i,

e

{5 NOVARTIS

Form to SOP-7044603

Doc No.: FRM-8054642
Version: 2.0

VHOATBEDMEHHE COOTBETCTBMA BBO3IUMOIO NeKapcTBeHHOro npenapara TpeﬁDBaHHHM,
YCTaHOBJIEHHbLIM NPU ero rocyaapcTeeHHON perncrpaumnm

MAaeHTMUKALMOHHEIA HoMep Topapa GTIN

ToproBoe HauMmeHoBaHue

MexayraponHoe HenaTeHTOBaHHOE HazBaHue
(MHH)
NexapcTteeHHan dopma

Hoauposka

Dopma Bbinycka

Homep cepum (naprtum)

O6tem cepuu (napTuu)

Dara npowssopacTea

Fopex no

Homep u pata peructpaunontoro
YAOCTOBepeHuA
HoMep HOpMaTHBHOW AoKyMeHTaL MK

HaumeHoBaHue gepxartens
PervcTpaunoHHoro yaocToBepeHns
Anpec MecToHaxoXaeHUs fepxarens
PErucTpaUnoHHOro YAOCTOBEReHUA
HaumeHoBaHue u appec npouasoauTens
(c ykazaHueM cragmia npouasoncTea)

KommeHTapum

BWT24-IM-25032021

04603695005389

Cubpu® Bpuaxanep®
CnwkonuppoHua Gpomug

Kancynbl C NOPOLWKOM 4NA UHranayua

50 mkr

10 W, - 6rucTepsl (3 WT.) - NAUKM KapPTOHHbIE (30 wr.) B KOMNNEKTE C YCTPONCTBOM ANA
uHransaumn (6puaxanep)

BWT24

17720 yn.

31.08.2020

31.06.2022

NN-002244 o1 29.03.2013

NN 002244-230913 uam. 1-7

Hosaptuc ®apma AT, Waeeduapus
Lichtstrasse 35, 4056 Basel, Switzerland

MpouasoauTens rotosoi Nd: Hosaptuc ®apma Lvein AT, Wseiuapua
(Schaffhauserstrasse, 4332 Stein, Switzerland)

YNaKoBILMK/HacoBLUMK (B NEPBUYHYIO YNaKoBKY): HosapTtuc dapmacblotika C.A.,
Wcnanma (Ronda de Santa Maria, 158 08210 Barbera Del Valles, Barcelona, Spain)

YnaKoBLmK/(hacoBLUMK (BTOPUYHAR/TPETUYHARA ynakoska): HosapTuc ®apmaceiotika
C.A., Uicnanvna (Ronda de Santa Maria, 158 08210 Barbera Del Valles, Barcelona, Spain)

Boinyckalowmi KoHTponk kadecTsa: HosapTuc ®apmacbiotvka C.A., Ucnanua (Ronda de
Santa Maria, 158 08210 Barbera Del Valles, Barcelona, Spain)

He npumenmnmo

B coorsetcTauu ¢ TpeGoBaHuamMu ®epepansHoro 3akoHa ot 28.11,2018 N 449-03 "O BHeceHUH M3MEHEHWI B OTAENbHLIE 3aKOHOAaTeNbHbIe
aKTel Poccuiickoin ®epepaywn no BOMPOcy BBOAA B rpaxaanckui oBopoT NekapeTeeHHbIX NPenapaTtos 4nA MEQUUMHCKOTO npuMeHeHus", a
TaKkKe NPUHUMAn BO BHUMAaHWEe NOCTAHOBNEHMe Mpasutenscrea Poccuickoit ®Penepauvn ot 26.11.2019 N 1510 "O nopsaxe esogda B
rPaXAaHckui 06opoT NexapcTBeHHLIX NPenapaTos Ana MEAVUMHCKOrO NpUMEHEHNs"

