) MpounsBeneHo:
{'” N OVA RT I S 000 «HoeapTtuc Hesa»
[opora B Kamehky, 4.40, kopn. 3, nuT. A,
nat. B
194362 CaHkT-MeTepbypr

MHauBUAYansHeIi Homep: 2904200026

[MacnopT Ka4YecTBa

HaumMeHoBaHWe NpoayKTa: HOMEPWO TAE MN/MO 100MI™ Ne28
fo3unpoBkKa:
INexkapcTBeHHan opma: TabneTku, NOKPLITLIE NNEHO4HOW 0BoNo4KOM
Twun ynakoBKu: BNUCTEP
PazMep yNaKoBKU: 2 WT x 14 WT Homep GMP NeGMP-0151-000292/18
cepTudpukara:
Kop maTtepuana: 44086016 Tun BbInycka: BhInyck Ha pbIHOK
BHYTPEHHUA HOMEpP Cepuu: KK7170 MeuaTHbl HoMep KK71700220
cepuu:
[OaTta npou3BoAcCTBa: 19-0EB-2020 [aTa Bbinycka: 29-AMNP-2020
FopeH no: 31-AHB-2023 Beinyckaemoe 8324 WIT
KONW4YecTBO!
MpouasopcTBeHHan nnowaaka: 000 "HoeapTue Heea"
[opora B Kamerky, A4.40, kopn. 3, nuT. A, nuT. b
194362, Poccws, CankT-TeTepbypr
CtpaHa-umnoprep: Homep perncTpauuoHHOro yAOCTOBEPEHUSA.
Poccus NnN-003532 OT 25.03.2016
KoMnoHeHTbI:
HaumeHOBaHWe maTepuana: FOMEPWUO TAB M/NO 100MI
Koa matepuana: 42027181 HepacdacosatHbli npoaykt  Homep cepuu: KJ4704
Ob6uee KONU4YECTBO 235413 WT
HepacdacoBaHHOro NPOAYKTa::
MNpousBoacTeeHHan nnowanka: 000 "HoeapTuc Hega"
[opora B KameHky, .40, kopn. 3, ruT. A, nuT. B
194362, Poccus, CaHkT-MNeTepbypr
KoMnoHeHTbI:
HaumeHoBaHUe MaTepuana: CAKYBUTPUNA W BANCAPTAHA CYB-MOP.
Kop maTepuana: 40005801 dapm. CyberaHuma Homep cepuu: B557543
Mpou3BoAcTBEHHanA nnowaaka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
LWeenyapus
Cepua npou3BoaUTENA: C0326

CTpaHuua: 1/2 MognucaHo aneKTPOHHO B COOTBETCTBUM © nonuTukoi CaHAo3 No 3NEKTPOHHLIM NOANUCAM



MpousBepeHo:

{"’ N OVA RT I S 000 «HosapTuc Hesa»

[opora B Kamerky, 4.40, kopn. 3, NuT. A,

nut. B
194362 CaHkT-MNeTepbypr

MHavBMAyaneHbIA Homep: 2904200026

[TacnopT Ka4yecTBa

HaumeHoBaHue npoaykKra: KONEPWO TAB MN/MO 100MI™ Ne28

Kog maTepuana: 44086016 BHYTpeHHU# KK7170
HOMeEp cepuun:

3aknroueHue

HacToawmm s NOATBEPXKAA, YTO yKkazaHHan MHopMaLUmWa ABNAETCA [0CTOBEPHOM 1 TouHOR. Cepusa NPOAYKTa, ykadaHHas Bellle
Obina npov3eeneHa, ynakosaHa u NPOKOHTPONMPOBaHa Ha NPOU3BOACTBEHHbLIX nnouwlagkax, ykasaHHbelx Bbile, B NONMHOM
COOTBETCTBUW C TPeGOBaHUAMK NOKanNbHLIX MpaBun Hagnexallen NPOW3BOACTBEHHON NPaKTUKKA W PerucTpaLMoHHOMo A0CkEE.
3anucu no NPOU3BOACTBY, YNaKOoBKe U KOHTpONI KavyecTsa Bbinn COOTBETCTBYOLWMMN TpEﬁOBaHMHM

MpaBun Hagnexalen NPOVW3BOACTBEHHON NPaKTUKH.

