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Perucrpanmnonnoe yiocrosepenue

eKaPCTBeHHOTO npena%Jg_uo%fl%eugﬁlg{ljcxoro “p“MEHEHHﬂ
~ - ol l‘ 0 )

(HOMEp PErHCTPALIHOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO Npenapara)

)
MHHHCTEPCTBO 3/IPABOOXPAHEHH
POCCHUCKOM OEAEPATINH

B co0TBETCTBNM C [TPABIIAMH PETHCTPALNH it IKCTIEPTH3LI JICKAPCTBEHHBIX CPEACTB LIS Memaunncxd
NPHMEHEHHS, HACTOALILEE PErHCTPALHOHIOE YAOCTOBEPEHHE BbIAAHO: it}

3Haumenoaauue AepAaTeNs

CrHCTPAUHOHHOr0 YAOCTOBEDCHMA:

000 "266Bu", Poccus

ISR

MAAMAALACAM AL AL

o

“Alpec AepiKaTens perucTpauHoHHoro

yaocrosepenns:

4114
125196, r. Mocksa, ya. Jlecuas, A. 7, atax 4, (OM;

Jlata pernctpaunu:

21.12.2023 2

1 JlaTa HCTEYEHHS CPOKa AeiCTBHSA
| PErueTPANMOHHOIO YA0CTOBEPEHHS!

}.laTll NOATBEPKACHHS PEernucTpauHy
(mepeperncrpaunu):

| laTa Buecenns n3meHeHmi
| (nepeogopmiieHHst) B perucTpaunonnoe
| yaocroepenne:

LA AL L LA LLLLAL

-7 | Jlata peructpaunn B pedepeHTHOM
| rocynaperse:

21.12.2023

5 u:m}n’rsepxmaer YTO NEKAPCTBEHHbII NPenapar 3aperucTpUpOBaH H Pa3spellieH K MEAHLIMHCKOMY npumcue

Poccniickoii ®enepauun

(rocynapctso — wieH EBpPa3sniickoro 3KoHOMHMUECKOTO CoK03a)

Mudopmanna o 3aperincTpHpOBAHHOM NEKapCTBEHHOM Npenapare

Toprogoe HAHMEHOBAHHE JIEKAPCTBCHHOTO

| mpenapara:

Magsuper :_."‘

."Mmyllapl)}llloe.HOIISITEHTI‘IBHHHDE
| manmenosanne (MHH), nan obwenpunsiroe
/(rpynnupoBoYMHOE) HAHMEHOBAHNE, HIH

HMUYECKOE HANMEHOBANNHE AKTHBHOI
apMaieBTHYecKoii cybeTanumn

(npn oTeyrersun MHH):

IMnexanpesup + [NMuGpentaceup

Jexapersennan gopma:

TaBAeTKN, NOKPbIThIE MAEHOUHOH 000NOYK

5“ 1 Mosuponka(-u):

100 mr+40 mr _—

| @opma(-b1) Bemycka:

TabNeTkn, NOKPLITHIE MIEHOYHOI 060n0uKoil, 100-M
+ 40 mr (6amncrep) 3 x 28 (nauka xap‘rouuax) =
Vnakoska "In bulk":

TabAeTKH, NOKPbIThIE MieHounoi 0Gonoukoii, 100 M
+40 mr (Gnncrep) 3 x 28 (nauka KapToHHan) :

CocTap JIeKAPCTBEHHOTO Npenapara:

IKCTpyAat raexkanpesupa (rekanpesip 100.0 ML,
BeroMoraTelbible BeltecTsa (konosuaoH K 28, I)~r

anb(pa-1okopeposia MaKporoaa cyRy Bz MH}HI:
JIHOKC UL acommnnuuﬁ)) 3|cc'rpyua'r mn

RASALLY hAALLL

YT TTTTOvTY AT LA L AAAAALAL




CYKUHHAT, NPOMUACHTINKONA MOHOKAMPHIAT T
KPEMHHS AMOKCHA KOJUTOMAHBIIT), acnomoramg ‘
BELLECTBA (KPEMHMA AHOKCH KOJIOMAHBIL,
Kpockapmes103a HaTpHA, HATPUA creapuidymapar,
obonouka nieHoyHan [nneHousoe [OKPBITHE
Onanpaii 11 pozossiii (Opadry® I1, 32F240023)
(runpomesinosa 2910, nakrossi MOHOTHAPAT, THTaHa
AHOKCHA, Makporon 3350, xeneia okcu KpacHstii)])

14 | Cpok roanocru:

5 ner

Hudopmais 0 nponssoanTee 1eKapeTBEHHONO Mpenapara (HasBanns u azpeca MPOH3BOACTBEHHBIX IIOWANOK, |
YHACTBYIOLHX B NPOLECCE PON3BOACTBA JIEKAPCTBEHHOrO Npenapara) i

