. Doc No. : FRM-8015490
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Form to SOP-8013721

AHanuTU4yeckuin NacnopT Ha roToBYH NPOAYKL WO

JuueHsna na ocyuiecranenue MPOM3IBOACTBA NEKAPCTBEHHLIX cpeacTe Ne00153-M1C ot 09 HoAbpAa 2015 QO "HosapTuc Heea"
rona HAopora 8 Kametky, 1,40, kopn. 3,
nuT. A, nuT. B
194362, Pocous, Cankr-MNetepbypr

—_—— Tenedon: +7 812 336 9891
: KoHTpons kavecrsa ; Lo

Howsp ilomers = = .- o - e P

Certificate number ‘ e

1. OBWASA UHOOPMALMA
GENERAL INFORMATION

HaumeHnoBanue npoaykuyuu: -7 . P
Q
Product Name tOnepwo, TabneTku, MOKPBITBIE NNEHOYHOM 05onouKkod 100 Mr Ne28

IN 003532-250316 FOnepwo, TabneTkn, NokpeITbie NNEHOYHON 0BONOYKOR
50 mr (25,7 mr+24 3 mr), 100 mr (51,4 mr+48.6 Mr), 200 mr (102,8 mr+97 2
Mr)

WameHerue Ne 1 o7 13.10.2015

MameHerve Ne 2 oT 26.12.2017

MNposepeHo Ha cooTsercraue c: WameHerme Ne 3 o1 22.01.2019

Checked against WMamereHre Ne 4 ot 21.08.2019

WMameneHve Ne 5 ot 26.06 2020

MameHeHre Ne 6 o1 16.12.2020

(Cneundbukaums kauectsa Ha tOnepuo, TabneTku NOKPbLITLIE NNEHOYHOM
o6enoukon 100 mr Ne 28, Ne 56 SPEC_FDF_00094945, sepcus 4.0)

Homep cepuu .
Hepacq)acoaalﬁn’oﬁﬁnp_ony"k'gu i LG9698
Batch Number Balk i

HepacdacoBaHHoM npoaykuuu: | 42027181

/' BHyTpeHHun ko
Product Code Balk

BHYTpeHHUi kog ynakosaHHoMN HoMep cepnu ynakosaHHon

nmpoaykuum: 44086016 NPoOAYKLUUMU: LH72010421
Froduct Code FDF e ) Batch Number FDF =

Hata npoussogcTea: 24.04.2021

Manufacturing Date

Pasmep cepuu:
| Batch Size 8660 yn.

npo6:

_Batch size without samples

PaaMep cepuu 3a BbiveTom

8 647 yn. J

2. NMONYYEHHBIE PE3YNbTAThI

TEST RESULTS
no lMokasarens* TpeGoBanue { : ; " Pesynbrtar
i E Parameters Requ:remenrs Result _{
; OBanbHble ABOAKOBbINyKNLle  TabneTku, | OsansHbe ABOAKOBLINYKNble TabneTkn,
l ONHEEHG MOKPEITLIE NNEHOYHOW 0GOoNOYKOW cBeTnO- NOKPBITbIE  NNeHoukol  oBonoukown
' 1 Appearance MENTOro UBeTa ¢ hackol, Bes puckw. Ha CBETNO-XenToro useta ¢ cackoir, Hes
OAHOW CTOPOHE HaHeceHa rpasuposka «L1», | pucku. Ha OAHOM CTOPOHE HaHeceHa
| Ha apyroi- «NVR» . rpaesnposka «L1» Ha gpyroii- «NVRy.
’h WK-cnekTp ucneityemoro oBpasua B o6nacru
’ oT 1850 pgo 1650 cm' no nonoxenuo u
npohunio  nonoc NOFNOWEHNA  [OMmKeH WK. Cooteetcrayer
} cooTseTcTBOBaTL MK-CnekTpy CTaHaapTHoro
obpazua ¢ XapakTepPUCTUYECKOA noNoco
4 MoponuHHoCTL NorNoweHus okono 1712 em-'.
5 Identification Bpems yaepxveanus ocHoBHLIX nuKkoB Ha
[ - Cakybumpun XpoMaTorpamMme  UChbITYyeMoro pacteopa
‘ = BEU’ICEJ,O!USH ACINXHO COOTBETCTBOBRATE BpEMEHU
; yaepxueaHus MMKOB BancapraHa " BIKX. Cooreercrayer
‘ caikyburpuna Ha XpomMmaTtorpamme
CTaMAapTHOro pacTeopa 7a.
l OTnuune  Bo  BpemeHax yaepxuBaHua
L | ACIKHO COCTaBnNATL He Honee + 2.0%