HWXenoanucaswWKWACA npefacTasMTens 000 "HoeapTtuc ®apma”, ynonHomoYeHHbIA MHOCTPaHHbLIM NPOM3BCANTENEM NEKApPCTBBHHLIX CPeacTs,
NOATBEPXAAeT COOTBETCTBME BbiWeyKasaHHON Cepun NeKkapcTBeHHOTO Npenapata [ANs MEeAWUMHCKOrO NPUMEHEHMS TeG0BaHUAM,
YCTaHOBNEHHbIM MPU ero rocyaapcTBeHHOM PErMcTpaumu Ha TeppuTopuK Poccuiackon degepalmu,

YNonHoMOYeHHbIN NpeacTas1rens
OO0 "Hoeapruc Gapma”

Anekcangposa [1.8. 25.03.2021

Pnmunans: u hamming Tanian no:muy& RPara
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Buinyuieno:
3urdpuz bapbepa C.JL.
Ponna Canra Mapus 158
08210 bap6epa aen Bannec, Menanus
J]l‘luel'[3l‘[ﬂ Ha U3roToB/ieHHe No:
6740E
Ceprudurar GMP Ne:
NCF/2108/001/CAT

CEPTHO®UKAT CEPUH
Ne ES100200293284

JL1s vH(OpMaLIMK BCEM 3aMHTEPECOBAHHBIM JIMLIAM, NPOH3BO/ICTBEHHAA nnomanka 3urdpua bapepa C.JI. panee
HazwiBanacs Hosapruc ®apmackiotika C.A. 1 pacrionaraercs no Tomy ke agpecy Ponza Canta Mapus 158, 08210
bapGepa-nen-Bannec (bapcenona). Henanus

| MponykT:

Jdo3upoBka:
JlekapcTeennas ¢gopma:
THn ynakoeku:

Pasmep ynakoBkm:

PY:

CTpaHa Ha3HAYeHHs:

JlaTa H3roToBJIEHHA:
Hata Bbinycka:
Cpok rogHocTu:
KosnuecTBo:

‘| Tno6aneHelii MmaTepuan Ne:

SEEBRI BREEZHALER (CHMBPU BPU3XAJIEP) 50 MCG 30
CAPSULES-RU
nuxonupponns 0,05 mr
TBCPAbIC HC/KCTATUHOBBIC KalcCybl A1 llel'a.ﬂf[l.lHﬁ
Bmuctep
3x10 wryk
JITT-002244
Poccuiickas @enepauns
731896 Cepus No: BWT24
31-08-2020
25-02-2021
07-2022
46880.000

JlaHHBIE TecTOB, TpeOOBAHUA, pe3y bTaThl H 3aKTI0UEHNA IPHBE/IeHBI B CleIyoleM cepTHdHKaTe/cepTH(HKaTaX:

Ceprudurar Ne:
IMpoaykr:

JlokanbHbIit MmaTepuan Ne:
Jara Beinycka:

I'nobanbHbiil maTepuan No:

ES100100362308

SEEBRI BREEZHALER (CHMEPH EPU3XAJIEP) 50 MCG 30 CAPSULES-RU
731896 Cepusi No: BWT24

731896

25-02-2021

HpOHSBOj]HTEJII::
JIMueH3us Ha
H3TOTOBJIEHHE

IMpouzeoanrenn: 3urdpun bapdepa C.J1.
JIuleH3ns HA Ponna Cra. Mapus 158
H3TOTOBJIEeHHE 08210 Eap6epa nen Bannec,
' Hcnanus
1520-E
Ceptudukar Ne: ES100100362043
IlpoaykT: SEEBRI 0,05 MG 30 CAP-RU-INT
I'nobanbHblil MaTepnan Ne: 762569 Cepus Ne: BWT24
JlokanbHblii MaTepuaa Ne: 762569
HdaTa Beinycka: 24-02-2021

3urdpua bapbepa C.J1.

Ponpa Cra. Mapus 158
08210 bap6epa nen Bannec,
Hcnanus

1520-E

Crpanuua 1/9

HacTtosmuii ceprudukar 611 aBTOMaTHYECKH CreHepHPOBaH.

ﬂaHHbIe YTBEPKAEHBI OTBETCTBEHHBLIM JIHLIOM.




