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MUHUCTEPCTBO 3/IPABOOXPAHEHUS
POCCHUMCKOI ®EJAEPALIUN
PerucrpannoHnoe ylocropepenue

J'leKapCTBeHHO[‘O Ilpeﬂaﬂ%Tﬁ(%g‘%shgfﬂglrﬂggCKOFO NPHAMEHCHUS
-Ne -(PT-RU)

(HOMEp PervCTPaLMOHHOrO YA0CTOBEPEHHS JIEKAPCTBEHHOTO Npenapara)

1
B cooTBeTcTBUM C Hpaau.rlaMM perucTpauuu U 3KCNepTU3bl JIEKAPCTBEHHBIX CPEACTB A MEJ.IHI.IHHCKOT’
MPpUMEHEHHUs, HACTOsALLEE PErUCTPALMOHHOE yuoc*rosepeuue BbIJIAHO:

Haumenosanue aepkareis Hosapruc Osepcus MHBectmenTe AT, IIJBeﬁuapm
PEerHcTPAMOHHOIO Y10CTOBEPEHUS: Novartis Overseas Investments AG, Swnzerlaud /7

AJpec fepxaTeist perncTpauHOHHOro JinxTwitpacce 35, 4056 Basens, U.lBeﬁuapm/
YAOCTOBEpEeHHsI: Lichtstrasse 35, 4056 Basel, Switzerland

JlaTta perucTpaunm: 19.01.2024

Jlata ucTedeHUs CPOKa AefCTBHS 19.01.2029
PErucTPauHOHHOr0 Y10CTOBEPEHHSE:

JlaTa noaTBep>KACHHS] perucTpauHm
(mepeperncTpauuM):

JlaTa BHeceHHs1 H3MEeHeHHIi 19.01.2024
(nepeodopMJieHHsI) B perucTPallHOHHOE
yAOCTOBepeHHe:

Jarta pernctpaunu B pedpepeHTHOM 19.01.2024
rocyjapcrae:
U NOATBEPYKAET, YTO JIeKAPCTBEHHbII Npenapar 3aperncTpPUpPOBaH W pa3peLlieH K MEANLIMHCKOMY npnmeneﬂ
Ha TEPPHTOPHH:

Poccuiickoii Penepaunu

(rocynapcTBo — ujieH EBpasuiickoro 5kOHOMHMUYECKOro cok3a)
UHdopmauus 0 3aperucTpupoBaHHOM JIEKAPCTBEHHOM Mpenapare

ToproBoe HaHMEHOBAHHE JIEKAPCTBEHHOI0 Kaiienapa®
npenapara:

MexayHapoaHoe HeMaTeHTOBaHHOe Cunonnmon
nanmenosanue (MHH), nan obwenpunstoe
(rpynnupoBoOYHOE) HAMMEHOBaHHE, HIH
XHMUYecKoe HAaHMEHOBaAHHE AKTHBHOM
(apmaneBTHYeCKOH CyOcTAHUMM

(npn otcyrereun MHH):

TabNEeTKH, MOKPbITHIE MIEHOUHOH 000104KOH
0.25 mr, 2 Mr

TabneTKH, MOKPBITHIE MIIEHOUHOI 060104KOH, 0.25 M
(6nucrep) 12 x 1/10 (mauka kapTOHHas) y
TabNETKH, NOKPHITHIE IIEHOUHON 000N0UKOH, 2 M =
(6nucrep) 14 x 2 (nauka KapTOHHas)

VnakoBka "uH Oank":

TabaeTKH, MOKPbITHIE MIEHOUHOH 000NOUKOH, 2 M =
(6auctep) 14 x 10 (mauka KapTOHHAs)

CocraB JIeKAaPCTBEHHOr0 npenapara: cunoHMMona ymapar (CHNOHMMO, %‘/
KkucnoTa, cokpuctaii) 0.278/2. 224

JlekapcTBeHHasi popma:

Jlo3upoBKa(-H):

®opma(-bl) BbINYCKA:




Crpanuua 2 peructpauuontoro yaocrosepenus Ne JIH-Ne(004355)-(PI'-RU)

