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Form to SOP-8013721

Doc No. : FRM-8015490
Version : 5.0

AHanuTU4Yeckuil NacNopT Ha roTOBYIO NPOAYKLMUIO

Nuuensun Ha ocyuwecTeneHre NPON3BOACTEA NekapcTBeHHbIX cpeacTa Ne00153-NC

Q00 "Hoeaptuc Heea"
Poccus, Caxkr-leTepGypr,
[Lopora B KameHxky, .40, kopn. 3, nutepa A

Tenedpon: +7 812 336 9891
novartis.neva@novartis.com

KoHTpOnb KayecTsa

Homep nacnopra:
Certificate number

4-102-0322

Bepcuws:1.0

1. OBLWAA NHOOPMALIUA
GENERAL INFORMATION

Product Name

HaumeHoBaHue npoaykuum:

lansyc® Tabnetkn 50 Mr Ne 28

Checked against

lMpoBepeHo Ha COOTBETCTBUE C:

WMameHeHne Ne 1 oT 22.11.2019
HNameHerue Ne 2 ot 19.03.2020
HameHeHune N2 3 o1 09.12.2020
H3meHeHue Ne 4 oT 24.06.2021
MameHeHue Ne 5 ot 02.09.2021

JICP-008119/08-290719 Maneyc TabneTku 50 mr

Cneunchvkauvs kayectsa Ha aneyc®, Tabnetkm 50 mr Ne28, Ne56
SPEC_FDF_00102805, repcusa 7.0

BHyTpeHHUIA Koo Homep cepum
HepacdacoBaHHOM npoaykuwn; | 42027188 HepactpacoBaHHOW npoaykumy MA2945
Product Code Butk Batch Number Bulk
BHYTpeHHW# Ko ynakoBaHHOU Homep cepuu ynakoBaHHOMN
npoayKuuu: 44068548 npoayKuum: MAB4550322
Product Code FDF Batch Number FDF
Hara npoussofacTea:
Manufacturing Date 05.03.2022
. Pasmep cepum 3a BbIveTOM
2;3,,";?;’“"““' 35 237 yn. npo6: ] 35224 yn.
Balch size without samples
2. NONYYEHHBIE PE3YJIbTATbI
TEST RESULTS
Ne Mokasatens* TpeboBaHue Pesynbrar
Parameters Requirements Result
Ot Genoro Ao ceeTtno-xentoro useTa | Benoro uUseta Kpyrnble rnagkue
1 | Onmncaune Kpyrnble rnankue TabneTtkn co CKOLeHHbIMU | TaBNeTkM CO CKOLIEHHLIMU Kpasmu, ¢
Appearance Kpasmu, c rpaeupoekon «NVR» Ha opHo# | rpasmpoBkoii  «NVR» Ha  opgHoit

cropoHe 1 «FB» Ha apyroii cTopoHe.

cTopoHe U «FB» Ha Apyroi cTopoHe.

NMoanuHHOCTL
o | Identification

- BungarnuntuH

Bpema ygepxuBaHWMA OCHOBHOMO NMWKa Ha
XpOMarorpamme WCMbITYEMOro pacTeopa,
NPUroTOBNEHHOTO ANA KONWYeCTBEHHOro
onpefenedHnsa, A[OMMKHO COOTBETCTBOBATH
BpeMeHu yAepxKuBaHus nuKa
BUNAArNUNTMHa Ha XpomaTorpamme
cTaHpapTHoro pacresopa 1a. Otnuyue Bo
BpeMeHax YAEPXKUBaHUA OOJIDKHO
COCTABNATL He Bonee * 2,0%.

B3XX: CooTBeTCTBYET

Ha xpomaTorpamme ucneITyemMoro pacteopa
OCHOBHOE NMATHO NO MONOXEHUIO, OKpacKe U
BeSIMYMHE [OMKHO COOTBETCTBOBATL MATHY
Ha XpomarorpaMme CTaHAaPTHOro
pacTeopa.

