') NOVARTIS i

Form to SOP-7044803

MoATEepKAEHWE COOTEETCTBIUA BEO3NMOrD NIeKapCTEEHHOTO Npenapata TpeboBakuam,
YCTaHOBJIEHHbIM NPY €0 TOCYAAPCTBEHHON perucTpaumum

TEN95-IM-24092020
NpeHTMHKaLMOHHLIW HoMep Tosapa GTIN 04603655002098 L
Toprosoe HauMeHOoBaHue Ko-fluosan®
MeXAyHapoAHOR HENaTEHTOBAHHOE HadBakwe  Bancapran+lMApOXNOpoTHasUA
(MHH)
NexapcTBeHHas opma TabineTku, NOKPLITLIG NNEHOYHON 0BONOUKORA
Doauposka 160 Mr + 12.5 Mr
dopma BeINycKa 14 wr. - GnMcTeps! (2 WT.) - N3YKK KAPTOHHbIE (28 WT.)
Homep cepuu (naptvm) TENSS
O6nem cephn (napTuu) 10564 yn.
fara npoussoacTea 23.06.2020
Foaex Ao 05.2023
HoMep M 4aTa per¥cTpayuoHHOro M ND011266 ot 25.04.2011
yaoctoBepeHua
Homep HOPMaTUBHOR QOKYMEHTALMM n NO11266-180319
HaumeHoBanwe aepxarens HosapTuc ®apma AT, Weeduapua
PErUCTPALIMOHHOIO YAOCTOBEPEHHA
Afpec MECTOHAXOKAEHURA AepxaTens Lichtstrasse 35, 4056 Basel, Switzerland
PErMCTPALMOHHOrO YAOCTOBEPEHUA
HaumeHoBaHWe U agpec NpoUIBogUTENA BCe CTanwu, BKNIOHER BLINYCKAIOWMA KOHTPONL KauecTaa: HosapTvc ®apma C.n.A., Wranua
(C yKkazanmem cTaguin NpoOM3BOAGCTRA) (Via Pravinciale Schite 131, 80058 Torre Annunziata (NA), italy)

B coOTBETCTBMN C TpebopaHKAMM BeaepansHOro 3axoHa oT 28.11.2018 N 449-03 “0) BHECEHWUW MIMEHEHUI B OTAENbHLIE 3aKOHOAATeNbHbIE aKTh
Poccuiickai Meaepaliv No BOMPOCY BBOAA B rPaXAaHckui oBOpOT NeKapcTeeHHuIX NPENapaTos Ana MeSuUMHCKOro npuUMeHeHUs", 8 TaKKe
NPUHAMaR BO BHUMAHWe nocTaxosnenve lMpasuTenscraa Poccuackoi Gegepaunn oT 26.11.2019 N 1510 "0 nopspxe sesoda 8 rpamaaHCKui
060poT NekapcTBeHHbIX Np 08 ANA KOro Np! 7

HIKBNOANKCABLUMACA NpeacTasuTens OO0 "HosapTic ©apma’, yNONHOMOMEHHbIM WHOCTPAHHLIM NPOMIBOAUTENEM nexapcTeeHHelx CPeACTs,
noaTeepxaaeT cooTeeTCTAME awweywasaunon cepun NexapcTBEHHCro npenapaTa ans MEAWLMHCKOrO NpUMEHEHUA TeGoBannam, YCTEHOBNEHHbIM
NpH 0 rOCYAPCTEEHHOR PEMCTRALMM Ha TeppUTOpUM Poccuiickol ®eaepaumn.

YNoNHOMOYEHHbIA NpeacTaBuTeN
OO0 "HosapTuc ®apma” MN.A. Baparos

Wrorymanu w davanan

24.09.2020
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Novartis Pharma” [LC
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Uy NOVARTIS

Buinyuweno:
HOBAPTUC ®APMA CIIA
Bua Iposunumane 1Into 131
80058 Toppe Annynuuara (HA)
Hranns

JIMuensua Ha u3roToBaeHne Ne:
AM-11/2019

Ceprudpurat GMP Ne:
1T/36/H/2019

CEPTU®UKAT CEPUN
Ne IT100200138429

mpcmym:
Jo3upoBKa / aKTHBHOCTb!