MUKPOKpUCTAIMYECKas, KPOCMOBUAOH (TUn A),
ravuepui aubereHar, KpeMHMs AMOKCUL,
KOJUTOUAHBIHA, 000s10uKa nmieHo4YHas [o6onouka
Premix 6esiast (MOMMBUHUIOBBIA CIIMPT YACTHYHO
FMAPOJIM30BaHHbIN, TUTaHa anokeun (E171), tanek,
JNeuuTHH coeBblit (E322), kamenb KCaHTaHOBas),
obonouka Premix kpacHas (MOJMBUHHUIOBBIH CIIUPT
YaCTHUYHO MMIPONM30BaHHBIH, KpacuTelb Keje3a
okcua kpacHblil (E172), TajibK, TEUMTHH COEBbIH
(E322), kamenb KcaHTaHoBas), 060a04ka Premix
yepHas (MOAMBUHWIOBBIH CIUPT YaCTUUYHO
TUIPOJIM30BaHHbIN, KpACUTENb XKeJe3a OKCHI YEPHBIH
(E172), Tanbk, neuntuH coesblit (E322), kamenb
KcaHTaHoBas) / 00oa0uKa Premix xenras
(NONMBHUHUAOBBIA CIMPT YaCTHUHO
TMAPOJM30BAHHBIN, KPACUTEb XKENE3a OKCHI KEThii
(E172), Tanbk, neuntuH coesblit (E322), kamenb
KcaHTaHoBas)])

14 | Cpok roanoctu: 2 roaa

WUrdopmauus 0 nponu3BOAUTENE JEKAPCTBEHHOrO Mpernapara (Ha3BaHus 1 aapeca MpOM3BOACTBEHHbIX MIOLIALOK,
y4acTBYIOLUMX B MPOLECCE MPOM3BOACTBA JIKAPCTBEHHOrO Npenapara)

Ne | Craausi npou3BoacTsa Ha3zsauue oprannsaunu Anpec npoH3BOACTBEHHOI MUIOWAAKH
(BCE y4aCTHHKH
NPOH3BOACTBEHHOT 0
npouecca)
1 [Tpou3BOACTBO rOTOBOH Hosaprtuc ®apma [lteitn Al addxayseputpacee, 4332 Llreiin, [Lseiiuapus /
AEKApCTBEHHOM GOPMBbI [1Iseiiuapus / Novartis Pharma Stein Schafthauserstrasse, 4332 Stein, Switzerland
AG, Switzerland
2 TlepBnunas ynakoska Hosapruc dapma [Utein AT, [apdxaysepuirpacce, 4332 Ulreiin, Hsefinapua /
Ll etiuapis / Novartis Pharma Stein Schafthauserstrasse, 4332 Stein, Switzerland
AG, Switzerland
3 [NepBuunas ynakoBka 3urdpua bapbepa C.J1., Ucnanus / Ponjaa ae Canta Mapus, 158, 08210 BapGepa aens
Siegfried Barbera S.L., Spain Bannec, bapcesiona, Mcnanns / Ronda de Santa
Maria. 158, 08210 Barbera del Valles, Barcelona,
Spain
4 Bropuunas ynakoska Hosaptne ®apma LlTeiin AT, {adpxaysepwrpacce, 4332 llrein, [lseiinapus /
LLiBeiuapus / Novartis Pharma Stein Schafthauserstrasse, 4332 Stein, Switzerland
AG, Switzerland
5 BropuuHas ynakoska 3urdpun bapbepa C.JI., Wcnanusa / Ponpa e Canta Mapus, 158, 08210 bapGepa aene
Siegfried Barbera S.L., Spain Bannec, bapcenona, Mcnanns / Ronda de Santa
Maria, 158, 08210 Barbera del Valles, Barcelona,
Spain
6 Bropuunas ynakoBka OO01LecTBO ¢ OrpaHNUEHHOI r. Cankr-TlerepOypr, Jlopora B Kamenky, a. 40, k. 3,
orBeTcTBeHHOCTBIO "HosapTue Hepa" ar. A, Poceust
(000 "Hosaptuc Hesa"), Poccus
7 BoinyckatoLunii KOHTPOIIb Hosaptuc ®apma llreiin Al Wagpdxaysepwrpacce, 4332 Llreiin, Lseiiuapus /
KavecTsa LBeiiuapus / Novartis Pharma Stein Schaffhauserstrasse, 4332 Stein, Switzerland
AG, Switzerland
8 Boinyckaiouuii KOHTpOo/b Hosapruc ®apma ['mM6X, 'epmanis / Poonurrpacce 25 u O6epe TypHuwtpacce 8-10, 90429
KayecTsa Novartis Pharma GmbH, Germany HiopuGepr, Iepmanus / Roonstrasse 25 und Obere
Turnstrasse 8-10, 90429, Nurnberg, Germany
9 Boinyckarowuil KOHTposb OO0weCTBO ¢ OrpaHHUEHHOH r. Cankr-lTlerepOypr, Jlopora 8 Kamenky, a. 40, k. 3,
KauecTsa OTBETCTBEHHOCTHLIO "HoBapTie Hepa" auT. A Poceust
(OO0 "Hosapruc Hesa"), Poceus
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