(Native) Information Print Date 21 May 2021 " Pageiofa Business Use Only - ESOPS D2




!, NOVARTIS

Form to SOP-8013721

nHuEHaLdH Ha ocywecTeneHne Npou3BoAcTRA NeKapCTBEHHbIX C

rona

Doc No. : FRM-8015490
Version : 4.0

AHanUTUYECKUA NacnopT Ha roToByio NpoayKuuo

pencrs Ne00153-/1C o 08 Hosbps 2015

QO "Hoeaptnc Hesa"

Hopora s Kameriy, a.40, kopn. 3,
nuT. A nar. b

184362, Poccun, CaHrxT-Metepbypr

|

Homep nacnopra:

Tenedon: +7 812 336 9891

Certificate number 4-208-0421 ! Bepcus: 1.0
Ne j Nokazavenn* | TpeboBanue Pesynerar
Parameters Requirements Result
He meree 80% (Q) cakyButpuna
PagTRBfiie yepes 30 MuH: 92% caky6utpuna yepes 30 MuH:
| 3
‘ Dissolution He Me’;%e 80% (Q) sancaprana 92% Bancaprana yepes 30 MuH
P yepes 30 MuH
| (pumecw cakyButouna:
‘ MeTon 1. XupansHas uvcToTa - 83408 — He oBriapyseHD
Mpumecu cakvbutpuna: - 535-06 - He oBHapyxeHo
- 534-06 — ne Bonee 0,2% - 536-06 — He oBHapyxeHo
- = — 0,
ggg’ gg e gonee 8305‘) Mpumeck BancapTaHa:
C S RELRNEe Dl - CGP 49309 ~ He oBHapyxeHo
Npoumeck Bancaprtaxa:
PoacTeeHHbIe - CGP49309 - He Bonee 1,0%
4 peuihe MeTon 2 Onpeaenexve NDOAVKTOB Houmecy cakyGurouna:
Related : el BO4 - 900-04 - MeHee npegena

Substances

AecTovkuum
Mpwmeck cakvburpuna:
900-04 — He Bonee 0,7%

[Tbwmecu BancapTana:

EavHuYHan HecneuuduLupyeman npumecs —
He Gonee 0,2%

Cymma npoaykros AECTPYKUMKN  (MCKNoYan
900-04) — He Bonee 0.5%

konu4ecTaeHHoro onpegenexns (0,1%):;
[Movumeck BancapTaHa:

-EanHnyHasn HEUOeHTUMUUMPOBaHHARA
npumecs — He ofHapykeHo;

-Cymma HEWNABHTUDULMPOBAHHLIX
npumecen (Ucknoyas 900-04) - He
obHapyxeHo

| OaHopoaHocTh
| Ba A
“°?”P°. i Cakybutpun: AV =4 1:
Uniformity of
5 dosage units AV=15,0
ncaptan: AV = 4,2
\ - cakybumpun Baneapran: AV = 4
- gascapman
F Konuuecteenno | o7 95,0% pno 1050% cakyBurpuna ot | 100.7 % cakyButpuna or
! e onpegerieHue HOMUHANLHOTO coaepaHua HOMWHaNLHOro CogepaHus:
6 | Assay
- cakybumpun Or 950% po 1050% sancapraqa or 100,4% BancaptaHa 0T HOMUHaNBHOrO
- 8ancapmax HOMWHanNnLHoro cogepxanuna coaepaHua.
MNepsuuHas ynakoska no 14 TaBnetok s [lepBuyHan vnakoska: no 14 TaGneTok B
Onuctep uws MNBX/MNBAOX u antomuHreson | Bnuctep n3 nBx/neax "
| onbru, antomMmuHrneaon honsru.
Vidbara BTopuyHas ynakoeka: no 2 wnu 4 Grnucrepa | Bropwynas vnakoska: no 2 Bnuctepa
7 Pkt BMECTE C WMHCTPYKUMEN No MeauUMHCKOMY | BMecTe c UHCTPYKL1en no
| g MPUMEHEHWIO B KAPRTOHHYIO Navky. MeAWLIMHCKOMY NpUMEHeHWo B
KapPTOHH n :
[ HonyckaeTca Hanuume KoHTpons nepsuuroro | KaP SR TIEHRY
KoHTpoNMb nepBuuHOro  BoKpbITMR  Ha