JlekapeTBeHHas gopma:

KO-TMOBAH

TUIPOXJIOPOTHA3H] 12,5 MI'
BAJICAPTAH 160 MI'

Tabnetka, MOKpLITas MIeHOYHOM 000/104KOH

IpousBoaHTEIb:

JIMueH3Hs Ha
WU3rOTOB/IEHHE:
Homep cepruduxara GMP:

Tun ynakoBKH: ducTep
PasMep YNIaKOBKH: 2x14 rabneTok
PY: [1NO011266

‘| Ctpana Ha3HAYeHH: PO
I'nodanbublii maTepuan Ne: 7083895 Cepusn Ne: TEN95
JlaTa H3roTOBJIEHUS 23-06-2020
JdaTa BbINycKa: 02-09-2020
CpoK roaHoCTH: 05-2023
Konu4ecTBo eIHHHL 10584 wTyK
MpPOAYKTA:
¥YnaxkorouHasi HHGoOpMauns
TMpoaykT: KO-JHUOBAH
T'no6anbubiil MaTepuan Ne: 708895
Jlokanbuelii maTepuan Ne: 708895

HOBAPTHUC ®APMA CITA
Bua [Iposununane 1nto 131
80058 Toppe AnnyHuunata (HA)
Hranus

AM-11/2019

IT/36/H/2019

JlaHHble TecTOB, TPeOOBaHMA, PE3YNLTAThl 1 3aKIOUEHNS NPHBCACHDI B CIEAYIOLIEM cepruduKaTe/cepTHHKaTaX!

[apTuqucaT Noe:
[Tpoaykr:

I'no6ankHblii MaTepuan Ne:
JlokanbHbli MaTepuas Ne:
JlaTa BhINyCKa:
TIpon3BOAHTENb:

JIuueH3Us HA U3roTOBJIEHHE:

1T100100143872

KO-JIMOBAH TABJIETKH ITOKPBITBIE [UIEHOYHOM
OBOJIOUKOMH 160/12,5 MI'. 012
854072 Cepus Ne:
854072

30-007-2020

HOBAPTHC ®APMA CIIA

Bua ITposuxumane luto 131
80058 Toppe Aunynuuara (HA)
Wranus

AM-11/2019

T5077

Crpannna 1/ 10

Hacrosmmii cepridukat Obll aBTOMaTHYECKH CreHEPHPOBAH.

ﬂ,aHHHE YTBEPKIAECHBI OTBETCTBEHHBIM JIHLIOM




Uy NOVARTIS

BoinyueHo:
HOBAPTHC ®APMA CITA
Bua Tposniumane Mluro 131
80058 Toppe AnnyHiuara (HA)
Hranus

Jlnuensust Ha M3roToBJaeHHe Ne:
AM-11/2019

Ceprudmrar GMP Ne:
IT/36/H/2019

CEPTUO®UKAT CEPUU
Ne 1T100200138429

IpousBoaAHTE/b:

Ceprudurar Ne: CH280100198030
Mpoaykr: TUIPOXJIOPTUA3U]T MUK/ZIC 08
nofanbHbIil MaTepHan Ne: 831945 Cepus Ne: C0068
JlokanbHblii MaTepHas Ne: 831945
Jdarta BbINycKa: 21-06-2020
Ipou3BoanTelb: Hosapric ®apma LLtein Al
laddxaysepirpacce
4332 Llrein
I1gefinapus
Ceprudurat Ne: IEN80100038803
IMpoaykT: BAJICAPTAH/JIC 40
I'no6anbHbIii MaTepuan Ne: 831492 Cepus Ne: R1543
Jlokanbublii MaTepnan Ne: 831492
JlaTa BBINMYyCKA: 09062020

Hosaptic PUHrackHAAH JIumuTen
1E- PuHrackuaau

PuHrackuiau

Mpnanaus

Crpanuua 2/ 10

Hactosimmii cepTudukaT GbI1 ABTOMATHYECKH CreHEPHPOBAH.

naHHbie YTBEPHKACHbBI OTBETCTBEHHbIM JIMLIOM




BrinyuieHo:

R‘) N O VA RTI1 S HOBAPTUC ®APMA CITA

Bua [Tposunumane Mluro 131
80058 Toppe Annyrumara (HA)
Hranus

Jlvuen3ns Ha usroTosaenue Ne:
AM-11/2019

Ceprudurar GMP Ne:
1T/36/H/2019

CEPTU®UKAT CEPUU

No 1T100200138429
- o
ﬁlpoaym: KO-JIMOBAH
Ino6anbubIi MaTepuan Ne: 708895 Cepust Ne: TEN9S
3akJ0ucHHE:

~ HacTosimmm yI0CTOBEPAIO, YTO AaHHAd urdopMallis NOLTMHHA U BEPHA.
JlanHas cepHs co3/lana/ Npou3BeleHa, BRIIOHaA YIaKoOBKY H KOHTPOJIb, Ha BLILIEYTIOMAHYTOM MECTE
MPOM3BOJICTBA B COOTBETCTBHH C MPABHIIAMIt GMP nokalbHOro peryJsaTopHOro oprana 1 criepuKaLreit
PErHCTPALMOHHOTO YAOCTOBEPCHNA HMOOpTHPYOLLEH CTPAHBI.
HapaGoTka, yNakoBKa W aHanus cepuu cootsetcTBYIOT TpeGosanuam GM P.

OTBeTCcTBEHHOE JIHLO! Germana CHIOSI
JlaTa u BpeMsi: 02-09-2020 14:55:05

KoMMeHTapHil K cepTHQHKATY:

Cpok roaHocTy: 3 1.05.2023

PPMS Homep: 1825061

KonuuecTBO YNaKOBOK NPU BBIMYCKE: 10584 ynakoBok

TIpomyKT NPOTECTUPOBAH, MPOMAPKHPOBAH 1 yMakoBaH B COOTBETCTBHH C sapeructpuposannoit HJL:
1NO011266-180319 '

Matepuan 831945 cepuu C0068 u matepuan 831492 R1543 OblIM HCMIONB30BAHbI B KAUCCTBE A®C, MaTepualn
cepuu T5077 GbL1 HCMONB30BAH B KAYECTBE danka.

Bo BpEMA MpOU3BOICTBA He OBbLIIO BBIABJICHO HHKaKHX OTKJIOHEHU

JInuo, BbiIaBIEe cepTH(UKAT: Germana CHIOSI

JOTHKHOCTD! PykoBoauTE/Ib OT/ENA BbITYCKA / yNOTHOMOYEHHOE
JHIO

JlaTa 1 BpeMsi: 02-09-2020 14:55:05

Crpannua 3/ 10
Hacrosuwmit ceprudukar Oblsl aBTOMATHYCCKH creHepUpoBaH.
JlanHble YTBEPIHKIEHB! OTBETCTBEHHBIM JIHLOM




Uy NOVARTIS

[IpousBeaeHo:

HOBAPTHC ®APMA CIIA
Bua [Mposunnmane [nto, 131
80058 Toppe AHHYHLHATA (HA)

Hranus

CEPTUO®UKAT AHAJIU3A
Ne 1T100100143872

IpoaykKT: KO-TUOBAH TabmneTku, NOKPLITLIE eHOYHOM oGonoukoit 160/12,5 MI'. 012
Ino6anbHbiii MaTepnan No: 854072 Cepus Ne: T5077
JlaTa N3roTOBJIEHHS: 23-06-2020 TpoToKoa aHAIU3A No: 4120114435
HopmaTuBHast DP 3748522 001 R1
AOKYMEHTAUHA:

l TecThbl TpebopaHud Pe3y/ibTaThbl ]
Onucanue BU3yanbHO: opma OpasnbHOM HOpPMBI, IBOSKOBBIITYKITBIC COoOTBETCTBYET
OmucaHie BU3yaJlbHO: 1BET TEeMHO-KPacHBIH CoOTBETCTBYET
OnucaHHe BU3yallbHO: prcKa fe3 pUCKH CooTBeTCTBYET
OnHcaHie BU3YalbHO: KO IPaBUpOBKH Ha oHO#i cTopoHe TabJIeTKH, CoOTBETCTBYET