KoMmeHTapui K cepTutpukaTy:

B xope Nnpou3soACTBEHHOTO NpoLecca OTCYTCTBYHOT OTKNOHEHWA, KOTOPbIE MOMYT NOBNUATL Ha BbINYCK npoaykKuwnu.

Cepusa BbinyleHa: TaTtesHa Bygaesa, YNonHOMOYeHHOE NUUO
[aTa / Bpems Bbinycka cepuu:  29-AMP-2020/22:25:40 UTC

[ata / BpeMA co3gaHuA cepTudukara:

22:26:22UTC

29-ANP-2020/

Crpanuua: 2/2 MNMoanucaHo aNeKTPOHHO B COOTBETCTBUN C nonuTUKon CaHao3 No 3NeKTPOHHBIM Noanucam
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NOVARTIS

Form to SOP-8013721

JIMLEH3MA Ha OCYLLECTBNEHWE NPOM3BOACTBA NekapcTaeHHbIX cpescTs Ne00153-11C ot 09 Hosbps

2015 roga

Doc No. : FRM-8015490
Version : 2.0

AHanNUTUYECKUA NacnopT Ha roTOBYH MPOAYKUULIO

000 «HoeapTuc Hesa»
Jopora B Kamerky, a. 40, k. 3
194362, Cankr-NeTepbypr, Poccua

Tenedon: +7 812 336 9891

KoHTpornb KavecTea

Homep nacnopra:
Ceriificate number

4-36-0320

1. OBWAA UHOOPMALIUA
GENERAL INFORMATION

HaumMeHoOBaHWe

NMPoAYKUNK:
Product Name

lOnepuo, TabneTku, NokpbITsIe nneHoYHon oBonoykoi 100 mr Ne28

lpoBepeHO Ha
cooTBeTCTBME C:
Checked against

M3ameHeHwe Ne 1 ot 13.10.2016
MameHeHue Ne 2 o1 26.12.2017
MameHeHue Ne 3 o1 22.01.2019
MameneHune Ne 4 ot 21.08.2019

11N 003532-250316 KOnepwo, TabneTku, NOKpbITbie NNeHoYHon obonoykoi 50 mr
(25,7 mr + 24,3 wr), 100 mr (51,4 mr + 48,6 mr), 200 mr (102,8 mr + 97,2 mr)

(BHYTpEHHSA cneundukaumns SPEC_FDF_00094946 sepcws 2.0)

BHYTpeHHUI Ko

npoayKuum: 44086016
Product Code
Homep cepuu: [ata npoussopacTBa:
Batch Number KK71700220 Manufacturing Date 19.02.2020
i Paamep cepum 3a
g;;”;facep“"' 8 342 wr BbI4eTOM Npob: 8 324 wr
Batch size without samples
2. MOJNYYEHHbIE PE3YNILTATDI
TEST RESULTS
Ne Mokasaterne Tpeb6oBaHue PesynbTar
Parameters Requirements Result
OpanbHble  ABOAKOBbINyknble  Tabnetku, | OBanbHble LBOAKOBLIMYKIbIE
NOKPbLITbIE MIMEHOYHONW OGOMOYKOA CBeTno- | TabneTkn, MNOKPLITbIE  MNEHOYHOM
1 OnucaHue XenToro ueeta ¢ ¢hackoil, Ges pucku. Ha | oBonouKon CBETNO-XENTOro UgeTa ¢
Appearance OQHOIA CTOPOHE HaHeceHa rpasupoBka «L1», | chackoid, Be3 pucku. Ha oaHoi
Ha gpyroi- «NVR», CTOpOHE HaHeceHa rpaeupoeka «L1»,
Ha apyror- «<NVR».
WK-cnekTp ucnbiTyemoro obpasya B obnacrtu
or 1850 pgo 1650 cm-1 Mo MONOXEHWIO W
npowniko  nornoc  MornoleHus  AoMXeH
cooTeeTcTBOBaTh VK-CnekTpy craHgapTHoro Ll i
obpasua ¢ XapakTepucTUYecKod nonocon
E:ﬁﬂ;cﬂa?izgm nornowenust okono 1712 cm!
2 Bpema ynepXueaHUa OCHOBHbIX MUKOB Ha
- Caky6umpun XpoMartorpaMme  UCNbITYEMOro  pacreopa
_ BancapmaH AOIMKHO COOTBETCTBOBATbH BpemMeHu
YOEPHUBEHUS  MUKOB BancapraHa W
cakybutpuna Ha XpomarorpaMme B, CooTaercmRyes
cTaHgapTHoro pactsopa Ta. OTnuuve BO
BpEMEHaX YAEPKUBAHUA LOMKHO COCTaBNATb
He Bonee + 2%
0,
3 PacTtBOpeHue as Hntquee 30%.(01) caiyGurpiuna “epes 30 95 % cakyButpuna yepe3s 30 MuH;
. . i 0,
Dissolution He meHee 80% (Q) sancapTana Yepes 30 MuH 97 % sancapraHa Jepe3s 30 MuH
MeToa 1. Mpumecu cakyGutpuna: Mpwmeck cakybutpuna:
4 :oﬂ:‘.:i'mble - 534-06 — He Bonee 0,2% - 534-06 — He obHapyxeHa
p - 535-06 — He Bonee 0,2% - 535-06 — He oBHapyXeHa
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NOVARTIS