i‘ BCKPBITUA Ha KapTOHHOW navke.

KapTOHHOW MaYke NpucyTeTRYET.
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NuueHsun Ha OCYLLeCTBNEHNE NPoOX3BOACTBA Nnex

rona

Doc No. : FRM-8015490
Version 4.0

AHanuTU4ecKkui nacnopT Ha TOTOBYH NPOAYKLMWIO

apcTeenHbix cpeacta NeQ0153-N1C o1 09 Hosbps 2015

00 "HosapTuc Hera"

Hopora 8 Kamenky, .40, kopn 3,
T A nut. B

194362, Poccwun, Cankr-NeTepbypr

- s

I Homéb nachdea:

KoHTpons kavyectasa

Tenedqoﬁz +7812 335 9881

ik WL;_W« A

I: Corllfinte e 4-208-0421 Bepcua: 1.0
NQJ MNokazarens* Tpebosanue Pesynbrar
Parameters Requirements Result
Ha ©Gnuctepe Ha pvcckom u aHrnuickom | Ha 6nuvcrepe Ha DVCCKOM W aHINWIACKOM
A3bIKAX VKA3blBAKOT: NOrOTUM  KOMNAHWW- | S3bikax VKa3aHbl: noroTun Komnarum-
NpOM3BOAMTENS (Ha naTWHWUE), Toprosoe npou3soanTens (Ha natuHuue),
1 HaumeHosaHwe, Aosuposky, BancapraH + TOProBoge HauMeHoBaHWe, [O3VPOBKa,
‘ CakyButpun,  Homep cepvu v paty | Bancaptan + Cakybutpun, Homep
' OKOHYaHWA CpoKa roAHOCTU (Ha pycckom CepM 1 paTa  OKOHYaHUs  cpoka
J Asbike 8 Buge: Cepua Ne/ TogeH o). | rogHocTu (Ha pycckom ssbike B BUge:
| fonyckaeTtcs HaHeceHune BHyTpeHHux | Cepus N/ [opeH 40), BHYTpeHHue
YNaKoBOYHbBIX KOLOB KOMNaHWK, YNaKOBOUHbIE KO4bI KOMAAHWA,
Ha kapToHHOW nauke Ha DVCCKOM v Ha KapTOHHOW navyke Ha DpvCckom u
AHTAACKOM _A3bKAX _VKa3slBaKOT  NOroTwn 3HIMWACKOM _A3bIKax ykasaHe! noroTun
kOMNaHuu-npoussoaAnTeENs (Ha natuHuue), KoMnasun-npoussoguTens (Ha
‘ TOprosoe HaumMeHoBaHue, AO3NDOBKY, | NAaTWHWUE), TOProBOe HauMeHoBaHue,
‘ NekapcTeeHHyto  dopmy, Bancapran  + HO3WpOBKa,  rekapcTeeHHas dopma,
' CakyBuTpun, HaseaHve u copepxadue | BancaptaH + Caky6utpun, HassaHve u
AencTeylollero Bewlectea B 1 Tabnetke, | cogepianve AEUCTBYIOLIErD BeLYecTaa
‘ HOMEP  PErCTPaLMOHHOrO  YAOCTOBEPEHUS | B 1 Tabnetxe, Homep
" (Ha pycckom f3bIke), KonUuecTso TabBneTok B PETUCTPALMOHHOIC yRQCTOBEPEHWUS (Ha
8 Mapkuposka ynakoeke, «[Ans npuema BHYTPb», «XpaHuTb PyCCKOM n3bike), KonuyecTeo TaBneTox
Labelling B HEQOCTYynHOM  AnA  peTelt  mecTen, | B ynakoeke, «[InA npwema BHyTpb»,