Ne | Craaus npoussoacrsa
(BCe yuacTHUKH
APON3BOACTBEHHOIO
npouecca)

Hassanne oprannsaumnn

Ajpec npoH3BOACTBEHHOI NIOWAIKH

I [Tpoussonctso rotosoii
JIEKAPCTBEHHOI opMBbl

Mypuse JIbGopatopus Aiipnana
JInmuren, Mpnanaus/Fournier
Laboratories Ireland Ltd, Ireland

Dunrpoys, Kappurtsoxian, Ko. Kopk,
Hpnanans /Anngrove, Carrigtwohill,
Co.Cork, Ireland

2 | Mepuunas ynakoska

266Bu doitunana I'M6X u Ko.

KT, l'epmanna/ AbbVie Jhonsurcxade, lepmanus
Deutschland GmbH & Co.KG., /Knollstrasse, 67061 Ludwigshafen,
Germany Germany

Knosnswpacce, 67061

3 | Bropuunas ynakoska

AKULHOHEPHOE 001LECTRO
"OPTAT" (AO "OPTAT"),
Poccus

157092, Koctpomckas 06m.,
Cycanunckuii paiton, ¢. CeepHoe, MKp.
XapHTOHOBO

4 | Bropuunas ynakoska

266Bu Hoitunana 'm6X n Ko.
KT, l'epmanns/ AbbVie
Deutschland GmbH & Co.KG,
Germany

Kuonnbltpacce, 67061
Jhonsurcxaden, l'epmanns
/Knollstrasse, 6706 Ludwigshafen,
Germany

5 | Beinyckatouunii
KOHTPOJb KauecTsa

AKunonephoe 06iecTso
"OPTAT" (AO "OPTAT"),
Poccua

157092, Kocrpomcxkas oba.,
Cycannncknii paiion, c. CeBepHoe, Mkp.
XapuToHoBO

6 | Buinyckawuwmii
KOHTpONbL KauecTsa

266Bu Jloiiunana I'm6X u Ko.
KT, l'epmanus/ AbbVie
Deutschland GmbH & Co.KG, .

Germany PET Y

Knonnsuwrpacce, 67061
Jhonsurcxaden, epmanus
/Knollstrasse, 67061 Ludwigshafen,

3amecrurens Munncrpa

Ly

(noarucs)

. CB I'naroner

¥




N=(004106)-(PT-RU) o1 21 12 202 COOTBETCTBYET SKCMEPTHOMY OTUYETY
ot 18.12.2023 N= 264594
JICTOK-BKIAABIN — HHpopMansiin matgren . | 2HOCTE 0002)

Magupert, 100 mr + 40 mr, Tabaerkn, MOKPBITHIE IJIEHOYHOI 000/104K0ii
JleiicTBy1o1Me BEIIECTBA: TIIeKANPEBHP + NUOPEHTACBHD.

l'[epen NMpHEMOM Npenapara noJiHoCThbIO HPGWHTaﬁTE JIHCTOK-BRJIA/1bI1, IIOCKOJILKY B HEM
co/iep:kaTcs Baxublie A Bac cBenenus.

* Coxpanure JnCTOK-BKIa b1, BosmoxHo, Bam notpeGyercst npouuTaTh ero eiue pas.
¢ Ecany Bac BO3HHKIIN 10TI0JIHUTEBHBIE BOTIPOCHI, 0GPATHTECH K Jlieyaliemy Bpauvy.

* [Ilpenapar nasnauen mmenno Bam. He nepenasaiite ero apyrum mogsm. OH Mosxker
HABPEIHMTH HM, JIaXKe €CIIM CHMITTOMBI MX 3a00JIeBaHis COBIIAIAIOT ¢ Bamumu,

* Ecmn y Bac Bosuukiu kakue-nmnGo HexenarenbHble Peakiu, 00paTHTech K jedamemy
Bpayy. JlaHHas peKOMEH1aIs PACIPOCTPAHAETCS Ha JI00bIC BO3MOKHBIC HEKEIATEIbHBIC
peakiLuH, B TOM YHMCIIC Ha HE MIEPEUHCIICHHbIC B pasjene 4 IHCTKA-BKIIabIILIA,

Coaepikanne JIHCTKA-BKJIAbIIIAS
1. Yro u3 cebs npexncrapisier npenapat MaBuper, u JUis 4ero ero HPUMEHSIOT

2. O yeM criestyer 3HaTh 1epe/l IPUEMOM npenapata Masuper

(8]

