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MHHHCTEPCTBO 3/IPABOOXPAHEHNA
POCCHHCKOM GEJEPALIMA

Perncrpannonnoe wmcmaepenne

JIEKapC'I BEHHOI'O npena

TNPUMCHEHHA, HACTOALLEE PErHCTPAUHOHHOE YIOCTOBCPECHHE Bmm

Haumenosanme aepkatens
| PErHCTPAUNOHHOTO Y0CTOBEPEHMS:

Horapric Onepens Musectmente AL, Iﬂac
Novartis Overseas Investments AG

AJIpec epiKATeNst PerucTPAHOHHOI0
YAOCTOBEPEHHS:

Juxtmrpacce 35, 4056 Basens, I.T.Iaeﬂuapxgl /
Lichtstrasse 35, 4056 Basel, Switzerland

' Jara perucrpauun:

19.01.2024

Jarta ucreuenns cpoka aeiicTeus
PErHCTPAUHOHHOTIO YAIOCTOBEPEHHA:

19.01.2029

Jlara NOATBEPA/ICHHA PerHCTPALIHH
(mepeperucrpanmun):

Jata BHeceHUs H3MeHeHHi
(nepeoopMiieHnd) B perucTpanHonHoe
YA0CTOBEepeHne:

22.04.2024

Hara perucrpaunn B pedpepentHom
rocyaaperpe:

19.01.2024

M rmm*nepxmaer 4TO JIEKAPCTBEHHBIH NPENapaT 3aperucTPHPOBAH U PaspelieH K MeAMIHHCKOMY nplmeu

HA TCPPHTOPHI;

Poceuiickoii ®eaeparyn

(rocynaperno — wien EBpasHiickoro 5KOHOMHUYECKOTO ¢olo3a)

Hudopmauus o 3aperucTpHpoBaHHOM JCKAPCTBCHHOM NIperapate

Topropoe HanMeHOBAHHE JEKAPCTBEHHOTO
npenaparas;

Kaitenapa®

9 | Mesaynaponoe nenaTenToBannoe

nanvenosaune (MHH), nan ofumenpunsroe
(rpynmHpoBOYHOE) HAMMEHOBAHNE, HIIH
XHMHYECKOe HANMEHOBANHE AKTHBHOH
dapmanentuueckoii cyberanumn

(npu oreyrereun MHH):

Cunonumo

Jlexapernenuan dopma:

TaBNeTRH, MOKPBITHIE MeHOUHOI o6omoukoii =

1 | Hosmposka(-n):

0.25 mr, 2 MI

| Dopma(-u1) BRImycKa:

TAONETKN, NOKPBITHE MIeHOMHOH o6onoukoi, 0.2
(6anctep) 12 x 1/10 (nayxa xapronsas)
TabNETKH, NOKPHITHIC INIEHOYHOI nﬁw:otmoﬁ 2
(6rmctep) 14 x 2 (nauka kaprouHas)

Vnakoska "un 6ank": _
TabIETRH, HOKPRITHIE TIICHOMHOI oGonoukoil, 2 Mi
(Gamcrep) 14 x 10 (nauka kapToHHas)

Cocran JEKAPCTBEHHOIO npenapara:

ALARARARAARNAAANADAADARLANGARSAARAABABAADAEY

cunonnmMoza Ppymapart (CHIOHHUMOA U q;
KHCNIOTA, coxpuc'ra.nn) 0.278/2.220 bt
0

apopas



Crpannua 2 perucrpanuonuoro yjaocrosepenus No JII-No(004355)-(PI'-RU)

(tHn A), ranuepnn qubereHat, KPeMHUS IHOKEH
Konnonankii, obonouka reHouHas [oGonouka
Premix Gesnas (HOJUBHHUITOBEIH CITUPT HACTHYHO
THAPONN30BaHHBI, THTaHa anokeua (E171), tanek,
nenntun coesniii (E322), kamean kcantanosas),
oGonouka Premix KpacHas (NONMBUHHAOBKIT CIMPT
HACTHYHO THAPOAU30BAHHBIH, KPACHTEI XKeeia
oxena kpacHelii (E172), Tansk, JEHHTHH coeBbIi
(E322), xame/in kcanTaHoBasn), obonouka Premix
uepHad (NMOMHBHHIIOBBI CIHPT YACTHYHO
FHAPONHIOBAHHEIH, KPACHTENE KEIE3a OKCH| YepHBIil
(E172), ransk, neuntid coesnlii (E322), kamens
KcanTanopasn) / oGonouka Premix skenras
(NMOMHBHHUAORLIH CHUPT YACTHIHO
THAPOJIHBOBAHHBIH, KPACHTE/IE JKEJIC3a OKCHIT AKEIITHI
(E172), ranek, newntun coesnii (E322), kamenns