r «oapobHele  yxazaHua no NPUMEHEHMIO | «XpaHUTL B HEAOCTYNHOM Ans aeteun
5 npenapara npuBe/ieHbl B NDUNOKEHHOM mecte», «llogpobHbie ykasaHws no
AHCTPYKUWW»,  HaumeHoBaMWe u  agpec NPUMEHEHWIO Npenaparta npuseacHbl &
(ropoa, crpawa) KOMNaHUW-NpOV3BOANTENS | NPUNOKEHHOM UHCTRYKUMKY
(BbINycKaroWwmn KOHTpONb KayecTBa), | HauMeHoBaHne u agpec  (ropog,
YCNOBUSA XpaHeHWs, ycnosusa oTnycka, HOMED | cTpaHa) KOMNaHuK-npoussocauTens
cepui,  paty  npomssoactea  m paty (BBINYCKAOWWA  KOHTPONb KavecTBa),
OKOHYaHWA CpOKa ro4HOCTU, WTPUX-KOA, YCNOBUA XpaHeHWs, ycnosus oTnycka,
Honyckaetcs HaHeceHue BHYTPEHHWX | HOMEP cepun, AaTa npou3BoACTRa U
| YNaKoBOYHBIX KOAOB KOMAAHNN, 0aTta  OKOHYaHWA  cpoka  rogHocTW,
l HdonontutensHo  MoryT  6GbiTs  HaHeceHs WTPUX-KoJ, BHYTPEHHWE YNaKoBOYHLIE
‘ CPEACTBA NOGHTUDKKAUMN ANS MOHUTOPUHIA | KOAbI KOMNAH M
' ABWKEHWA NeKapcTseHHbIX npenapatos AnA | HaHeceHs! CpeacTBa wuaeHTUmKauum
‘ MeaNLUHCKOro npUMeHeHus oT | AnA MOHWTOPUHra OBUKEHKUS
' npou3ssoanTena Ao KoHeYHoro notpebutens. | NeKapCTBeHHkIX npenaparTos ans
‘ MeaNLUHCKOro NpUMEHEHUA ot
]‘ npowago,qmenﬂ Ao KOHEeYHOro
L N B o notpebutens.
' 9 g%i:g;"e Mpu TeMnepatype He Bbiwe 25°C.
J Cpok rogHocTm
. (NepuognunocT
} 10 ‘;,;‘;;‘;g"”“’ 3 roga 3 roaa (31.03.2024)
(Frequency of
L conlrol)

* - MukpoBronoruueckas ynctoTar He ssnseTcs

dHanu3ia KomMnaxsuu

" (Native) Information Print Date 21 May 2021
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Version : 4.0

AHanuTU4eCcKuit NacnopT Ha roTOBYH NPOAYKUMIO

NlnueHana Ha ocywiecTBnEHE NPOM3BOACTBA NEKAPCTBEHHBIX CpeacTs Ne00153-N1C oT 09 HoRbpa 2015 OO "HosapTuc Hesa"

roaa Hopora 8 KameHky, 4.40, kopn. 3,
nuT. A, nut, B
194362, Poceua, CaxkT-MNetepbypr

TenedoH: +7 812 336 9891

KoHTpob KauecTsa

i e

' Homep nacnopra:
l Certificate number

3. 3AKITKOYEHUE
CONCLUSION

4-208-0421 Bepcus: 1.0

J TlerapcTeenHen Npenapat Onepwo, TabneTin, NoKpeITEIe NneHodHor obonovkon 100 mr Ne28, Homep cepun
| LH72010421, cooteeTcTeyeT TpeGoBaHNAM HOPMATUBHOIA AokymeHTauuu NN 003532-250316, MameneHue Net, 2,
3,4,5,6 r