[OKPBITOH TLIEHOUHOM 000JI04KOH,
mapkuposano “HHH”, Ha Apyroi -

«SCG’E
[TpuGnn3uTebHbIi pasmep: Jnuna TpubnusurensHo 15.2 My
TTpubAN3NTENBHBIH pasMep: 1lupuna [Ipubau3uTeNbHO 6,2 MM
MognuuHocTs MeTomoM TCX: BancaprtaH COOTBETCTRHE CTAHAAPTY CpPaBHEHMA
TMoanmuuHOCTE MeToioM TCX: CoOTBETCTBHE CTAHIAPTY CPaBHCHHA

‘| TuapoXa0poTHAZHI

CoOTBETCTBYET
CooTBEeTCTBYET
CoOTBETCTBYET
CTaHIapTy CPaBHEHHUA
CooTBeTCTBYET
cTaHIapTy CpaBHEHMs J

Crpanuua 4 / 10
HacTosuwmit cepTudukat GbLT aBTOMATHHECKH CreHepHpOBaH.
HHHHBIG yTBep}KﬁeHbI OTBETCTBEHHBIM JTHLIOM




Uy NOVARTIS

ITpouseeaeno:

HOBAPTHC ®APMA CIIA
Bua INMposunimane luro, 131
80058 Toppe AunyHuuara (HA)
HMramusa

CEPTUO®UKAT AHAJIU3A
Ne IT100100143872

IMpoaykr: KO-TUOBAH Tabnerku, NOKpbIThIE MIeHOUHOH 060m0uKoit 160/12,5 MI™. 012
InobanbHblii maTepuan Ne: 854072 Cepus Ne: T5077
TecThl TpeGoBanus PesynbTaTsl
IMogmuunocTe MeTonoM BOXX; Bancapran CooTBeTCTBHE CTAHIAPTY CooTBETCTBYET
CpaBHEHMS CTAHOApTy CPaBHEHHA
.| HonnuuHOCTE MeTOJOM BOKX: CooTBeTCTBHE CTAHAAPTY CooTBeTcTBYET
T MIpOXIOpOTHAZN CpaBHEHHS CTaHJapTy CpaBHEHHA
PactBopeHue BancapTaHa yepe3 30 MHHYT 6-24 6
MetogoMm Yd: n=6, 12 wm 24
PactBopeHue BajcapTaHa yepes 30 MHHYT He menee 80 % 98%
metonoM Y®: cpenHee 3HaUeHHE
PacTeopenue Bancaprana uepes 30 MUHYT - 97%
| meTomom Y®: MUHHMYM
PacTBopeHue BajcapTaHa uepes 30 MUHYT - 101%

MeTo oM Y OD: MakcCUMYM

Crpanuua 5/ 10
Hactosumii ceprudukar Obl1 aBTOMATHYECKH CrE€HEPHPOBAH.
JlaHHble YTBEPKIEHbI OTBETCTBEHHBIM JIHLIOM



Uy NOVARTIS

IMpounsseneno:

HOBAPTHC ®APMA CIIA
Bua [Mposunumane Huro, 131
80058 Toppe AnnyHuuara (HA)

Hranus

CEPTUOUKAT AHAJIN3A
Ne IT100100143872

IMpoaykr: KO-JIMOBAH TabneTku, NOKpeITLIe TIcHOUHOM obonoukoii 160/12,5 MI". 012
CnoGanbHblii maTepnan Ne: 854072 Cepus No: T5077

TecTbl TpeGoBanus Pe3ynbTaThbl
PactBopenue BancapraHa uepes 30 MHHYT CooTBeTcTBHE TabIIHLIE CoOTBETCTBYET
MeTonoM Y®D: KOHEUHOE 3aKIIOUeHHE npuemnemoctu EB.®., ®. CIIA u

Sn. @. (tonbko ypoBHHU | 11 2)
Pacteopenue [uapoxnopTiasuaa yepes 30 munyt  6-24
MetogoM Y@: n=6, 12 uiu 24
Pactropenue Tugpoxnopruazuia yepes 30 munyt  He menee 80%
MeTozoM Y@: cpeiHee 3HaUCHHE
Pactropenue I'uapoxnopruasuia yepes 30 MHHYT -
MetoaoM Y@ MUHUMYM
PactBopenne ['uapoxnopruaszuna yepes 30 munyt -
meTtonoM YP: MakcuMyM