[Ipuem npenapara Masuper

4. Bo3MoxHble HexenaTebHbIe peaKuuM

n

Xpanenue npenapara Masuper

6. CouepxuMOe YITaKOBKH M IPOYHE CBEICHNUS

1. Yo u3 cebs npeacrapisier npenapat MaBuper, H /ISl 4ero ero NPHMeHSIIOT

[Ipenapar Masuper conepxut 1Ba JCHCTBYIOIMX BEUIECTBA — [JICKATPEBUP M MHOPEHTACBHD,
KOTOpBIC OTHOCATCA K TPYIIIE IPOTHBOBUPYCHBIX cpeacTB i jieuenus renatura C. lenatur C —
9TO MH(EKLUMOHHOE 3a6071eBaHNe, BBI3BIBACMOE BUPYCOM renatuta C, KOTOpPOe MOKET MPUBECTH
K TOBPCHKICHUIO TEUEHH C TeYCHHEM BpeMeHu. M3BecTHO TakkKe O JAPYrMX CHMITOMAX, He
CBSI3AHHBIX C [IEYEHBIO, KOTOPBIC MOXKET BbI3bIBaTh BUpYC renaruta C.

IMoxkasanusi K npuMeHeHHI0

IIpenapar MaBupeT npuMeHseTCs y B3POC/IBIX H AeTei B Bo3pacte oT 12 JeT wim y jgereil B
Bo3pacte 10 12 siet ¢ maccoii Tesa ot 45 Kr JUIs JiedeHHs XpoHuueckoro renarturta C.

Crniocod neiicreus npenapata Masuper

IIpenapar Mapuper ocTaHaBiMBaeT pa3MHOMkeHHe BHpyca rematuta C B KIETKax IMEYCHU H
IPEIOTBPALIACT 3aPAKEHHE HOBBIX KJIETOK. DTO NO3BOJISET MOJHOCTHIO YHHYTOXKHUTH BHPYC B
OpraHusme.



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 18.12.2023 N° 26494

Ecaun ynyumenue ne Hactynuiio, wind Bel yyséryere w%ﬁg&) %J@@WJ@M}I K

Bpayy.

2. O 4em caeayer 3HATH Nepe/] IPUEMOM npenapara Masuper
IpoTuBonokasanus
He npunumaiite npenapar MaBuper ecJin:

* y Bac awieprus na rnekanpeBup, NMHOPEHTACBHp HJM JIIOOBIC JPYrHe KOMIOHEHTbI
npenapara, epeyHc/IeHHbIE B pa3jiesie 6 JINCTKa-BKIIabIlIa;

* y Bac ects cepbesnoe nopaxenue neueHu (B JaHHOM CIIy4ae HeOOX0AMMa KOHCYIbTaLHs
Bauero nevamero Bpaua);

* Bl npuHMMacTe Kakoi-1100 U3 NepeuHCcIeHHbIX PernapaToB:

O arasaHaBHp (mpenapar, NPUMEHAEMBIH Ul JiedyeHHs HMHQEKLMH, BbI3BAaHHOI
BHPYCOM MMMYyHOie(uumnTa yenoseka [BUU-undekunnl),

O AaTOPBACTATHH MM CHMBACTATHH (IIpernaparbl, NPUMEHSEMBbIC Ui CHUKEHHS
YPOBHsI X0JIECTCpPHHA B KPOBH ),

O JjaburatpaHa dTekcuiaT (Npenapar, NPUMEHSEMbIH UIS Pa3KUKEHHs KPOBH W
npesoTBpalleHus o0pazoBaHus TpoMOOB),

© Tpenaparbl, COACPIKAIME ITHHHIICTPAAHOI (MPOTHBO3AYATOUHOE CPEACTBO, B
TOM YHCIIC BArHHAIBHBIC KOJIbLA, TPAHCAEPMAIBHbIC TUIACTBIPH U TAOJIETKH),

O pubaMIuuUH (Ipenapat, NPUMEHsEMbIIl 15l IEYCHHs HEKOTOPBIX HH(EKLIHil),

o KkapbamasenuH, QenobapOutan, (EHHTOMH WIM [(PUMHAOH (Ipenaparhl,
NPUMEHACMBIC UL JICYCHHS ONMIENCHH WM JPYTHX  HEBPOJOrHYECKHX
3abosieBaHmii),

© Ipenaparsl, COACpKaLIME 3Bepo0Oii npoabipsaBieHHbIH (Hypericum perforatum)
(pacTHTeNbHBIE NPENapaThl, IPUMEHAEMbIE [IPH JIETKOI AETIPecCHH ).