Buinymeno:
| B 3urgpua bapdepa C.JL
. I Pounza Canrta Mapus 158

08210 bapGepa nen Banec, Mcnauus
JIuueH3ns Ha u3roToBeHHe No:
6740E

Ceprudurxar GMP Ne:
NCF/2108/001/CAT

CEPTUO®UKAT CEPUHU
Ne £ES100200293284

Ceprudurar No; CHI120100463134
IMpoaykr: SEEBRI (CMBEPH)/019 HNCI 0,05 MG CAP-IMP
I'nobanbuerii maTepnan No: 858407 Cepus Ne: S§$XX32
JlokanbHbIii MaTepuan Ne: §58407
Jarta Beinycka: 06-10-2020
IMpoussoauTelib: Hoeaptuc ®apma Ulreitn AT

Ulapxaysepiurpacce

4332 llreiin

[Beituapus

JIuueHsust Ha u3rorosenue 504879

JonmoJIHHTe/IbHbIe JOKYMEHTBI:

Ha3spanne nokymenra: SEEBRI BREEZHALER (Cubpn Bpusxanep) 920427 B1084M01
CChUTKH IOKYMEHTA:

Hassanue nokymenra: SEEBRI BREEZHALER (Cubpu Bpusxanep) 920427 B1478MO01
CeblIKH TOKYMeHTa:

Crpanuua 2/9
HacTosumii cepTudukat OblJ1 aBTOMaTHYECKH CTeHEPHPOBAH.
JlaHHbIE YTBEPKICHBI OTBETCTBEHHBIM JIMLIOM.



- . Beinyweno:
a@gnggi@d 3urdpua bapbepa C.JI.
Ponga Canrta Mapus 138
08210 bap6epa nen Bannec, Mcnanus
JIuueH3us HA U3roToB/eHHe No:
6740E
Ceprudurar GMP Ne:
NCF/2108/001/CAT

CEPTHOUKAT CEPUHU
Ne ES100200293284

JLiist MHpOPMALHK BCEM 3aMHTEPECOBAHHBIM THLIAM, TPOU3BOACTBEHHAs TLI0anka 3urppun bapoepa C.J1. panee
naserBanack Hosaprue ®apmaceiornka C.A. 1 pacnonaraetes no tomy ke aapecy Ponaa Canra Mapus 158, 08210
Bap6epa-aen-Bannec (Bapcenona), Mcnanus

poaykr: SEEBRI BREEZHALER (CHBEPH EPU3XAIJIEP) 50 MCG 30
CAPSULES-RU
LLo0anbHelii maTepuas Ne: 731896 Cepus Ne: BWT24
3aknoveHue:

HacTtosumm y10cToBepsto, YTo NanHas nHGOPMaLHs NOAJIHHHA 1 BEpHA.

Hannas cepus co3nana/ NpoM3BeIeHa, BKIKOYAs YIAKOBKY H KOHTPOJIb, Ha BBILIEYTIOMAHYTOM MECTe
NPOU3BO/ICTBA B COOTBETCTBHH ¢ npasunamMu GMP nokansHOTO peryiaTopHOTo oprasa u crienngukanne
PErucTpalMOHHOrO YI0CTOBEPEHNA HMIIOPTUPYIOLLEH CTPaHBlI.,
HapaGoTka, ynakoska 1 aHalnn3 cepyi COOTBETCTBYIOT TpeGoBaHisiM GMP.

OTBeTcTBEHHOE JTHIIO: Susana Contreras Monton
Hata u Bpems: 25-02-2021 14:11:40

Tun pennza: Boinyck Ha peiHOK
KommenTapuu k ceptudukary:

Jlekapcteennas gopma, ykazaHHas B qanHoM CoA / CoC, JosKkHa MHTePIIPETHPOBATLCA KaK:

KaIlCyJIbl ¢ MOPOLIKOM JUTA HHTATALNI

HHranstop ucnonbs3osancs ans IaHHOTO MPOIyKTa U3 MaTepuana Ne 920427, cepnii B1084MO01 1 B1478MO01
(cM. ceprudukarst CHI120200561782 u CH120200567099)

[Tocrasuk ['nukonmupponns: Hosaptic dapma Llteitn AL, lladdxaysepwrpacce, 4332 IlTeiin, 1lpeiinapus
OTKJIOHEHHSA, KOTOPBIE MOITH MOBIMATSL Ha cooTBeTCTBHE GMP U / HITH COOTBETCTBHE PErHCTPALIHOHHOMY
YIOCTOBEPEHHIO OTCYTCTBYIOT.