TCX: CooTtBeTcTBYET

PactBopeHue
Dissolution

He meHee 80% (Q) BungarnunTuHa oT
HOMWHanNbLHOrO  coAepXaHuA  AOIDKHO
nepenT B pacteop Yepea 30 MUHYT

102%
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NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 5.0

AHanUTU4YeCKUI NacnopT Ha roToBYHO NPoAYKLUWIO

JluueHsus Ha ocylecTBNeH1e NPOK3IBOACTBA NekapcTBEHHbIX cpeacTe Ne00153-1C

000 "Hosapmuc Hesa"
Poccus, CaHkT-MeTepbypr,
Hopora 8 Kamenky, .40, kopn. 3, nurepa A

TenedpoH: +7 812 336 9891
novartis.neva@novartis.com

KoHTpons kayecTtea
Homep nacnopra: A0 d
Corifade Erbas 4 . _J 4-102 3322 Bepcusi:1.0
Ne Mokasarenp* TpebosaHue Peaynbtar
Parameters Requirements Result
Bopa
4 Wstor He Gonee 2,9 % 1,6%

PoacTBeHHbIe

202-01 (amup): He Gonee 0,5%
208-01 (UMKNYECKUA aMWANH):

202-01 - meHee 0,1%;
209-01 — He o6HapyxeHo;

npumecu He bonee 0,2% 207-01 — He oBHapyxeHo;
5 | Degradation 207-01(auketonunepasmuH): He bonee 0,2% | EavHWYHBIA HeWaeHTUULIMPOBaHHbIA
products EAnMHWYHBIA HenaeHTUMUMPOBaHHLIA | NPOAYKT pacnana — He oGHapyKeHo;
- BunpgarnuntyHa | npoaykT pacnapna: He bonee 0,2% CyMma npoaykToB pacnaga — MeHee
CymMma npoaykTos pacnafa: He 6onee 0,8% | 0,1%
OgHopogHOCThL
A03MPOBaHUA
6 | Uniformity of AV =150 AV=15
dosage units
-BunaarnuntuH
KonuyecteeHHoe
7 | onpenenexve Ot 95,0% po 105,0% euwngarnMnTMHa oOT 100.1%
Assay HOMUHANLHOrO CoAepXKaHus ?
- BungarnuntuH
Mo 14 Tabnetok B 6nuctep Ar/An. Mo 14 Tabnetok B 6nuctep An/An.
T | [ 0 nnm 4 ©nuctepa BmecTe c | Mo 2 BnucTepa BMECTE C MHCTPYKUMEH
8 Packing MHCTPYKUMERA MO NPUMEHEHWO B Nayky. | N0 npuMeHeHWio B nadky. KoHTponke
HonyckaeTea Hanuuue KOHTpOnNA | NepBUYHOrO BCKPBITUS Ha KapTOHHOW
NepBUYHOro BCKPLITUA HA KAPTOHHOMW Nauke. | Nauke NpUCYTCTBYeT.
Ha Bnuctepe Ha pycckom asbike ykasbiBaloT: | Ha  6nucrepe  Ha  pYCCKOM  siablke
NOroTMN KOMNaHuW (Ha NaTWHWLE), TOProBoe | yKasaHbl:  NOTOTWN  KOMMaHWM  (Ha
HauMeHoBaHwe npenapata c namumue), TOproeoe HauwMeHOBaHWe
npeaynpeauTensHom MapKUpOBKO#H ®, | npenapata Cc npeaynpeauTentHO
[03UPOBKY, MexgyHapoaHoe | MapkupoBKOR ®, A03UPOBKa,
HenaTeHToBaHHOe HauMeHoBaHWe, | MexayHapoaHoe HenaTeHTOBaHHOE
nexkapcTBeHHylo ¢opmy, AaTy OKOHYaHWA | HauMeHoBaHue, NekapcTBeHHas hopma,
CpoKa roAHOCTM, HOMEp Ccepuu, MAaTy | [aTa OKOHYAHWA CPOKa rOAHOCTH, HOMep
nNpou3BOACTEA, cepun. BHyTpeHHMe ynakoBouHble KoAbl
HonyckaeTtcsa HaHeceHwe BHYTPEHHUX | KOMNaHW1 OTCYTCTBYIOT. Hata
YNaKOBOYHbIX KOAOB KOMMAHUM. NpoU3BOACTBA OTCYTCTBYET,
B cnyyae OCyWecCTBNEeHAA NepBMYHOW | Ha KapTOHHOW nadyke Ha pPYCCKOM U
9 MapkupoBka YNakoBKW Ha NPOM3BOACTBEHHOW NNOWAAKE | AHIMVACKOM #3bIKaX YKasadbl: NOroTun
Labelling 000 «HoBaptuc Hesa», PoccuAa parta | KOMNaHuM (Ha naTUHWLE), Toproeoe
NpoW3BOACTBA HE yKa3biBAeTCs. HauMeHoBaHue npenapara c
Ha _kapToHHOW nayke Ha _DYccKoM W | mpegynpefuTenbHOM MapKUpoBKoin ®,
aHIMUACKOM _R3blkaX _YKasbiBAlOT: MOrOTWN | MEeXayHapogHoe HenaTeHToBaHHoe
KoMnaHuM  (Ha  NaTUHULE), TOProBOEe | HauMeHoBaHue, [l031MpOBKa,
HaumeHoBaHue npenapara C | NnekapcrBeHHas CpOpMa U Konw4yecrteo
npeaynpeauTensHOM MapKWPOBKOM ®, | TabneTok B ynakoske, YCNOBUA OTNycKa
MexgayHapoaHoe HenaTeHTOBaHHOe | U3 anTtek, «[nA npuéma BHYTpPb»,