Ocolbie yka3zanusi 1 Mepbl IPEI0CTOPOKHOCTH
Ilepen npuemom npenapara MaBupeT NPOKOHCYILTHPYHTECH C JIEYAllHM BPauoM.
ITO 0COOEHHO BAKHO:

® ccaH y Bac ecth npoGiieMsl ¢ 11€4eHbI0, He CBA3aHHBIE ¢ rermatutoM C;

* ccan y Bac panee Obuia WM B HACTOSAIIMIT MOMEHT €CTh COMYTCTBYIOIIAS WHDEKIHS,
BbI3BAHHAsl BUPYCOM renatura B;

* ceciuy Bac caxapubiii quaber. Ilocne nayana kypea nedenns npenaparom Masuper Bam
MOKET noTpeboBarbes Gosiee TIIATENbHBIH KOHTPOJIb YPOBHS caxapa B KPOBH W/WIH
M3MCHEHHE CXEMbl JICHCHHA CaXapOCHWKAIOLMMM npenaparaMu. Y  HEKOTOPBIX
MALMEHTOB C CaXapHbiM AMAa0ETOM M0CNe Hayala JICYEHUs TpernapaTaMu, 1oJ00HBIMH
npenapary Masupet, HaG/IH01a/10Ch CHHKGHHE YPOBHS caxapa B KPOBH (THIIOTIHKEMHS).

Ecin Bbi He yBepeHbl, OTHOCHTCS /M 4TO-TO M3 [IEPEUHCIIEHHOTO K BaM, IPOKOHCYILTHPYIiTECH ¢
Bamum neaumm Bpayom npeskie, ueM HauHeTe IPUHUMATH Npenapat Maeuper.

AHanu3bel KPOBU
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Baui nievaumii Bpau MOKeT Ha3HAYUTH AHAIM3H KPOBHU %9&%&%%@%%%%@

JieYeHHs npenapatoM MaBuper [uisi TOro, 4TOObI OLEHHTH:

®  HEOOXOAMMOCTB M NMPOAOIKHTEILHOCTE JICUEHHS npenaparom Masuper;
*  S(PPeKTHBHOCTD JICUCHHs [IPENApaToOM Maguper, T0 ecTh nonHoe u3baBieHUE OT BHpYycCa
renatura C.

Jeru

He nasaiite npenapar aersim B Bospacte 10 12 ner ¢ Maccoii Tena meHee 45 Kr B CBS3M C
HEBO3MOKHOCTBIO 00eceuuTh pexuM J103upoBanns. [lis aereii B Bospacte ot 3 1o 12 ner ¢
Maccoi Tena o1 12 110 45 Kr 3aperucTpupoBana oTaenbHas popma npenapara Masuper — rpaHyibl.

Jlpyrue npenapatbl u npenapat Masuper

Coobumre seyauiemy Bpauy o ToM, 4T0 Bbl npuHMMaeTe, HEIaBHO NPHHUMAIH WM MOMKETE
HayaTh NPUHUMATh KaKHe-M00 Apyrue rnpenaparbl i OHOJOTHYECKH aKTHBHBIE T00ABKH K THILE

(BAJL).

910 0C0OEHHO BakKHO, €c/iH Bbl puHIMaeTe Kakoii-1160 13 nepeuuceHHbIX HIKE [IPENapaTos,
TaK KaK Bpavyy MOKeT noTpeboBaThCsi H3MEHHTb HX JI03Y:

® UMKIOCHOPHUH WIIM  TakpoJIMMyC (npemapaTbl, [pPHMEHsEMblE JUIS  MOJABICHHS
HMMYHHUTETA);

* JapyHaBup, 3(paBHpEH3, JIONHHABUP WM PHTOHABMD (IIpemapaThl, NPHMEHSEMbIC UL
neuenus BUY-undexim);

® JMIrOKCHH (Mpenapar, NpUMEHSEMBbIi JUls JIeYeHHsl CepJeYHOH HEeAOCTATOUHOCTH W3
IPyNIbl CEPACUHBIX INIHKO3H/I0B);

* (uyBactartuH, OBaCTaTHH, NIHTABACTATHH, IPABACTATHH HJIH PO3YBACTATHH (npenaparsl,
NPHMEHACMbIE JUUIsl CHHKCHHS YPOBHS XOJICCTEPHHA B KPOBH);

* BapdapuH WM JIPyrHE aHTArOHMCTH BuTaMuHa K (Tpemapartel, npHMeHseMble s
PasIKHKCHUS KPOBH M [PEJOTBpaLCHHs 0OpazoBanus TpomOos). [lpu oaHoBpeMeHHOM
NPUMEHCHUM npenapata MaBuper ¢ AanHbIMU npenapatamu Baun jevawmii Bpay Moxer
HAa3HAYATh JIOTIOJHHTE/ILHBIC AHAIN3bI KPOBH, Y4TOOB! MPOBEPHTD, HACKOIBLKO XOPOMIO Y
Bac ceprbiBaeTcs KpOBb.

bepeMenHoCTb H rpy/aHoe BCKapMJIHBaHHe

Ecin Bel Gepemennbl Ml KOPMHTE IPYIbIO, JymMaeTe, 4TO 3a0epeMeHeNH, HIilH [Jl1aHupyere
OepeMEeHHOCTb, Tepell HAuyaloM MPHUMEHEHMs npenapara NPOKOHCYJIbTUPYHTECh C JIeYalum
BpauoMm.

bepemenHoCTh

JlaHHbIC O IPUMEHEHNH IJICKANPEBHPA MM MHOPEHTACBUPA Y GepeMEHHBIX JKCHILHH OrPAHHYECHBL,
Ilepen mpuemom mnpenapara MaBupeT NpPOKOHCYILTHPYHTECh C JICUAlMM BPAavoOM, TAaK Kak
NpHUMEHEeHHe npenapata MaBupeT Bo BpeMs OEpeMeHHOCTH He PEKOMEH1yeTCs.

