTDb KOTOPLIX 3aBUCHUT OT KOHICHTPAIIUHU MArHus B KPOBHU:
CHI)KEHHE apTepuaIbHOrO JIaBJICHUS; TOIHOTA, PBOTA; YTHETEHHUE LIEHTPAJIbHON HEPBHOM CHUCTEMBI,
CHIKEeHHE pe(IIeKCOB; N3MEHEHHUS Ha SJIEKTPOKapIUOTrpaMMe; YTHETEHHE IbIXaHU s, KOMa, OCTAHOBKA
CepALa U Napanuy JbIXaHWs; aHypPUYECKUI CUHAPOM.

JleueHue

Perunnparanus, popcupoBanusbiii nuypes. [Ipu mouedHoi HETOCTATOYHOCTH HEOOXOAMM TeMOIUAITH3

NI HepI/ITOHeaJ'IBHHﬁ JHUAaJIN3.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHe CBOMCTBA

dapMakoTepaneBTUYeCKas TpyIna: MHUHepaibHble [100aBKH; JpYrde MHUHEpallbHble J00aBKH;
npenaparsl MarHusl.

Kon ATX: A12CC.

MexaHu3M IeHCTBUS

Maruauii SBaISeTCS JKU3HEHHO BaKHBIM OJICMCHTOM, KOTOpBIﬁ HaxXoaUTCA BO BCEX TKAHAX OpraHHU3Ma
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¥ HEOOXOJMM JUI HOPMAJIbHOTO ()YHKIIMOHMPOBAHUS KICTOK, yUdaCTByCT B OOJBIINHCTBC pCakun

oOMeHa BemiecTB. B yacTHOCTH, OH y4acTBYeT B PeryJisilluu Iepelaud HEpBHBIX MMITYyJIbCOB U B
COKpallleHuu Mblil. OpraHu3m Mojy4aeT MarHui BmecTe ¢ numied. Hemocrtatok maraust B
OpraHu3Me MOXKeT HaOJII0JaThCs MPU HAPYIICHUU PEeKMMa MUTAHUS (IUeTa) WM MPU yBEIUYCHUH
HOTp€6HOCTI/I B MAarHvu WK IpH ,Z[I/IC6aJIaHCG MOCTYIUICHUS Mar"Hvus B OpTraHHU3M (B TOM YHCIIC
ONnoCpCAOBAHHOM CHHIKCHHUU YPOBHA MArHuvs B MPOAYKTax HI/ITaHI/IH), MeTa6OJII/13Ma 1 BBIBCICHHNU
Maraus (HampuMmep, IpHU MOBBINICHHONW (U3UYECKOM M YMCTBEHHOM Harpyske, cTpecce, B IEpUOA
OEpEeMEHHOCTH, TTPU TPUMEHEHUU JUYPETUKOB).

IMupunokcun (ButamMuH Bg) yuacTByeT BO MHOTHX META0OJIMUYECKUX IPOLECCAaX, B PETYISIUH
MeTaboar3Ma HEpBHOM cuctembl. ButamuH Bg yiydinaer BcacblBaHME MarHusi M3 SKEIyIOYHO-
KHILIEYHOT'O TPAKTa U €ro MPOHUKHOBEHHE B KJIETKHU.

Marnu#i ¥ TUPUIOKCHH 00J1a1al0T CHHEPTUYHBIMH 3P heKTamMu.

5.2. apmakokuHeTHYECKHE CBOHCTBA

AOGcopbuus

BcacbkiBanne Marausi B >keIyJOUYHO-KHIIIEYHOM TpakTe cocTaBisieT He 6onee 50% oT mpuHrMaeMoit
BHYTPb JI03bI.

Pacnpenenenue

99% marHusi B OpraHu3Me HaxOAMTCS BHYTPH KiIeToK. [IpumepHo 2/3 BHYTPUKIETOYHOTO MarHHs
pacripeiensieTcss B KOCTHOW TKaHH, 1/3 HaxoIWTCs B IJIAJKOW M MOMEPEYHO-TIOIOCATON MBIIIEYHON
TKaHHU.

DIMMUHALIUA

Maruuii BBIBOJUTCS IPEUMYIIIECTBEHHO C MOYOH (110 MEHbBIIIEH Mepe, 1/3 OT mMpUHSATOM T03bI MarHus).
6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorateJibHbIX BellleCTB

Hatpus nucynsput

Harpus caxapunar

ApoMaTtu3aTtop BUIIIHEBBIN

ApoMatu3atop KapameabHbIN

Bopa ouniennas

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rognocTu
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3 roga.
6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh nipu Temnepatype He Boiie 25°C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

ITo 10 mn npenapara B cruk-naket u3 PET-Alu-PET-PE. [lo 10 cTuk-nakeToB BMECTe ¢ JTUCTKOM-
BKJIQJIBILIIEM ITIOMEIIAIOT B KAPTOHHYIO MMAUKY.

6.6 OcolObie Mepbl MPEIOCTOPOKHOCTH NPH YHHUUTOKEHUH HCIOJIH30BAHHOIO JIEKAPCTBEHHOI0
npenapara Uil 0TX0[0B, MOJYy4YeHHBIX MOcJe MPUMEHEeHHs JeKAPCTBEHHOI0 Mpenapara ujiu
padoThI ¢ HUM

Het oco06bix TpeOoBaHUil K yTHIN3AINH.

7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YIOCTOBEPEHUSA

Benrpus

Omnemna Xenckea Kommepmuan JIta./ Opella Healthcare Commercial Ltd.

1138 Budapest, Vaci ut 133. E. ep. 3. em.

7.1. [IpencraBuTeib AepKaTessi PeriCTPAIMOHHOIO YA0CTOBEPEHUs

[IpeTen3un moTpedbuTeNel HAPaBIATh MO aAPeCy:

Poccuiickas Denepanus

000 «Omnenna Xenckear»
Poccuiickas @enepanus, 125375, r. Mocksa, yi. TBepckas, 22.
Ten.: +7 (495) 721-14-00

Pecny6auka Benapyces

[IpencraBurensctBo AO «Hmkeropoackuit xumuko-gpapmareBTuueckuii 3asoa» (P®) B PecriyOmnmke
bemapych

Pecniy6ommka benapycs, 220113, Munck, yi. Aky6a Komaca, 1.73/3, 4 stax, momenieHue 6.
Ten./akc: + 375 (17) 358 06 61

OnextponHas noyra: PVEurasia@stada.kz

8. HOMEP PEITUCTPAIMOHHOI'O YAOCTOBEPEHHUA

9. JATA MEPBOM PETUCTPAIIUM (MIOATBEPXKIEHWS PETUCTPAILIUN,
NEPEPETUCTPAIIN)

JlaTa nmepBoii peructpanuu:
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10. JATA IIEPECMOTPA TEKCTA

OO0mas xapakTepuCTHKa JICKapCTBEHHOT'O Tpernapara JOCTylTHa Ha HHGOPMAIIMOHHOM IOpTaje

EBpasuiickoro 3KOHOMHYECKOTO cOr03a B HMH(OPMAIMOHHO-KOMMYHHMKAITMOHHOW cetu WHTepHET

http://eec.eacunion.org/.
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