Cpok roaHocTy B cepTH(HKaTe Ha Oallk MPOAYKTa SKBHBANEHTEH CPOKY XpaHeHHs Gajka.

HI: JIIT 002244-230913 u3m. 1-7

JInuo, BelaaBuwee cepTHGHKAT: Susana Contreras Monton
JdomKHoCTh: CoTpynHUK 0TAeNa KayecTBa
JaTta u Bpemsi: 22-03-2021 11:44:44

Crpanuua 3/9
HacTosammii cepTudpukat ObI1 aBTOMATHYECKH CTEHEPHPOBAH.
JlaHHbIE YTBEPHKIEHBI OTBETCTBEHHBIM JIHLIOM.




) NOVARTIS

[seHuapus

Ne CH120100463134

IponsseaeHo: 5
HOBAPTHC ®APMA IITEWH AT

[Hadypxayzepwrpacce
4332 llreiin

CEPTU®UKAT AHAJIU3A

Hopmatuenas gokymentauns:  DP 6002280 A R 4

MponykT: SEEBR HNCI 0.05MG.019
I'noGanbHselilt maTepnan Ne: 858407 Cepusn No: SXX32
JaTa u3roToB/IeHNs: 31-08-2020 IMpoTokos ananuza Ne: 4100435897

HudopmMauns o nJaolaakax TecTHpoOBaHUS

HaumenoBanue niomaaku Anpec

Homep GMP ceprudukara

Solvias AG Rémerpark 2
CH-4303 Kaiseraugst

19-0701

Novartis Pharma Schaffhauserstrasse GMP-CH-1001277
Stein AG 4332 Stein
Novartis Pharma Schaffhauserstrasse GMP-CH-1001278
Stein AG 4332 Stein
Novartis Pharmanalytica SA Via Serafino Balestra 31 18-2159

6600 Locarno
TecTbl Tpeboanus Pe3ynbTaThl
OnucaHue cogepsKUMOro; LIBET Ot Gestoro oo noyTH Genoro benbrit

Crpannua 4/9

Hacroswmmii cepTudukar Gl aBTOMATHYECKH CTEHEPUPOBaH.

ﬂaHHbIe YTBEP#K/1EHbI OTBETCTBEHHBIM JTHLIOM.




) NOVARTIS

IIpouseeaeHo: .
HOBAPTHC ®APMA IITEHUH Al
[agpxaysepurpacce

4332 Wrelin
gefinapus

CEPTUDOUKAT AHAJIU3A
Ne CH120100463134

IMpoaykT: SEEBR HNCI 0.05MG.019

Cnobanbueiii maTepuan Ne: 858407 Cepus Ne: SXX32
TecTsl TpeboBanus PesyabTaThbl
OmnucaHKe COTEPKUMOTO: ITopouok [Topoiok

BHEIIHHHA BHI

Onucanne: BHEIIHUI BHI CooTeTcTBYET CooTBeTcTBYET
KpbILIEYKH H KOpIyca
«MPpO3pavHbIi OPAHIKEBBII

OmnucaHue; NevaTh Ha KpblLUEUKe yepHbli norotun Hosapruc noa yepuoit CooTsercTByeT
MOJIOCOH

Onwucanue: neuaTh Ha KOpITyce «GPL50» uepHbiMH uepHutamM Hal CooTBETCTBYET
4epHOH Monocoi

OnucaHue: pasMep KarcyJbl Pasmep 3 CooTBeTcTBYET

A3poaMHaMHuecKoe 20-33 Mkr 26 MKr
pacrpeiciIeHHe 4acTHIL C

NMOMOLIBHY HMIIAKTOPA NMOCIEJHETO

TIOKOJIEHUS

IMopmaHOCTE MeTogOM TCX: CooTBeTcTBYET CTaHAAPTY CooTBeTCTBYeT CTaHAAPTY
I"muKonUppoHuit