I'pyaHoe BckapMiIHBaHHE

He npunnmaiite npenapar Maguper, ecan Bol kopmure rpyasio. HeussectHo, MPOHUKAET JIK
TJIEKanpeBHp HIH MHOPEHTACBUP B rPyaHOE MOJIOKO. [TpH Heo6X0AMMOCTH npreMa npernapara B

3
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NEPUOJl TPYAHOTO BCKAPMJIMBAHHA CIELYET 6paTHTd&O§‘%QQBi%‘BEQEH&GJ &bgﬁggéa 0

NpeKpainieHuy KOPMIICHHS TPY/IbIO Ha NEPHO/ JICYEHHUS MPErapaToM.

Konrpauenuus

He npunumaiite npoTHBO3a4aTOUHBLIE MpENapaThl, COAEpKallHe STHHHIICTPAAHOI, BO BpeMs
JedeHus npenaparom Masuper.

Vupasjenue TPAHCHOPTHLIMH CPEICTBAMHE M padoTa ¢ MeXaHH3MAMH

[Ipenapat MaBupeT He OKa3bIBaeT MM OKa3blBAacT HECYLICCTBCHHOE BIHAHHME HAa CIIOCOOHOCTDH
YIIPaBJIATH TPAHCIIOPTHBIMU CpPEACTBaMU M paboTaTh ¢ MEXaHH3MaMH.

IIpenapar MaBupeT COAepPKUT JIAKTO3Y

Ecnu y Bac HenepeHOCHMOCTh HEKOTOPBIX caxapoB, 0OpaTHUTeCh K JiedalleMy Bpauy Iepen
NPUEMOM JaHHOTO JIEKaPCTBEHHOTO Npenapara.

3. Ilpnem npenapata MaBuper

Bceraa nmpuHuMaiiTe npenapar B MOJHOM COOTBETCTBHM ¢ PEKOMEHIALMAMH Jieyallero Bpaya.
IIpH nosiBIICHHH COMHEHHH, TOCOBETYHTECH C JICUAILIMM BPAuOM.

Pexomenayemasi 1o03a

Pekomenayemas Jo3a mnpenapata Masuper Uit B3pocibiX cocraBaser 3 TableTkd 1o
100 mr+40 mr (300 mr+120 mr) B oaut npueM 1 pa3 B CyTKH BO BpeMsl €/1bl.

I[Ipumenenue y aereii u NOJAPOCTKOB

Pexomenmyemas noza npenapara Masuper s jeTed B Bo3pacte oT 12 jer WM Juis JeTel B
Bo3pacte 10 12 nmer ¢ maccoii Tena oT 45 KI He OTJIMYAcTCs OT PEKOMEHIYEMOH J03bl UIs
B3POCIIBIX.

Ecnu pebenok, kotopomy TpeGyercs Kypc JedeHus npenapatoMm Masuper, Becut meHee 45 kr,
MPOKOHCY/ILTHPYHTECH € JIeYalliuM BPavyoM JUIs Ha3HaueHHs eMy npenapara Masuper B opme

rpa”y.
IlyTs 1 (Wian) cnnocod BBeIeHHS

Jlns mpuema BHYTPb.

TabmeTku CIIeAYeT TJIOTaTh LEIMKOM BO BPEMs €/ibl, HC Pa3’KCBbIBaTh, HC pa3/laB/JIHBaTh H HE
JIOMAarThb.

Ecin y Bac Bo3HHKJIA pBOTA MOC/E NMPHEMa Npenapara, 3T0 MOXKET IOBIMATL Ha COJEPHkKAHHE
npenapara MaBHpeT B KPOBH M TPHBECTH K CHIKeHHIO ero s¢dexkruBHocTH. Ecim psora
BO3HHKJIA MEHEe YeM uepe3 3 vaca 1nocje npuemMa npenapara, To IpHMHTE J0IO0JHHTEILHYIO 103y
npenapara. Ecnu pBora mpousonuia Oonee uem 4yepe3 3 yaca Iocje IpueMa Ipenapara, TO
NPHHUMATH AONOJHHTEIBHYIO 103y He TpebyeTcs.