HauMeHoBaHWe, OO3WPOBKY, NeKapCTBeHHY
topmy 1 konuyecTso TabneTok B ynakoBKe,
ycnosus oTnycka w3 antek, «[nA npuéma
BHYTPb», Ha3BaHwe n coaepxaHve
AecTByOWEero Bewecrsa B 1 Tabnetke,

HasBaHvwe U coaepxaHue AedcTBYIOLLero
Beuwecrtea B 1 TabneTtke, ykasaHve o
cogepXaHuu naktosbl OessogHOR B
KayecTse BCMOMOraTentHoOro BellecTea
1 ee konidecTeo B 1 Tabnerke, ycnosus
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NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 5.0

AHanNUTUYeCKWIA NacnopT Ha roTOBYIO NPOAYKLUIO
NuueHsua Ha ocylecTBNEeHVe NPOUBOACTEA NIEKAPCTBEHHbIX cpeacTe Ne00153-11C

Q0O "Hosaptuc Hesa"
Poceun, CaHkr-NeTepbypr,
[opora B KameHky, 4.40, kopn. 3, nutepa A

TenechoH: +7 812 336 9891
novartis.neva@novartis.com

KoHTponb kayecTea
HOMOR RO RpTE: 4-102-0322 Bepcus:1.0
Ne Mokazarenn* TpeboBaHue Pe3ynkrar
Parameters Requirements Result
yKasaHue o cofepxaHuv nakTosbl 6e3BOAHON | XpaHEeHUA, «XpaHUTb B HEAOCTYNHOM ANs
B kayecTBe BCNOMOraTenbHOro BeLlecTsa u ee | aeteid mecte», «MoapobHble yKazaHus
Konu4yecTso B 1 TabneTke, yCNoBUs XpaHEHUA, | NO NpUMeHeHWIO NpenapaTa NpuBeAeHsI
«XpaHWTL B HEAOCTYNHOM NS AETEl MECTE», | B NPUNOXKEHHON WHCTPYKLMU», HOMEp
«MoApoGHele  yKasaHUs MO MPUMEHEHWIO | PErMCTPaLMOHHOTO YAOCTOBEpeHus (Ha
npenapata npUBEAEHbl B MPUMNOKEHHON | PYCCKOM 5i3biKe), HaUMEHOBaHUE U afpec
VHCTPYKUMM», HOMEpP  perucTpauuoHHOro | (CcTpaHa) KoMMaWuu —  Bhagensua
yaoctoBepeHws (Ha  pycckoM  A3blKe), | perucTpauuoHHOro YAOCTOBEPEHMA,
HaumeHoBaHhe 1 aapec (CTpaHa) KoMnaHuM — | HauMeHoBaHue U agpec (ropoa, cTpaHa)
Bnagensua PErucTpaLyMoHHOro | KOMNaHWU — NPOW3BOAUTENS, LUTPUX-KOA,
YAOCTOBEPEHWS, HauMEHOoBaHWe W ajpec | HOMEep Cepuu (Ha pyccKOM A3bike), AaTa
(ropoa, cTpaHa) KOMNaHUM —~ NPON3BOANTENS, | NPOM3BOACTEA W [jaTa OKOHYaHUsA CpoKa