Form

JluueHans Ha ocywecTneHne npou3BoACTBa NekapcTBeHHbIX cpeacTs Ne00153-

to SOP-8013721

Doc No. : FRM-8015490
Version : 2.0

AHanMTU4YecKkMn NacMopT Ha rOTOBYH NPOAYKLMUIO

JC o1 09 Hosbps

000 «Hosaptuc Hesax

2015ropa [Hopora 8 Kamenky, 4. 40, k. 3
194362, CankT-MeTep6ypr, Poccus
Tenedbou: +7 812 336 9891
KoHTponb KadecTea
Homep nacnopra; -3B-
Certificate number 4-36-0320
Ne MNokazaTens TpebopaHue Pesynbrar
Parameters Requirements Resulf
Related - 536-06 — He Gonee 0,2% - 536-06 — He oBHapyxeHa
substances Mpumecw Bancaprana: MNpumMeck BancapTaHa:
- CGP 49309 - He Bonee 1,0% - CGP 49309 - wmeHee npegena
KONTMYECTBEHHOrO o0BHapyxeHus
(0,1%)
Mpumeck cakybutpuna:
-900-04 - 0,4%
MeToa 2. Mpumecu cakybutpuna: '
) 900_%4 _ Hpe Bonee: 0 .?% P Mpumecwk BancapTana:
VIpUREEI BaITERpTSHE: Liﬂ”::::?;n UpoBaHHas NMpuMecs —
- EQuHnuHans HemgeHTuguumposarHasn A Lt P
MPUMECH — He Bonee 0.2% MeHee npegena . KONUYeCTBEHHOro
- Cymma HenaeHTUDMLMPOBaHHbIX ?g;:fﬂ‘;mer‘:ﬁQHﬁ DULMDOBAHHBIX
gpsb:;neceu (uckniovas 900-04) — He Gonee npumecedt  (vckmiodas  900-04) —
1R MeHee npedena KonMYecTBEHHOro
o6Hapyxenus (0,1%)
OaHopogHocTh
[03UpOBaHUA .
; ; CakyBuTpun: AV = 3,5;
5 Uniformity of AV < 15,0