Tlpononmn’renmocn Tepannu

[poaomkUTeIbHOCTE JICYeHusl IpenapaToM MaBuper onpeeseT eyaiii Bpay.
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Ecan Bl npunsiin npenapara Masuper 6oubiue, qekﬂ%@%HE” bHOCTE 0002)

Ecim Bel npunsum npenapar Masuper B 103e, Gombllie pPeKOMEHIOBAHHOM, HeMeLIEHHO
oOpatuteck k Bpauy. [10 BO3MOKHOCTH, BO3bMuUTE ¢ c0GOI YIIAKOBKY mpenaparta Masuper, 4To6s1
Bel Moryn nokasats Bpauy, uto Bul npunsm.

Ecau Boi 3266111 npunsite npenapar Masuper
Baxuo ne nponyckath npuem npenapara.

Eciu Boi Bee ke npornycTi npueM 103bl nipenapara, onpeaeinTe, cKoibko BPEMEHH TPOILLIO ¢
MOMEHTa MIPOIyCKa MOCJIEAHEro npuema rpenapara Masuper:

. Ecin ¢ MoMeHTa 3an1aHMpOBaHHONO, HO MPOMYIIEHHOIO HpHEMa npenapat Maguper,
npouuio meHee 18 yacos, mpuMmHTe 103y Npenaparta Kak MOKHO ckopee. Cneayioiyio 103y
npernapara npuMuTe B 0ObIYHOE BpeMs.

. Eciu ¢ MoMeHTa 3an1aHHpOBaHHOrO, HO MPOMYIIEHHOTO MpHEMA npenapara Masuper,
npouuio 18 wacoB umu Gonee, MOZONKIANTE CIEAYIOMIErO ILIAHOBOIO IpHEMa M NPHMHTE
Cenyroulyio 103y B 00br4Hoe Bpems. He npunumaiite asoiinyio 103y, 4ro6bi KOMIIEHCHPOBATh
MPONYLICHHYIO 103Y.

[py HaM4MKM BONPOCOB MO MPHMEHEHHNIO TIPenapaTa 06paTHTECh K JieyaiiemMy Bpauy.

4. Bo3amokuble HeKeJ1aTe/bHbIC peaKIuH

[TonobHo Becem  siekapcTBeHHBIM —mpemaparam, npenapat MaBHpeT MOKET  BbI3BIBATD
HEKENATe/IbHbIC PEAKIHH, 0IHAKO OHH BO3HHKAIOT HE Y BCEX.

Mpekparute npuem npenapara MaBuHper W HeMeIJICHHO obparuTech 3a MeIHUHHCKOI
NOMOLIBIO B Clyyae BOZHHKHOBeHHs Y Bac npu3HakoB nepeuMc/ieHHBIX HHKE THAKEIBIX
HEKeJIATEeNbHBIX PeakuMii:

Penko (moryr Bo3uukarts ne 6osee uem y 1 yenoBeka us 1 000):

® BHE3anHas c1aboCTh WM OHEMEHHE B PYKe H/HIIH HOT'e, BHE3ATTHOE HAPYILICHHE PEYH H/HiTH
€C TIOHMMAHHMsA, BHE3aNmHas TIOTEPS  PaBHOBECHA, HAPYLNICHHE KOOPIHMHALMH,
FOJIOBOKPYIKCHUE HJIM TOTEPS. CO3HAHHMS (NPU3HAKH KPAaTKOBPEMEHHOTO HApYLICHHS
MO3rOBOTO KPOBOOOPALIECHHS, H3BECTHOTO KaK TPAH3HTOPHAs HILIEMHYECKAs aTaKa).

Yacrora Hen3BecTHA (MCXO0A8 M3 HMEIOIHXCS TAHHBIX YacTOTy BO3HHKHOBEHHS ONpPeIeIHTh
HEBO3MOIKHO):

® OBICTPO Pa3BHBAIOIIMIACA OTEK JHIA, TYD, BEK, S3bIKA HIIH ropia, 3aTpyJIHeHHE JIbIXaHHs
WM TJIOTaHHA, OJBINIKA (NPU3HAKM OCTPOH aIepru4ecKoil peakiMu, M3BeCTHOM Kak
AHTHOHEBPOTHUYECKUI OTEK).

/Apyrue Bo3MokHbIE HeKeIATeIbHbIE PEAKIHH, KOTOPbIE MOTYT HA0/II0AATHCS NpH NpueMe
npenapara MaBuper:

Ouenb uacro (MoryT Bo3uukath y 6oJee yem 1 uesoexa us 10):

® roioBHas 00k,
®  YTOMIIAEMOCTD.
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Yacro (MOryT BosHHKATH He Goaee yem y 1 ugnopexal WP f0)=LOEATENBHOCTE 0002)

® TOLIHOTA,
® OKMJIKHI cTyn (auapes),

®  BLIPAXKEHHAsA yCTAIOCTh (ACTCHMA),

®  [MOBBIIICHHE 3HAYCHHU: 1a0OPATOPHOro TecTa (PyHKUMH neueHu (OumnpyOuH).