96%

94%

98%

Crpannua 6/ 10
Hacrosuuii ceprudukat OblT aBTOMAaTHYECKH CTEHEPHPOBAH.
JTaHHbIe YTBEPK/AECHBI OTBETCTBEHHBIM JTHLIOM
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Ipousseneno:

HOBAPTHC dAPMA CITA
Bua [posuxuuane 1luro, 131
80058 Toppe Aunynuunara (HA)
Hranus

CEPTUO®UKAT AHAJIU3A
Ne IT100100143872

MeTooM Y@: KOHeUHOE 3aKTIoYeHHe

PoncTeennbie mpumecn Metonom B2KX: SU5683
Ha OCHOBaHHM 3a5BJIEHHOTO COAEPKAHUA
rHAPOXJIOpOTHA3K A

PoacreeHHble mpuMecH MeTonoM BOMKX:
eIMHHYHAA HEMIeHTH(UIIMPOBAHHAsA MPUMeECh Ha
OCHOBAHHH 3asBJICHHOTO COJIep/KaHus BajcapTaHa
Poncreennsie npumecu metonom BOXKX: cymma
nprMeceil Ha OCHOBAHWH 3asiBJICHHBIX
coflepKaHMit BacapTaHa H THAPOXJIOPOTHA3ZHIA,
COOTBETCTBEHHO

Konuyectsennoe onpenenende Mmeronom BOXKX:
Basncapran

IMpoayxkr: KO-JIMOBAH raGnerku, NokpeiThle IeHoYHOH o6ono4koit 160/12,5 MI. 012
I'nobanbubiii maTepnana Ne: 854072 Cepus Ne: T5077

TecTbl TpeboBanus Pe3yabTaThl
PactBopenue ['nupoxnopruasuna depes 30 MuHyT COOTBETCTBHE Tad/IHIIE CooTBeTcTBYET

npuemaemoctu Es.d., O. CILIA u

An. ®. (Tonbko
He 6onee 0,2%

He 6onee 0,2 %

He Gonee 0,5 %

95,0 - 105,0 %

ypoBHH 1 1 2)
<0,1%

<0,1%

<0,1%

100.5%

Crpanuua 7/ 10

Hacroswnii ceprudukar bl aBTOMaTHUECKH CreHEPHPOBaH.
JlaHHBIe YTBEPKAEHbI OTBETCTBEHHBIM JIMLIOM




U> NOVARTIS

IMpouszeeneHo:

HOBAPTHUC ®APMA CIIA
Bua Ipoennunane lluro, 131
80058 Toppe AunyHumara (HA)
Uranus

CEPTUOUKAT AHAJIU3A
Ne IT100100143872

metogom BOXX: npuemnemoe 3HaYeHHe

IMMpoaykT: KO-IMOBAH TtabneTku, MoKpeITeIe MIeHoUHOH o6oroukoit 160/12,5 MTI'. 012
Inobanbubiii MaTepunan No: 854072 Cepns Ne: T5077
TecThl Tpeboranus PesyabTaTsl
KonuuecTBeHHOE onpeaenenue Mmetoaqom BOKX: 95,0 - 105,0 % 98.5%
I'unpoxnopoTuasun
OIHOPOJHOCTH 103MPOBAaHUS BalicapTaHa 10-30 10
meTonoMm BXKX: n=10 unu 30
OaHOpoAHOCTL 103MPOBAHNA BajcapTaHa - 92.8%
MetonoM BOXKX: MUHHMYM
OOHOPOAHOCTL 103UPOBaHKA BajicapTaHa - 105.2%
mMeTtogoMm BOJKX: makcuMym

'| OMHOPOAHOCTL IO3UPOBAHUS BaJicapTaHa - 3.6
metogoM BIXKX: ctannapTHoe OTKIOHEHHE
OnHOPOAHOCTL N03HPOBaHKA BajcapTaHa He Gonee 15,0 9.3