Crpanuua 5/9
Hacrosummii ceprudukar Gl aBBTOMAaTHYECKH CrEHEPHPOBaH.
JlaHHbIe YTBEPKIEHBI OTBETCTBEHHBIM JTHIIOM,



> NOVARTIS

Ipouseeneno: .
HOBAPTHUC ®APMA LLITEWMH Al

ladpxayszepurpacce
4332 Ilreiin
Ulseiinapus

CEPTUOUKAT AHAJIU3A
Ne CH120100463134

Ipoaykr: SEEBR HNCI 0.05MG.019

Inobanenbiii matepuan Ne: 858407 Cepus Ne: SXX32
TecTbl TpeGoraHusi Pe3ynbTaThl
[TopnuuHocTh MeTogoM BOXKX: CoOTBETCTBYET CTAHAAPTY CooTBeTcTBYET
['mukonmuppoHuii

OnHopoaHOCTh A03upoBaHus MeTogom BOXKX: 10 -30 10

YKCIIO HeclieoBaHHbIX Karcyl (BOWKX)

OmHOPOAHOCTH BBIMTYCKAEMOH 10361 METOIOM -

BOXX - rnukonupponuii: £25% Bbimyckaemas 0

no3a

OIHOPOJHOCTD BHIMYCKAEMOH 1036l METOLOM - 0
BDXX - rmuxonuppouuii: £35% BbImyckaemas

no3a

OQHOPOAHOCTD BbIMYCKAEMOIl 103bl METO10M 37.4-50.6 mkr 44.4 MKr

B3XX - raukonuppoHuii: cpeHss
BbIITyCKaeMas 1103a

Crpanuua 6/9
Hactoswmii ceprudukart Obl1 aBTOMATHUECKH CIEHEPUPOBAH.
HaHHb[e yTBep)}(HCHbl OTBETCTBCHHBIM JIMLIOM.



Uy NOVARTIS

IMpousseneno: .
HOBAPTHUC ®APMA TITEHMH Al

lagxaysepurpacce

4332 Ireitn
lsefinapus

CEPTU®UKAT AHAJIU3A
Ne CH120100463134

MC

Iponykr: SEEBR HNCI 0.05MG.019

Ino6aneHblil maTepuan Ne: 858407 Cepus Nu: SXX32
TecTsl TpedoBanus PesynbTaTel
OIHOPOJHOCTD BBIITYCKAEMOK 10361 METOAOM CooTBeTCTBYET CTAHIAPTY CootgeTcTBYET
B3XX - rivkonuppoHHii

IponykTel pacnana Metorom BOXKX: He donee 0.5% <0.1%
HeHneHTH(huIMpoBanHeie 543-07 (B nepecyere

Ha cBOOO/IHOE OCHOBAHHE)

[TpoayxTe! pacraga MetozoM BOKX: kammoi He 6onee 0,5% <0.1%
Hecneuupuyeckoii

[Mpoaykrel pacnaga MeTonoM BOXKX: Obuee He Gonee 1.0% <0.1%
KOJIMYECTBO NPOAYKTOB pacrana (Bxmouas 542-

07)

[Mpoaykrel pacniana 542-07 metogom BOXKX- He 6onee 0.5% <0.1%

Crpanuua 7/9

HacToaumii cepTu(HKaT OblJ1 aBTOMaTHUYECKH CreHEPUPOBAH. .

HHHHBIE VTBEPNKACHBI OTBETCTBCHHBIM JIHLIOM.




