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B ODOTBETBTEHH ¢ IlpaBunamu perucTpal{u H IKCNEPTH3hI JICKAPCTBEHHBIX CPEICTB 1A MEMLU‘IHGKJ
NIPUMCHEHHA, HACTOALLEE PErHCTPALIMOHHOE YIOCTOBEPEHHE BEIIAHO! {

- Haumenosanue aepratens perucrpauMoHHoro Honapruc @apva AlY
_YAOCTOBEpEHHH: Novartis Pharma AG

Anpec IepKATEIN PErHCTPALHOHHONO Jwxrurrpacce 35, 4056 Basenn, [iseHuapmi/ -
YAOCTOBEPEHHS: Lichtstrasse 35, 4056 Basel, Switzerland =~

Jlata perncTpanum; 14.07.2021

| Hara ueredenus cpoka neficTus 3
| PErHCTPALHOHHOIO Y10CTOBEPEHHS:

Gy

| Hata nomn@.pmeuuk PErHCTPALHM
(nepeperucrpauun):

Jata BHecenns u3MeneHiii (nepeodopmaenus) B 17.06.2025
PErHCTPALHOHHOE YAOCTOBEPEHME:

7 | Jara pernctpaunn s pepepentiom rucy,uapc-rne. 14.07.2021 :

N TIOATBEPIKIIAET, YTO NEKAPCTBEHHbIM npenapar 3apEerHCTPHUPOBAH M PA3pellie K MeIMUMHCKOMY npumem
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Poccuiickoit denepaimu

(rocynapeteo — uner EBpasuiickoro 3KoHOMHYECKOT0 cO103a)
Hrdopmaims 0 3aperucTpHpoBaHHOM JIEKAPCTBEHHOM Tipenapare

Toprouoe HAHMEHOBAHHE .neunpcmeunoro MaiigopTuk®
mpenapata; : :

MeIyHAPO/HOE HEMATCHTOBAHHO Mukodenoiosas KHe10Ta

nHaumenopauue (MHH), wnw oﬁmenpuunroe

(TPYNOHPOBOHOE) HANMEHOBAHNE, HIH

| XHMHYECKOe HAUMEHOBAHNHE AKTHEHOM

/ wnpmuﬂrwecmﬂ eybeTaHUMM

Iy (ﬁpu orcyrersuu MHH): l
0 ‘Jlémpe'ruuuan ¢opMa« ol

11 1 1!103“])“‘“("’) Wi : 180 mr, 360 mr ;

*@opma(-u) mnycm' i TablNeTiN KNIECTHOPACTBOPHMBIE, TOKPLITHIC nﬁonowoﬁ: il

PR 180 mr, 360 mr (Gaucrep) 10 x 5/6/10/12/25 (nauxa

KapToHHas)

Ynakorka "nu Gask'";

Tab/IeTKH KHIIEY HOPACTBOPHMEIE, OKPLIThIE oﬁonowmﬁ;

A i 180 mr, 360 Mr (naker) 0.1-20 kr X (konretinep ucec-mncﬂi |

CocTaB AeKAPCTREHHOTO IPENADATA: mukotheHonar Harpus 192.40/384.80 mr (mmnme}rmo o

T i\ mikodeHonosoit kuenore 180.00/360.00 mr), el

BCTIOMOTaTE/IbHBIC BELIECTRA (J1akTo3a Ge3so/Hay, &

KpocnosuaoH (tun A), noernon (K30), kpaxman .

KYKYPY3HBIH, KPEMHMA JHOKCHIL KOION/IHBIH, MarHu

creapar, o6onouka [runpomesnosst granar (HP50), 1i

aunokcuz (E171), kpacurens xenesa ke skeatsii (E1

unzauroxkapmis (E132) +/-, kpacurent) BéAdidbReun

; KpacHbifi (E172) -/+])
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Crpanuua 2 perucTpauoHHoro yaocrosepenns Ne JI-Ne(000299)-(PI'-RU)