Crpanuua 8/ 10

Hacrosumii cepTudukat Obl/1 aBTOMAaTHYECKH CreHEPHPOBAH.
JlaHHBIE YTBEP:K1€Hbl OTRETCTREHHBIM JIULIOM




U> NOVARTIS

Ilpousseneno:

HOBAPTHUC ®APMA CITA
Bua [posunuuane [luto, 131
80058 Toppe AnnyHuuara (HA)

Hranus

CEPTU®UKAT AHAJIU3A
Ne IT100100143872

MetogoM BDJXKX: cranaapTHOE OTKIOHEHHE

IMpoaykT: KO-JIMOBAH TabeTku, MOKpLITEIE [LIEHOYHOH 0Bomoukoii 160/12,5 MI'. 012
TnoGaabHblii maTepuan Ne: 854072 Cepus Ne: T5077
TecTbl Tpebopanus Pe3yabTarThbl
OnHOPOAHOCTL J03HPOBAHMA RATCApTaHa CootsercTue TpedoBaHuaM D. CoOTBETCTBYET
MeTonoM BDYKX: KoHEUHOE 3aK/I0UEHHE CLUA, Epp. @, fln. @

OHOPOAHOCTL A03HPOBaHUA rugpoxiopTHasnaa 10 -30 10

MeTtoaom BOXKX: N=10 unu 30

OHOPOAHOCTE N03MPOBaHHA THAPOXJIOPTHAZHAA - 91.6%
MeTogoM BOXX: MuauMyM

OIHOPOAHOCTD J03HPOBaHMsA TMAPOXIOpOTHA3NAA - 104.2%
MeTonoM BRXKX: MakcuMyM

OnHOPOIHOCTL J03HPOBAHHA MHAPOXIOPOTHAZNAE - 3.7

Crpanmua 9 / 10

HacTtoswnii cepTUduKaT OblI aBTOMAaTHIECKU CTCHEPHPOBAH.

HaHHb[E YTBEPKIEHBEI OTBETCTBCHHBIM JIULIOM




Uy NOVARTIS

IMpounsseaeno:

HOBAPTHUC ®APMA CIIA
Bua [posunnuane luro, 131
80058 Toppe Aunynuuara (HA)
Hranna

CEPTUO®UKAT AHAJIN3A
Ne IT100100143872

IMpoaykr: KO-JJMOBAH TabneTkH, HOKpLITLIE TIEHOUHO# obomoukoi 160/12,5 MI. 012
CnobanbHelii maTepuan Ne: 854072 Cepus Ne: T5077

TecTnl TpeGoBanus PesyabTarhl
OHOPOAHOCTL 103UPOBAHMS THAPOXJIOpOTHA3HAa He Donee 15,0 10.2

MeroaoM BOXKX: npueMieMoe 3HaueHHe

ONHOPOIHOCTH N03UpoBaHuA ruapoxaopoTHazuaa CooteercTBHE Tpebosanuam @. CooTBeTcTBYET
MeTonoMm BDOXKX: KoHeuHOe 3aKI0dYeHHe CUIA, Esp. @, fAn. @

3akaro4yeHne:

Cepns cooTBeTCTBYET cneUMpHKALMK HOPMAaTHBHOH J0KyMeHTaluy. HacTodimuM y10cToBepsAto, YTO 1aHHAA
MH(pOpMaLKs OAMHHHA 1 BepHa. HapaGoTka u aHalIH3 cepuy NPOBEPEHLI U COOTBETCTBYIOT TpeboBanuam GMP.

OTBeTCTBEHHOE JIHLIO: Iolanda ANCORA

JaTta u Bpems: 30-07-2020 10:08:11

JInuo, Bei1aBLIEE CEPTHRHKAT: lolanda ANCORA

JIOMKHOCTD: PykoBoaurens oTaena KOHTPONA KauecTBa FOTOBBIX
' NPOIYKTOB

Hdata u Bpemsi: 30-07-2020 10:08:11

Crpanuua 10/ 10
Hacrtosumuii cepTugukat Obl71 aBTOMATHYECKH CrEHEPUPOBAH,
JlaHHble yTBep KAEHbI OTBETCTBEHHBIM JIHIIOM



