MHUHUCTEPCTBO 3/IPABOOXPAHEHMS
POCCHICKON OEAEPALINA

PerucrpannonHuoe yi0cTroBepenne. |

JlERﬁpCTBeHHOFO npenapaTa IS MQ,I]HIIHHCKOI‘O ﬂpﬂl\leﬂellﬂﬂ
JITI-Ne(002132)-(PI'-RU) :

(HOMEp pemcrpaumuﬂoro YAOCTOBEpEHHA nexapc*rneunoro npenapara)

B coomemtsuu ¢ TpaBiuamn perieTpaliy i HKCTIEPTH3bI NEKAPCTBEHHBIX CPEACTB JLIA MeAL
- MpHMEHEHU, HACTORLIeE PErHCTPAUMOHHOE ynocmaepenue BBIIAHO: |

Hauueﬂonanne Aepmams PerucTpalHOHHOTO0
YIOCTOBEPEHHST:

Hogapruc Osepens Hnscﬂmem- AT, Hlseitapns
Novartis Overseas Investments AG.S

| Aspec epaaTens PerucTpaLHOHHOI0
| yaocrosepenus:

Jluxtirpacce 35, 4056 basens, [neiitapy
Lichtstrasse 35, 4056 Basel. Switzerland

3| Jara perucrpaumn:

07.04.2023

Jarta ucteuennsn cpoka aeicTBUS
PErHCTPAUHOHHOTO YA0CTOBEPEHHS:

JlaTa NOATBEPAACHHA PErHCTPALMH
| (nepeperncrpaunn):

Jlata Buecenns usmenennii (nepeodopmienns)
p'er'il'ﬂpauuouuoe yAoCTOBepeHHe:

21.12.2023

: _'JJ,a'ra perucTpaumn B pedepeHTHOM rocyaaperse:

07.04.2023

HA TEPPUTOPHI:

nﬂnmepmae'r , UTO nelcapc'raeuumﬁ npenapar 3aperucCTpupoBaH M paspelicH K MC,!IHLI,HHCKOMY UPHMGH

Poccuiickoit deaepaumu

(rocynapctso — wieH EBpasniickoro IKOHOMH4ECKOT0 coto3a) -

Hudopmalis 0 3aperHcTpHpPOBAHHOM JICKAPCTBEHHOM npenapare

Toprosue HAMMEHOBAHNE JEKAPCTBEHIOND NPENapaTa;

1O0nepuo

' Memyuapomme HeNATeHTOBAHHOE HAHMEHOBAHNE
~(MHH), nan ofuwienpunsitoe (rpynnuposotnoe)
HAUMEHOBAHHE, HAH XHMHECKOE HAHMEHOBAHHE

Bancapran+Cakyourpun

TAG/ICTIH, MOKPHITBIE [ICHOMHOI 0GOA0UK;

50 Mr (25,7 wr + 24,3 M), 100 Mr (31,4 wr + 48.6
M1+ 97.2 Mr)

SALR) myn:

Taﬁ.nmn NOKPHITBIC TWICHOMHOI 060/104KOIT. 50. Mri
mr). 100 mr (51,4 mr + 48, 6 mr); 200 MI (K).’Z,B Mr
(Gnucrep) 14 x 2/4 (nauka KapTOHuan).

YNAKOBKA «HH DamKk»: TADNCTKH, HOKPHITLIC [ )

50 mMr (25.7 Mr + 243 Mr), 100 s (514 mr + 4
(102.8 mr +97.2 mr) (naker) 1-50 krx 1-5 (ﬁapaﬁa}l)

ocran JIERAPCTBEHHOTO NpenapaTa;:

cakyOuTpiaa W Bajcapiasa m;zparrumn KOMILIEKC
coneit 56.551/113,103/226.206 mr (8 nepecuere Ha
dopmy Bezsoanyio S0/100/200 Mr, 4TO IKBHBANCHTHO
cakyOurpuna 24.3/48,6/97.2 wr, sancaprana 25.7/51.4/
BCMOMOTATENBHBIE BEUICCTBA (Le/I0N038 MHKPOKPHCTAIIHY
FHOPONO3a  (FHAPOKCHNPONHALEIION03A ¢ HI3KOM -
3AMCIENAA), KPOCTIOBWIAOH, MArHHA CTEApar, Taibk,
JHMOKCHL  KOJOMHBIN, 000/10UKA:  NpeMHKE  000a0HKH
[runpomennosa, Tutana amokena (E'171), makporon 4000,
+/4/+, npemuke 000N0YKH  IKENThIH [mrmumenno*{a, Kp
wenesa okcna wentwii (E 172), Maxpomn 4000. TanLk
NpeMHKe 000I0YKH KpacHsiit [rHnpo:

okena kpacheift (E 172), makporon 4




CTpanuua 2 PerucTPaUHOHHOFO-yi0ctoBeperus - No JIH-No(002132)-(PL-RU)

ke [ 14 | CpoK 1OAH0CTH:

l

3 rona

Mudopmains 0 NPOM3BOANTESE JEKAPCTBEHHOTO Npernapara (Ha3BaHus 1 apeca NPOU3BOACTBEHHBIX ILIOUIA/IOK.