Hndopmaiins 0 Npon3BoauTesie JIekapCTBEHHOTO Npenapara (HA3BAHMA U aApeca NPOH3BOICTBEHHBIX TLIOMIAOK,
YYACTBYIOIHX B NPOLECCE NPOHIBOACTBA JIEKAPCTRCHHOIO Npenapara)

Ne | Craams npon3eojicTea Haseauue oprauuszauum AZlpec npoM3BOACTREHHON NAOIAAKH
(BCe yHACTHHKH
NPoHIBOJCTBEHHOMO
npoiececa)
1 ITpousBsoacTrO rotoBoil OG11eCcTBO € OrpaHHICHHOH 1. Cangr-IlerepBypr, Jlopora B Kamenxky,
JiekapeTreHHOH (hOopMBbI OTRETCTBEHHOCTRIO "HorapTue Hera" | 1. 40, k. 3, aur. A
(OO0 "Hosapruc Hena"),
Poccuiickas Meaepauns
2 [pownssocrso rotosoii Hosapruc ®apma Hpogaknms I'mGX, | Odmmirep Lltpacce 44, 79664 Bep,
AekapeTRennoil HopMil ['epmanns / Novartis Pharma I'epmarns / Oflinger Str, 44, 79664 Wehr,
Produktions GmbH, Germany Germany
3 llepsusnag ynakorka O61ectro ¢ orpaHnyennoit r. Cangr-Ilerepbypr, Jlopora 8 Kamenxky,
orsercTBeHHOCTEI) "HoBaptie Hepa" | 1. 40, k. 3, inr. A
(000 "Hosaptuc Hesa"),
Poccuiickas Penepanms
+ TlepBusnas yriakonka Hosapric ®apma Iposakmins I'mOX, | Oduanrep Hlitpacce 44, 79664 Bep,
I"epmanns / Novartis Pharma I'epmannd / Oflinger Str, 44, 79664 Wehr,
Produktions GmbH, Germany Germany
5 Iepenynas yrakonka Jlex DapMachIOTHKANS 1111, Tpumaunu 2D, 9220 Jennara. Croseqms /
Cnorenns / Lek Pharmaceuticals Trimlini 2D, 9220 Lendava, Slovenia
d.d.. Slovenia
6 Bropuunas ynakoska OBwecTno ¢ orpaHH4CHHOF r. Cankr-ITerepGypr, Jlopora B Kamenxy,
orsercreenHocTsi0 "Hosaprue Hera" | . 40, k. 3, aut, A
(000 "Hosapruc Hepa"),
| Poccuiickas denepantis
7 Bropuunas ynakoska Hosaprie ®apma lMpoaakmns I'm6X, | Odaunrep Htpacce 44, 79664 Bep,
I'epmanusa / Novartis Pharma I'epmanns / Oflinger Str. 44, 79664 Wehr,
Produktions GmbH, Germany Germany
8 Bropuunas vriakoska Jlex DapmackioTHKAN? 4., Tpumannu 2D, 9220 Jlennasa, Crosenus /
: Crosenus / Lek Pharmaceuticals Trimlini 2D, 9220 Lendava, Slovenia
; d.d.. Slovenia
9 Brinyekaioaii kontpons | OBmectso ¢ orpannacHHoi r. Cangr-lTerepGypr, [lopora B Kamenxy,
KAYeCTRa OTBeTCTREHHOCTRIO "Hobaprue Hesa" | . 40, k. 3, nut, A
(OO0 "Hoeapruc Hena”),
Poccuiickan degepanus
10 | Bemyckaioumii koutpons | Hosapruc dapua [lponakimis [ MoX,

KayecTna

I'epmanust / Novartis Pharma
Produktions GmbH, Germany

Odpnmnrep Hlrpacce 44, 79664 Bep,
lepmanua / Oflinger Str. 44, 79664 Wehr,
Germany

11

Baimyekaronmii kontpo.s
KayecTra

Jlex PapmackioTHRANS 171,
Cnosenns / Lek Pharmaceuticals
d.d., Slovenia

Tpummnnu 2D, 9220 Jlenaasa, Crorenns /

- Trimlini 2D, 9220 Lendava, Slovenia

IepBuiii 3amecTarens Muﬂncha ( \

B C. Oucenko
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