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MHHHCTEPCTBO BHPABDO?&PAHEHHH"
POCCHICKON ®E/LE PAILHH AN

PerucTpanuonnoe yoct onepenue
aAeKapc I‘BEHHOFO npenapan J,I.Ilil MEJIHHBHCROI*H “pHMEHéHHH :

(nomep perucmaumuuom YAOCTOREPEHHS nexapmamom npenapm)

B cooTreTeTsItN ¢ [IPABHAAMMU PErHCTPALIMN H IKCTIEPTH3bI JICKAPCTBEHHBIX cpemu Ima M’enaunﬂckp 0
NPUMEHEHIA, HACTOALLEE PErHCTPALHOHHOE ynucmncpeuue BBUJE!HQ ]

Hanvenonanme gepRares Hoaap'mc ®apma AT, ll.laeﬂuﬂpuu
PErHCTPAUIOHHOTO YAOCTOBEPEH IS Novartis Pharma AG, Switzerland

(ALER RN AN HANENE

Anpece aepKares peruc'rpauuoﬂuoro ; JluxTwitpacce 35, 4056 Bazens, Iﬂneﬁu.apmn:}. 7
YAOCTOBEPEIHS: i Lichtstrasse 35, 4056 Basel, Switzerland = |

AT 1SS

Jlara pernerpanin: : 21.08.2024
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Jlata ueredenns cpoka aelicTens
| perucrpaunonnore yiocrosepens:

T

| Jlara nOATBEMKASHHS PErneTPaunH
(nepeperncTpaunm):

Jlara Brecenns wimenennii 2
(nepeodopmiieiins) B PErHCTPALHONNOE 27.03.2025
yaocroBepenne:

7 :

JlaTa perncrpaunu B pepepentiom 21.08.2024
roeyaaperee:
i [IOLTBEPAKIACT, YTO JIEKAPCTBEHHbIH Npenapat 3aperucTpupoBat | paspelict K MEAHILIMHNCKOMY npumenen
HA TEPPHTOPHHL ‘
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Poccuniickoii theepallin

(rocynaperso — wiex Espasuiickoro akouomguthmm colo3a)
WngopMaluis 0 3aperncTpHpoBaHHOM NeKApCTBEHHOM Npernapare
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Toprooe HAMMEHOBANNE JIEKAPCTBEHHOTO

Kconap®
npenapara: :

MeRAYHAPOANOE HEMATCNTOBANHOC
nanmenosanne (MHH), wan odmenpunsrtoe
(rpynnnponowoe) HAHMEHOBANNE, HIH
XHMUUECKOe HAHMEHOBAHNE AKTHBHO
qaapmnuen'mwemoﬂ cyberanumn
(npu o'rcyn:‘rnuu MHH): :
Jlmcapm'nemmn mpma. PACTBOP /LT MIOAKOKHOTO BREICHHS
Jlosuposka(-my: ‘ 75 Mr/0.5 Ma, 150 mr/mi |
®opma(-bl) BLINyCKa: AR pacTROp 1A MOAKOKHOTO BBEjenys, 75 mr/0. 5
AR 150 mr/ma (unpuw) 0.5 ma (75 mMr)/1 ma (150 m’ z
(mauKa KaprosHas)
CocTas JAeKapeTBEHITOro NpenapaTa: omanmzyma6  75.00/150.00 wr, sonom:ramn
| pentectBa (L-apruHuMa FUIPOXIOPHI, L-ruc'm
FHAPOXIOPHI MOHOTHAPAT, L-THCTHIKH, NOTKCO
20, Bojia /utA HHbeKUMH)
CpPOK FOAHOCTHS 18 mec. 060930

[ARBKANRAERANNAALRARAALAANRAARALNESRAD

PIETREANE YTy

Omanuzymad

FITFEYreEtTnay

ITErYYRr ey ey e vy e e ry nr vy Ny




Crpanmiia 2 peructpatpotnoro yroerosepenus Ne JITT-Ne(006630)-(PI™-RU)

HipopMalmis 0 NPON3IBOHTENE JCKAPCTBEHHOTO Nperapara (Ha3BaHHA 1t aapeca NPOH3BOACTBCHHBIX UIOUIAJI0K,
VHACTEYIOLIMX B IIPOLECCE NPOM3BOICTEA IEKAPCTBEHHOTO Nperapara)

No C‘l'ﬂ}‘(]lsl MPON3IBOACTEA
(BCe YHACTHHKH
MPON3BOACTEEHHOIO
npotecea)

Haspanue opranusaunnn

Ajpec npon3BoAeTBEHHOT NIIOWAAKH

1 [Ipon3soacTso roToBoit
JlekaperseHHoil (hopMel

Berrep ®apma-Peprurynr
I'mM6X 1 Ko. KI', T'epmanus /
Vetter Pharma-Fertigung GmbH
& Co.KG, Germany

Alizenbanrpacce 2-4, 88085
Jlanrenapren, l'epmanus /
Eisenbahnstrasse 2-4, 88085
Langenargen, Germany

2 | Tlepsuunas ynakopxa

Berrep Papma-PepTHryHr
I'M6X 1 Ko. KT, lepmatins /
Vetter Pharma-Fertigung GmbH
& Co.KG, Germany

Alisenbanwrpacce 2-4, 88085
Jlanrenapren, I'epmanus /
Eisenbahnstrasse 2-4, 88085
Langenargen, Germany

3 | Bropuunas yrnakoska

Berrep hapma-Peprurynr
'MGX 1 Ko. KI', Fepmans /
Vetter Pharma-Fertigung GmbH
& Co.KG, Germany

Mocauzen 2, 88214 Papenchypr,
'epmanus / Mooswiesen 2, 88214
Ravensburg, Germany

4 Bropuunas ynakoska

Hosaprie ®apma Hlreiin AT,
Isefiuapus / Novartis Pharma
Stein AG, Switzerland

[addxaysepmrpacee, 4332 Ll'reiin,
UIneiinapus / Schaffhauserstrasse, 4332
Stein, Switzerland

5 | Beinyckaoimii
KOHTPOIL KAuecTRA

Hosapruc ®apmacsioruka C.A.,
Henanna / Novartis
Farmaceutica S.A., Spain

I'pan Bua ne nec Kopre Karananec,
764, 08013 bapcenona, Henmanus /
Gran Via de les Corts Catalanes, 764,
08013 Barcelona, Spain

6 | Breinyckaiouai
KOHTPOJIL KAMECTRa

Hosaprue dapma LlTeitn AT,
[1seitnapus / Novartis Pharma

lapdxayzepurrpacce, 4332 Llreiin,
U.lBcﬁuapu:;?chafmauserstrasse, 4332
Stein, Switzerland

3amecrurens Munnerpa

Stein AG, Switzerland oo
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