dosage units
- Cakybumpun

Bancaptan: AV = 3,3

- Bancapmau
0,
KonuyecTteeHHo OT 95,0% A0 105,0% cakyBuTpuna ot 100,0% cakyGutpuna or .
€ onpegeneHue HOMWHaMbLHOro coAep)aHuns;
HOMUHAMLHOIO CoAEpXaHns
B |Aesay Ot 95,0% fo 105,0% eancapTaHa ot
- Caky6umpun Homu:ianiforo co e“ }KaHMHp 99,1% BarncapraHa ot
- Bancapman Aep HOMWUHaNbLHOrO cogepxaHus.
Kateropus 3A:
Mukpo6uonorny | O6uee uncno a3poBHbIX MUKPOOPraHuamMos | MeHee 50 KOE B 1 1
7 | eckas yucrora —He Gonee 10°KOEB 1 1;
Microbiological ObLlee YNCNO JPOXOKEBBIX U NNECHeBbIX Meree 10 KOE B 1T
purity rpuboe — He Gonee 102 KOEB 1T
OrtcyTctue Escherichia colis 1. OTcytcteme B 1 r.
. MNepeuyHas  ynakoeka: no 14
MepsuyHas ynakoska: no 14 TabneTok B
GJ‘IVF:CTEIJ 3 NBX/MBOX u anoMWHWeBOR TaGnerok & 6{'”6Tep U3 NBXTIBAX
oy, aniomuH1ueBsoi cbonbrm,
8 YnakoBka BropuyHas ynakoeka: no 2 wnu 4 6nuctepa S;ZPTHEH ynakoska: o 2 (le;lmc-reﬁa
Packaging BMECTE€ C WHCTPYKUWMEA Mo MeauLMHCKOMY 10 e HHETD RN -
MEAWLMHCKOMY  MPUMEHEHUMIO B
MPUMEHEHUIO B KAPTOHHYIO NauKy. KAPTOHHYIO Navky.
Eskr;ﬁ_:fﬁ?:: ::;:;::i;%gsz?g TERRMERET KOHTpDnbvnepBMHHOI’O BCKPLITUA Ha
KapTOHHOW Nayke NpUcyTCTBYET,
Ha 6rnmuctepe Ha pycckom u aHrnuiickom | Ha Gnuctepe  Ha pycckom W
A3blKaxX YKasblBAKT: JIOrOTUN  KOMNaHWW- | aHrNUIACKOM A3blKkax yKasaHbl:
Mapkupoeka npovssoAnTeNns (Ha naTuHWUE), Toprosoe | Nnorotun KoMNaHun-nponssoauTens
9 Labelling HaumeHoeaHWe, A03npoeKky, BancapraH + | (Ha natusuue), TOproBoe
CakyGuTpun, Homep cepum 1 AaTy OKOHYaHWUS HaumeHoBaHwme, [03MpOBKa,

€poka roAHOCTU (Ha PYCCKOM s3blke B BMAE:
Cepus Ne/ TomeH pgo0).  [HonyckaeTcs

Bancapran + CakyButpun, Homep
CepvMn W [gaTa  OKOHYaHWS  Cpoka
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Form to SOP-8013721

Nvuenans Ha ocywecTteneHue n

2015 ropa

Doc No. : FRM-8015490
Version : 2.0

AHanuTU4eckuit NacnopT Ha roToByIo npoayKLUuio

POW3BOACTBA NEKapcTBEHHbIX CpeAcTs Ne00153-NC oT 09 Hosbpsa

Q00 «HosapTuc Hera»
Hopora 8 Kamenky, a. 40, k. 3
184362, Cankr-MeTepbypr, Poccus

TenedoH: +7 812 336 9891

KoHTporns kavecrsa

Homep nacnopra;

Certificate number 4-36-0320

Ne MNokasarens TpeGoBaHue Pesynbrar
i Parameters Requirements Resuit

HaHECEHWE BHYTPEHHUX YNaKOBOYHLIX KOZOB
KOMNanun,

Ha kapToHHOW nadke Ha pycckom un
SHMMUIACKOM  A3bIKax YKa3elBawT. norotvn
KOMRNaHum-npousBoAuTens (Ha natvHuue),

Toproeoe HanmeHoBaHue, [O3MPOBKY,
nekapcTeeHHyio  chopmy, BancaptaH  +
Caky6utpun, HaseaHue u coAepxaHue

AedicTBylolero BelyecTsa B 1 TabneTke,
HOMEpP PerucTpaLMoHHOr0  YA0CTOBEPEHUS
(Ha pycckoMm s3blke), KONUYEcTBO TaBneTokK B
ynakoske, «[lns npuema BHYTpb», «XpaHuUTb