YYACTBYIOUIMX B MPOLIECCe NPOM3BOICTRA JIEKAPCTBEHHOIO Npenapata)

Aznpec Npou3BOACTBEHHOM NIOLIAAKH

Ne | Cragus npou3sojicrsa Haszsanue opraHM3auHu
(BCe yHacTHHKH
| NPOH3BOACTBEHHOI O
[ npouecca)
| 1 [1pon3BOACTBO FOTOROH OG6IIECTBO ¢ OrpaHHYCHHOH r. Cankr-ITerepGypr, Jlopora s Kamenxky. a.
AeKapCTREHHOH (popMmbi OTBETCTBEHHOCTLIO «HosapThe 40, k. 3, nur. A, Poccus
Hega» (000 «Hosaprue Hepax),
Poccus
2 [Tpou3BOICTBO rOTOBOMH 000 «Hosaprie ®apmacsiotukain | Y. Beposinkosa 57, 1000 Jio6asHa,
NCKAPCTREHHOIT (JOpMbIE Moaustoekuypunry, Ciroseuuns | Caosenns / Verovskova Ulica 57, 1000
Novartis Pharmaceutical Ljubljana, Slovenia ;
Manufacturing LLC, Slovenia t :
3 [1pOH3BOACTBO FOTOBOH Hosapruc ®apma C.nA., Wranusa/ Bua INposunuuane Cruro, 131-80058 Toppe
JIeKapeTBEHHOM (opMbl Novartis Farma S.p.A.: ltaly Aunyviiuara (Heanoas). Mraans / Via
Provinciale Schito. 131-80058 Torre
Annunziata (NA). ltaly
4 [TpOM3BOACTBO TOTOROH Hogaptuc Cunranyp 10 Tvac beit Jlehn. 637461 Cunratiyp.
JeKapCTREHHOM (JOpMBbI Mapmackiorukan Mausiogexuypunr | Cunranyp / 10 Tuas Bay Lane, 637461,
[Tre. JIta, Cuuranyp / Novartis Singapore. Singapore
Singapore Pharmaceutical
Manufacturing Pte.Lid.. Singapore
3 [lepBruHas ynakoBka OB1EecTBO ¢ OrpaHHYEHHOH r. Cankr-TlerepGypr. /lopora B Kamenky, .
orsercTBeHHOCTRIO «HoBapThe 40, k. 3. amt. A, Pocens
Hesa» (000 «Hoapric Hepay).
Poccus
6 [lepautnas ynakonka Jlek DapmackioTHKaN3 ., Tpamaunu 2D, r. Jlennara, 9220. Cnosevns
Crosenns [ Lek Pharmaceuticals / Trimlini 2D, Lendava, 9220. Slovenia
d.d.. Slovenia :
7 [lepButnas ynakoBka Hosaprrc ®apma C.o.AL Wranns / Bua Ilposununane Ckuro. 131-80058 Toppe
Novartis Farma S.p.A.; [taly Aunytiumara (Heanons), Urama / Via
Provinciale Schito, 131-80058 Torre
Annunziata (NA), Italy
8 Bropuuhas ynakoeka OBiecTBo ¢ OrpatnyeHHo 1. Cankr-Tlerep6ypr. dopora 8 Kamenky. .
orBeTeTBEHiiocThI0 « HoBapTHe 40, k. 3. nur. A, Poccnsi
Hesa» (OO0 «Hosapruc Hera»),
Poccus
9 Bropuunas ynaKoska Jlek DapmachlOTHKaAN3 ... Tpumanun 2D, r. Jlennasa, 9220, Cnosenng
Canosenus / Lek Pharmaceuticals / Trimlini 2D, Lendava. 9220. Slovenia
d.d.. Slovenia :
10| Bropuunas ynakoBka Hosaptuc @apma C.iA.. Hranus / Bua Hposunynaie Cxuro. 131-80058 Toppe
I Novartis Farma S.p.A.. Italy Annynimara (Heanoms), Uraans / Via
| Provinciale Schito. 131-80058 Torre
I Annunziata (NA). ltaly
LY Brinyckaommii koHrpoais OB1ecTBO ¢ OrpaHUyeHHON r, Cauxr-ITerepbypr. Jlopora B Kamenky. ji.
Kauecrsa oteeTcTBeHHOCTRIO «HoBapTuc 40, k. 3, aur. A. Poccus
Hesa» (OO0 «Hosapruc Hesan),
Poceus
12 Brinyckaiommit KoHTpoh Jlex DapmachbioTHKaN3 JIL., Tpamminn 2D, 1. Jlenaana, 9220, Chosenys
KauecTBa Cnosenns / Lek Pharmaceuticals /[ Trimlini 2D, Lendava, 9220, Slovenia
d.d., Slovenia :
13 Bhimyckaoumi KoHTpoIh Horapruc ®apma C.n.A.. HUranns / Bua [Mposununane Ckuro, 131-80058 Toppe:
KayecTsa Novartis Farma S.p.A.. Italy _ Annynupnara (Heanonn). Wranus / Via
. Provinciale Schifo. 131-80058 Torre

JamecTuresis MuHuCTpa

1| Annsnsata  laly

(noanwes) - -

ML.IL

| C.B. I'marouien