Uy NOVARTIS

ITpousseaeno:

HOBAPTHUC ®APMA LUTENMH AT

Iladdxaysepurpacce
4332 Ireitn
ILIBeiinapus

CEPTU®UKAT AHAJIN3A
Ne CH120100463134

cojep:kanus MetogoM BOKX: uncio
HCCIEI0BaHHbIX Karcyll

IMpoaykr: SEEBR HNCI 0.05MG.019
I'no6anbHeIi MaTepuan Ne: 858407 Cepus Ne: SXX32
TecTbl TpeGoBanusi Pe3ynbTaThl
[Torepst B Macce NMPH BLICYIIUBAHHH 3.0-50% 3.7%
Obme aspodusie Hakrepun (TAMC) He Gosee 200 KOE/r <50 KOE/r

| O6mme apoxxw/niecens (TYMC) He Gozee 20 KOE/r <5 KOE/T
Pseudomonas aerginosa OtcytctBHE B I T CooTBeTCTBYET
Staphylococcus aureus OtcyTcTBHE B 1 T COOTBEeTCTBYET
JKenmueycToiunBas rpaMM-0TpHLIATEILHAA OtcyTcTRHe B 1 T COOTBETCTBYET
OakTepus
KonuuecTsenHoe onpegeneHne BOMX: 95.0 - 105.0% 99.9%
TITHKOTIHPPOHUH
OIHOPOIHOCTD 103UPOBAHHS 10 OIHOPOAHOCTH 10 wnm 30 10

Crpanuua 8/9

Hacroswmuii cepTH(HKaT ObLT aBTOMaTHYECKH CreHEPHPOBAH.

HaHHHB YTBEPKIACHBI OTBETCTBEHHBIM JIMLIOM.




Uy NOVARTIS

[pousseneto: .
HOBAPTHUC ®APMA LITEHH A’

[Hadxaysepmrpacce
4332 Ulretin
[1Ipeitnapus

CEPTU®UKAT AHAJIU3A
Ne CH120100463134

Mpoaykr: SEEBR HNCI 0.05MG.019

I'nobanbublii MaTepnan Ne: 858407 Cepus Ne: SXX32
TecTbl TpeboBauus Pe3yabTaThl
OHOpPOAHOCTL A03HPOBAHKA 110 0JHOPOIHOCTH - 93.7%
conepxanug metogom B2XKX - rnukonuppoHuii:

Munumym

OHOPOIHOCTb NO3UPOBAHHUS MO OJHOPOIHOCTH - 103.4%
coaepxanus MetonoM BOXKX - riiMkonuppoHMii:

Makcumym

OAHOPOAHOCTE I03UPOBAHUA TIO OJTHOPOJIHOCTH - 2.6%

cosep:xanusa Metofom BOXKX - rnukonuppoHnuit:
OTHOCHTEJIbHOE CTaHAapPTHOR OTKIOHEHHE

OOHOPOAHOCTE A03UPOBAHUSA 110 OAHOPOIHOCTH Makc. 15.0% 6.3%
coaepxanus Metogom BOXKX - rnukonuppoHHuii:
npyeMeMas BeaHdHHa

OIHOPOIHOCTE A03UPOBAHUS 110 OJHOPOAHOCTH CooTBeTCTBYET CooTBeTcTRYET
cogepxaHua MetoaoM BOXX: rmukonuppounii TpeboBanuam @. CLLIA,
Egp. @., fn. Papm.

3akiauyeHue
Cepus cOOTBETCTBYET crieliM(hMKALIY HOPMATHBHO JoKyMeHTalui. HacToAUM YI0CTOBEPAIO, YTO JaHHas
uHdopMaLus 1o/IMHHA U BepHa. HapaboTka u aHanu3 cepuu [poBepeHsl U COOTBETCTBYIOT TpeboBanuaMm GMP

OTBeTCTBEHHOE JIHIO: Alexander Leditznig
Hdarta u Bpemsi: 28-09-2020 14:19:31
JInuo, BeLIABLICE CEPTHHHKAT: Alexander Leditznig
JO/TAKHOCTB: DKCNEpT 0Tae/a KauecTBa
JaTta u Bpemsi: 28-09-2020 14:19:31

Crpanuua 9/9
Hacrosuii ceptudukar 611 aBTOMAaTHYECKH CTEHEPHPOBAH.
JlaHHble yTBepsKAEHbI OTBETCTBEHHBIM JIHLIOM.