B HefdoctynHoM 4ns  geted  mecTe»,
«MoApobHble  yKasaHws Mo NpUMeHeHn
npenapata npuBedeHbl B  MPUIOKEHHOMR
WHCTPYKUMW»,  HaumeHoBaHWe U  agpec

(ropop, crpaHa) KOMNaHun-npou3eoanTens
(BBINYCKAIOLLWI KOHTPONb KayecTBa), ycnosus
XpaHeHus, ycrnoeua OTNYycka, HOMep cepuy,
fary NpOM3BOACTBA U AATY OKOHYZHWA CpoKa
FOAHOCTU, LUTPUX-KOZ.
Honyckaetcs HaHeceHue
YNaKoBOYHbIX KOLOB KOMMaHUM,
HdononHuTeneHo  MoryT 6bITb  HaHeceHb!
CpeAcTBa MaeHTUMDMKaLWMKM ANA MOHUTOPWHIA
ABUXEHWUA NEeKapCTBEHHbIX NMpenapaToB Ans
MEULIWHCKOro npumeHeHuns or
NPOM3BOAUTENSA 0 KOHeYHOro noTpebuTens.

BHYTPEHHUX

rOAHOCTU (Ha PYCCKOM si3bike B BUAE:
Cepua No/ TofeH [0), BHYTpeHHue
YN3KOBOYHbIE KOALI KOMMaHUM.

Ha kapToHHO nauke Ha pycckom u
aHrnUACKoM A3bIKaX yKasaHsbl:
TIOroTUN  KOMNaHWKU-NPOW3BOOUTENS
(Ha natuHuue), TOoprosoe
HaluMeHoBaHue, A031poBKa,
nNekapcTeeHHas hopma, BancapraH +
Cakybutpun, HasBaHue ]
coaepxaHue AencTBYyloLEero
Bewectsa B 1 TabneTke, Homep
PErMCTPaLMOHHOTO  YOOCTOBEPEHUA
(Ha pycckoM #3blke), KONMYECTBO
Tabnetok B ynakoske, «[ns npuema
BHYTPb», «XpaHWTe B HEZOCTYNHOM

AnA  petei mecte», «MoapoBHble
yKasaHus no npuMeHeHuo
npenapara npuBeeaeHsl B
NPUNOXEeHHOR WHCTPYKLWY,

HaumeHoBanne U appec (ropog,
CTpaHa) KOMNaHuW-NpouaBoaUTENSs
(BbINYCKAIOWMIA KOHTPONL KauecTsa),
ycnosus XpaHeHus, ycnosus
OTnycka, HOMep cepuu, pgaTa
MPOM3BOACTBA W [aTa OKOHYaHUA
cpoka roAHoCTY, WITPUX-KOA,
BHYTpPEHHUue YyNakoBOYHbIE KOAObl
KoMnaHuw.

Cpencrea

MOHWTOPUHra
NeKapcTBeHHbIX

waeHTUbMKauMm  ons
ABWKEHNSA
npenapaTtoe Ans
MEAWLMHCKOrO  MpUMEeHeHus  oT
npoussoguTens ao KOHEeYHoro
notpebuTens oTCyTCTBYIOT.

Cpok rogHocTH

10| sheif ite 3 ropa 3 roga (31.01.2023)
XpaHeHue :
n Storage Mpu TemnepaType He Bbiwe 25°C
3. 3AKNIOYEHUE
CONCLUSION

NekapcTBerHLIA npenapaT One
KK71700220, cooTeeTcTs

pWo, TaBneTku, NOKpbITbIE NNEHOYHON 06ONOYKON 100 Mr Ne28, Homep cepum

yeT TpeboBaHUAM HOPMaTUBHOM AokymeHTauum 1M1 003532-@{39_3_ 16, NameHenue Net,

2,3 4. g
F CrapLlumii cneumanuer no s
Yteepaun KOHTPOMO KavecTea Wwupsesa HO.B. 2O0H. 6’/ ‘f{,.“_
Approved by \-/1/-{__, ) [ 7{; i .
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