KCAHTAHORBAS)])

14 | Cpoxk roanocru:

3 rona

HH(bOpMﬂ]lHﬂ 0 MPOHIBOJHTE/IC JICKAPCTBEHHOIO TIperapara (HaiBaHMA H azpeca mpoH3BOJICTBCHHBIX MIOUIAIOK,
YHACTBYHIOIIHX B NPOLECCe MPOHIBOJICTEA ICKAPCTREHHOTIO npunapa'ra)

Ne | Cragus npouiBojicTRa
(Bee yuacrunku
NPOH3BOACTRBEHHOTO
npouecca)

Haszsanue OpPranH3auHH

AJipec NPOU3BO/ICTBEHHOI ILTOIATKH

1 ITponssoseTBo roToROI
NEKapCTBEHHOMN (hOpMBI

Hosaprue ®apwma [reiin AT,
IIseitnapus / Novartis Pharma Stein
AG, Switzerland

[Hadpxaysepurrpacee, 4332 Ulreiin,
[ seiinapns / Schaffhauserstrasse, 4332 Stein,
Switzerland

2 Tepeitnas ynakoska Hosapruc dapma [lreiin AT,
[Ieeitnapus / Novartis Pharma Stein

AG, Switzerland

laddpxaysepurrpacee, 4332 Hlveiin,
Ieefinapus / Schaffhauserstrasse, 4332 Stein,
Switzerland

3 Hepeuanas yrakorka 3urdipun bapbepa CJL, Menanus /

Sicgfried Barbera S.L., Spain

Ponpa ne Canra Mapus, 158, 08210 BapGepa
nenw Bannee, Bapeenona, Menanua / Ronda de
Santa Maria, 158, 08210 Barbera del Valles,
Barcelona, Spain

4 Bropuunas ymakoska Homapruc ®apma Ulreitn AT,
Ileeiinapis / Novartis Pharma Stein

AG, Switzerland

Waddxaysepurrpacce, 4332 [lrefin,
LInefittapun / Schaffhauserstrasse, 4332 Stein,
Switzerland

5 Bropuuanas ynakoska 3urdgpun bapbepa C.J1., Menannsa /

Sicgfricd Barbera S.L., Spain

Ponna ne Canra Mapus, 158, 08210 BapGepa
nenk Bannec, Bapcenona, Henawun / Ronda de
Santa Maria, 158, 08210 Barbera del Valles,
Barcelona, Spain

6 Bropuunas ynakoska OGueeTso ¢ orpaHHYeHHOT
oTBeTCTREHHOCTRIO "HorapTie
Hesa" (OO0 "Honaprie Hera"),

Poccniickas Deaepais

1. Cankr-ITerepOypr, Hopora & Kamenky, ji. 40,
K. 3, mut. A, Poccnitckan denepars

7 Brimyckatonniit KoHTposn
KaTecTB

Horapruc Mapma reitn AT,
HlIneiinapnsa / Novartis Pharma Stein
AG, Switzerland

Uaddxaysepurpacee, 4332 Mlreiin,
Ulseiinapus / Schaffhauserstrasse, 4332 Stein,
Switzerland

8 BRIMyckatomuii KORTPoIIEL
KauecTna

Hosaprue @apma I'm6X, Tepmanus /
Novartis Pharma GmbH, Germany

Poonirpacee 25 n OGepe Typuurrpacee 8-10,
90429 Hiopubepr, I'epmanns / Roonstrasse 25
und Obere Turnstrasse 8-10, 90429, Nurnberg,
Germany

OBm1ecTBO ¢ OrpaHHIeH oI
OTBETCTReHHOCTRIO "HoBaptiie

9 BrInycKkaionii KoHTpols
KavecTRa

Poccuiickan Penepatis

Hena" (OO0 "Hosaptic Hena), -

r. Cankr-TlerepSypr, Jlopora B Kamenky, 1. 40,
%, 3, mr, A, Poceuiickan Denepanna
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