Yacrora Hen3BecTHa (HCXOI5 M3 HMEIOIIHXCS JAHHBIX YACTOTY BO3HHKHOBEHHS ONPe1e/IHTh
HEBO3MOKHO):

e 3y

Coobmenne 0 HesKeIaTEAbLHBIX PeaAKIUAX

Ecnn y Bac Bo3HukaroT kakue-nudo HeKenaTelnbHble Peakiiii, IPOKOHCYIbTHPYHTECH C BPAUYOM.
JaHHas pekoMeHJaLMs pacrpocTpaHaeTcs Ha Jo0ble BO3MOYKHBIC HEKENATE/IbHbIEC PEaKlHH, B
TOM 4YHCJIE Ha HE IIEPEYMCIICHHBbIE B JIMCTKE-BKJIAJbIilie. Bbl Takke Moxere coOOLUTL O
HEXENATENIbHbIX PeakuusX B MH(POPMANMOHHYIO 0a3y JaHHBIX 10 HEKEIATEJIbHBIM PEaKIUIM
(neficTBUAM) Ha JIEKApPCTBEHHBIC TpPEnaparbl, BKIOYas cOOOMWEHHS O HeIPPEKTHBHOCTH
JICKAPCTBEHHBIX [1PENApaToB, BbIABICHHBIM Ha TEPPUTOPHH rocyaapcTsa — wiena EBpasuiickoro
3KOHOMHYECKOro coto3a. Coobiias o HexenaTebHbIX peakiusix, Bol momoraere cobpars Goiblie
CBe/leHHi 0 Oe30MmacHOCTH npenapara.

Poccuiickas deneparms
@enepanbhas ciayxkba 1o Haazopy B chepe 3apaBooxpanenus (Poc3apasuanzop)

109012, r. Mocksa, CnaBsinckasi uiommaipb, 1. 4, crp. |
Tenedon: +7 800 550-99-03
Ou. noura: pharm(@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

Pecniybnuka Kaszaxcrau

PI'TT na IXB «HaunoHajbHbIi LEHTP IKCINEPTH3bI JIEKAPCTBEHHBIX CPEACTB M MEIMIIMHCKHX
u3enuiiy  Komurera meaumuHckoro - (apmaueBTHYECKOro KOHTposisi MuHHCTepcTBa
3apaBooxpaHeHus PecnyOnukn Kasaxcran

010000, r. Acrana, paiion baiikonslp, yi1. A. Umanosa, 13 (BLl «Hypcayner 2»)

Tenedon: +7 7172 78-98-28

1. noura: pdlc@dari.kz

https://www.ndda.kz

Pecnybsmka Benapychb

VII «LlenTp 5KCHepTH3 U UCTIBITAHUI B 3JIPABOOXPAHEHHN»
220037, r. Munck, nep. Tosapuieckuii, 2a

Tenedon: +375-17-242-00-29

On. noyra: repl@rceth.by

www.rceth.by

Pecniybnuka Apmenus

AO3T «Hay4Hblii HEHTp IKCMEPTH3BI JIEKAPCTB M MEAMIMHCKHX TEXHONOTHI MM. akajeMuKa D,
["abpuensana»

0051, r. Epesan, np. Komuraca 49/5
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1. noura: vigilance(@pharm.am

http://www.pharm.am

5. Xpauenue npenapara Masuper
XpaHHTe Npenapar B HeOCTYIMHOM Julsi pebeHKa MecTe Tak, uToObl peOEHOK HE MOT YBHJIETh €ro.

He npumensiite npenapar nocie ucreuenus cpoka roaHocTH (Cpoka XpaHeHHs), YKa3aHHOTO Ha
KapTOHHOH nauke u Gnucrepe nocie cinos «lojgen n0:». Jlatoii meTeyenus CpPOKa TIOAHOCTH
ABJICTCS [TOCIJIEAHUH JICHb JIAHHOTO Mecsa.

Xpauute npenapar npu temneparype He Bbiuie 25°C.

He BuibpaceiBaiite npenapar B kanannsaumio. YTOUHHTE y  jevamiero Bpaya, Kak ciemyer
YTHIM3HPOBATH (YHHUTOKATh) Ipenapar, KOTopblii Gosiblie He norpedyercs. DT Mepbl 1103BOJIAT
3ALMTHTH OKPYKAIOMILYIO Cpejy.

6. Coaepkumoe yakoBKH M IIPOUHe CBeJeHHUSs

ITpenapar Masuper coaepxur
JeHCTBYIOIMMH BelIeCTBAMH SBIISIOTCS [TIEKATIPEBHP H nHOpeHTacBup.