LUTPHUX-KOA, HOMEp CepuM (Ha pycckoM A3bIKE), | rOAHOCTM ( Ha PYCCKOM A3bIKE), NOroTHn
AaTy NPOU3BOACTEA M A4ATy OKOHUYAHUA CPOKa | TOProBOr0 HaMMEHOBAaHWA, BHYTPEHHuE
FOAHOCTW (H& PYCCKOM S3bIKE), NOTOTWN | YNakoBOUYHbIE KOAL! KOMNaHUK.
TOProBOro HaWMEHOBaHWS, HaHeceHbl CcpeacTBa WAEHTUDUKALIMK
HonyckaeTcsa HaHeceHue BHYTPEHHUX | ans MOHWUTOPMHTa LOBUXEHUA
YNAKOBOYHbIX KOAOB KOMMaHWUMN. NeKapcTBEHHbIX  MpenapaTtoR  AnA
OononHutensHo MoryT 6biTb  HaHeCeHbl | MeAMLIMHCKOro npUMeHeHNs oT
cpeacTea uaeHTMdMKaUMKM ANs MOHUTOPUHIA | NpoM3BOAUTENA 1o KOHEYHOro
ABWXEHWA NEeKapcTBEHHbIX Npenapatoe ana | notpebutens,
MeaWULMHCKOro NpUMEHeHUs oT
NpoWU3BOAUTENSA A0 KOHEeYHOoro noTpeburens.
10 g}:;:;:"e B opuruHaneHoit ynakoeke npu Temneparype He Beitue 30°C.
CpokK rogHoOCTH
(Mepuoan4HOCTE
R o i 3 rona 3 rona (28.02.2025)
(Frequency of
control)

* = «MukpoGuronoriieckan YUCTOTa» He ABNAETCA PYTUHHLIM METOAOM aHaN1aa u MOXET OTCYTCTBOBATL B CepTUdukaTe

aHanuaa KoMmnaHum

3. 3AKINHOYEHMUE
CONCLUSION

llekapcTBeHHbIl npenapat lansyc® Tabnetkuw 50 mr Ne 28, Homep cepwm MAB4550322 cooTseTcTeyeT
TpeGoBaHWAM HopMaTtuBHOW AoOKymeHTauuw JICP-008119/08-290719,
nameHeHne Ne3, nameHeHne Ned, usmeHeHue Neb.

msmeHeHne Ne1, wuameHeHve Ne2,

MeHenoxkep no KoHTpomio
Kayecrea n nePEHOCy ] ﬂKosneBa O'A' 1
zmgﬂgf BaNUAaLMM  aHAMMTAYECKIX 3 /03 ZOAA
METoauK e
LomxHocTs (Position) @KO (Full name) Bara (Date)
Version Description of change
(Bepcus) (OnucaHve 3MeHeHui)
1.0 HoBbliA nacnopT !

'l
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MuavsnayansHelin Homep: 0104221604

MNpouazeeneHo:

00O HoeapTtuc Heea

Hopora B Kamenky, a. 40, k.3, nut. A
197350 Cankr-MeTepbypr

[TacnopT Ka4yecTBa

HaumeHoBaHuMe npoaykTa:

FANBYC TAB 50MI" Ne28

NexapcrTeeHHan gopma: TabneTkn
Twun ynakoBKu: BNACTEP
Pasmep ynakoBku: 2WT x14 WIT Homep GMP NeGMP/EAEU/RU/00112-
cepTtuchmkara: 2021
Kon matepuana: 44068548 Tun BbINycka: Bobinyck cepun B
obpaleHne
BHyTpeHHWIA HOMep cepun: MA8455 MeyaTHbIn HoMmep MAB4550322
cepun:
[arta npouzBoacTBa: 05-MAP-2022 DaTta Bhinycka: 01-AMNP-2022
Fopex po: 28-0EB-2025 Bbinyckaemoe 35224 WT
KONn4yecTBO:
MpoussoacTeeHHana nnowaaka: OO0 "HoeapTuc Heea"
[opora B KameHnky, A.40, kopn. 3, nnT. A.
197350, Poccun, CaHkT-lNeTepbypr
Bbinyckarowmin KOHTponb 00O "HoeapTuc Hesa"
KayecTBa [Dopora B KameHky, 4.40, kopn. 3, nuT. A.
197350, Poccus, Cankt-Metepbypr
KonTponek kauecTBa: 00O "HosapTtuc Hesa"
[Hopora B KameHrky, a.40, kopn. 3, nut. A.
197350, Poccwus, Caxkr-lNeTtepbypr
CrtpaHa-uMmnopTep: Homep perncTpauMoOHHOro yAOCTOBEPEeHUA:
Poccus JNICP-008119/08 OT 14.10.2008
KoMnoHeHThI:
HanmeHoBaHue maTtepuana: FANBYC TAB 50MI
Kop matepuana: 42027188 HepacdacosaHHbiit npoaykt  Homep cepun: MA2945
Obujee KONUYECTBO 984382 WIT

HepaccacoBaHHOro NpoAykKTa::
MpouseoacTBeHHas nnowaaka:

000 "HoeapTtuc Heea"
JOopora 8 KameHky, .40, kopn. 3, nuT. A.
197350, Poccua, Caxkt-MeTtepbypr

Ctpanuua: 1/2 MNognucaHo anNeKTPOHHO B COOTBETCTBUM € NonuTWUKkon CaHao3 No 3NeKTPOHHLIM NOANUCAM




ES }
(" NOVART IS gpoo Hoazpmr:: Hesa

Dopora B KameHky, 4. 40, k.3, nuT. A
197350 CaHkT-MeTepbypr

WHauenayaneHeIn Homep: 0104221604

[lacnopT kayecTBa

HaumeHoranue npogykra: FANBYC TAB 50MI” Ne28

Kopa maTepnana: 44068548 BHyTpeHHun MA8455
HOMep cepuu:

KomnoHeHTbI:

HaumenoBanne matepmana: BUNAATMUNTMH CYBECTAHLMA-NOPOLLOK 014
Koa matepuana: 40006800 ®apm. CyberaHuus Homep cepuu: B631894

MNpoussoacTeeHHan nnowagka:F.1.S.- FABBRICA ITALIANA
VIALE MILANO 26
36075 MONTECCHIO MAGGIORE

WTanus

Cepwusa npoussoauTtens: +107070079

3aknoyeHue

HacToswmm s noaTeepxaaro, uto ykasaHHas MHbOpMaLWA SIBNSETCA AOCTOBEPHON U TOYHOM. Cepua npoaykTa, ykasaHHas Bbile
6bina npousseseHa, ynakosaHa u NPOKOHTPONWPOBaHa Ha NPOM3BOACTBEHHBIX NMOLAAKAX, YKAa3aHHbIX BbilLe, B NONHOM
COOTBETCTBUM C TpeBoBaHMAMM NnokansHbix Mpasun Haanexallen NpoOM3BOACTBEHHON NPaKTUKA U1 PeructpaumonHoro aocee.
3anucw No NPon3BOACTBY, YNakoBKe KOHTPONKO KavecTBa Gbinu cooTBETCTRYIOWMMI TpeGOBaHUAM

MpaBun Haanexallei NPOU3BOACTBEHHOM NpaKkTUKN.,

KommeHTapuii k ceptudhmkary:

NCP-008119/08-290719 Uam. Ne1 k NCP-008119/08-290719 Wam. Ne2 k NCP-008119/08-290719 W3m. Ne3 k ICP-008119/08-290719

Mam. Ne4 k JICP-008119/08-290719 Mam. Ne5 k JICP-0081 19/08-290719

Cepwua BbinyweHa: BaHknHa AHactacus, YNonHomMoueHHoe niuyo
Aata/ Bpema Bbinycka cepun:  01-AMP-2022 / 14:03:50 UTC

Harta / Bpems coznanma ceptudmkara:

14:04:04UTC

01-AMNP-2022 /

Crpanuua: 2/2 MopnucaHo 9NIeKTPOHHO B COOTBETCTBUW C NONUTMKOM CaHA03 NO 3NeKTPOHHbLIM noanucam