Kaxcnas taGnerka, nokpeitas mieHo4Hoii 06010ukoit, coxepint 100 mr riekanpesupa u 40 Mr
nubpeHTacBupa.

[Ipounmu MHrpeMEHTaMH (BCIIOMOTraTeIbHBIMH BEIECTBAMMU) ABJSIOTCH: KOMOBHAOH K 28, D-
anb(a-ToKo(eposa MaKpOroia CyKUMHAT, KPEMHMs IHOKCH KOJUIOM/HBIM, KpOCKapMeIuio3a
HAaTpHs, HATPHs CTeapwipymapar, NPOMHICHINIMKOAS MOHOKanpuiaar tun Il ruieHounas
obosiouka Onazpaii II posossiii, (Opadry™ I 32F240023): runpomesioza 2910, 1aKTo3bi
MOHOTH/IpAT, THTAaHA IHOKCH, Makporon 3350, kpacHTelb jKeje3a OKCHI KPACHBIIL.

[Ipenapat MaBuper coneput naktosy (cm. paszaen 2).
Buewnuii Bua npenapara MaBupeT u CoAepRUMOe YIAKOBKH
IIpenapar Masuper npejicrasisier co6oit TabIeTKH, MOKPHITHIE TIEHOYHOI 060I04KOIA.

[Iponoarosarsie 1BOAKOBBINYKIIbIC TAGIETKH, IOKPBITBIE MIIEHOYHOIT 06OI0UKO PO30BOrO LBETA
¢ rpaBupoBKoi «NXT» Ha oHOIT cTOpOHE.

I[lo 3 TabneTkwu, NOKPBITHIE  [JICHOYHOMH 000J104KOIi, B OmmcTepe u3
MOJIMBHHHIIXJIOPH I/ TIOIMITHIEH/TONMXJIOPOTPHPTOPITHIIEHA H ATIOMUHHEBOI (JONTBIH.

[To 7 Gnucrepos BMECTE € JIMCTKOM-BKIA/IBILIEM B [Ta4Ke KAPTOHHOI, M0 4 MauKkH KAPTOHHBIX B
MavykKe KapTOHHOM.

Jep:karesib perucTpauHOHHOr0 Y10CTOBEPeH sl

Poccuiickas ®enepanus

000 «266Bu»

125196, r. Mocksa, yi. Jlecnas, 1. 7, tax 4, nomenuienue |
Tenedon: +7 495 258-42-77
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D11, moyTa: russia.info@abbvie.com

IlpousBoauTenn

9606Bu Jloitunana I'm6X 1 Ko. KI', I'epmanns / AbbVie Deutschland GmbH & Co. KG, Germany
Kuomnpmrpacee, 67061 Jhomsurcxaden, I'epmanns / Knollstrasse, 67061 Ludwigshafen,
Germany

HJIN

AO «OPTAT», Poccus
157092, Kocrpomckas 06:1., Cycanunckuii paiion, ¢. CeBeproe, MKp. XapHTOHOBO

3a mmoboii mudopmanneii 0 npenapare, a Takike B CJAYYasX BOZHHKHOBEHMS npeTeH3ui
cIelyeT ODPAATHLCS K MECTHOMY NPEICTABHTENIO JEPKATENsl PerncTpamHOHHOro
YAOCTOBEpeHHsi:

Poccuiickas ®enepauus u Pecnybanka Apmenus:

Poccus

000 «266Bu»

125196, r. Mocksa, yi. Jlecnas, 1.7, BI1 «bensie Campi», 3manue «A»
Ten.: +7 (495) 258 42 77

pv.russia.cis@abbvie.com

Pecny6auka Kasaxcrau:

IIpeacraBurensctBo komnanun « 6681 buodapmacsiotukanc 'M6X» B PecnyGnnke Kasaxcran
Anpec:Bll «Anaray I'panay», yn. Tumupssesa, 288, r. Anmater, 050040,

Tenedpon: +7 (727) 222-1481

DneKTpoHHas noyra:

kz_ppd_pv(@abbvie.com

Pecnybnuka benapyce:

Ipencragurenscrso komnanuu « 36681 buopapmacsiotikanc 'm6X» B Pecniy6iuke Benapychs
Anpec: 1-ii 3aropoanslii nepeynoxk 20, 09 stax, opuc 0919

Munck, Pecnybnuka Benapycs, 220073

Tenedon: +375 17 256 98 32

DJIEKTPOHHAsA 1OYTa: pv.russia.cis.@abbvie.com

JIMCTOK-BK/IA/ILII TIEpeCMOTpeH

IIpoune ucrouHNKH HHpOpMaLHK

llogpoGueie  cBeneHus © JgaHHOM — mpemapare  cojepikarcs Ha  BeG-caiite  Corosa
http://eec.eaeunion.org/