Crapwwit creuvanuer no e
8EO. . .
Yreepaun KOKTPONK KayecTea i .05 2o, s
Approved by : %
s S
LonwHocTs (Position) ®UO (Full name) 2 Dara(Uate) f Lo Tlohumcs (Signalure)
Version Description of change I M
(Bepcus) (Onwcanve nameHeHun) . = fao )
1.0 Hoebi nacnopT

(Native) information Print Date:21 May 2021
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2 B , MpouasepneHo:
('W N ()VAR 1 I b 000 #HoeapTtuc Hepa#
Hopora s Kamerky, 4.40, kopn. 3, nuT. A,
nt. B
194362 Cankr-MeTepbypr

WNRAMBUMAYanEHEIR HoMep: 2505211541

[lacnopT kavyecTBa

HaumeHoBanue npoaykra: HOMEPMO TAE M/MO 100MI™ Ne28
NekapcTBeHHan dhopma: TalneTn, NOKPbITEIE NNEHOYHON 0BOMNOYKOH
Tun ynakoeku: BIMCTEP
Pasmep ynakoBku: 2WT x14WT Homep GMP NeGMP-0151-000292/18
ceptuchukara:
Koa matepuana: 44086016 Tun BbInycka: BeInyck Ha pbiHoK
BHyTpeHHuit HoMmep cepuu: LH7201 MeuaTHbIn HOMep LH72010421
cepuu:
OaTa npousBoacTea: 24-AMP-2021 [ata ekinycka: 25-MAN-2021
logeH po: 31-MAP-2024 Beinyckaemoe 8647 LUT !
KOnuyecTro:
MpounsBoacTeeHHas nnowaaka: 000 "HosapTuc Hera"
Hopora 8 KameHky, g.40, Kopn. 3, nuT. A nuT. B
194362, Poccus, Canir-MNeTepdypr
Bbinyckarowmii kKoHTponb 000 "HogapTuc Hepa"
KayecTBa Hopora s KameHky .40, kopn 3, nuT. A, nuT. B
194362, Pocens, Cankr-MeTtepbypr
KoHTponk kauecTBa: 000 "HoeapTic Heea"
Hopora 8 Kamenky, 440, kopn 3. auT. A, nut. &
194362, Poccus, CaHkr-MeTepdypr
CTpaHa-umnoprep: HoMep peructpaumnorHoro yOocToBepeHUua
| Poceus NN-003532 OT 25.03.2016
KomnoHeHTbI:
HanmeHoBaHue matepuana: tOMEPWO TAB N/NO 100MI T
Kon martepuana: 42027181 Hepactacosantsin npoaykT Homep cepuu: LG9698
Oblwee konuuecTBo 244623 WIT

HepactacoBaHHOrO NpoaykTa::
MponsBoacTBeHHaA nnowaaka: OO0 "HosapTuc Heea"
Hopora B Kamenky, g.40, Kopn. 3, nuT. A nuT. B
194362, Poccus, CaHrT-MeTepbypr

CrpaHuua: 1/2 MoanvcaHo SMEKTPOHHO B COOTBETCTBUN C NONUTUKON CaHA03 NO SNEKTPOHHbIM noanucan




: , N MNpou3BeneHo:
N OVA RT I 5 Q00 #HosapTuc Hepa#
[Hopora B KameHky, 4.40, kopn. 3, nuT. A,

T b
194362 CaHkr-MeTepBypr

MHaMBMAYanbHbIA HoMep: 2505211541

[lacnopT kayecTBa

‘ HaumeHoBaHue npogykra: FOMEPWO TAB N/MO 100MI™ Ne28

Kog matepuana: 44086016 BHyTpeHHui LH7201

i HOMep cepuu:
KoMnoHeHTbI:

HaumeHnoBaHue matepunana: CAKYENTPUMNA WM BANCAPTAHA CYEB-NMOP
Koa matepuana: 40005801 ®apta. CybeTaHyus Homep cepuu: B606062
MpouseoacTBeHHan nnowaaka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
Weenyapus
Cepus npouzsoautens: C0394
EaKJ‘IIOLIEHMe

|

‘HECTOHLLWII-J A NOATBEPXAAI0, 4TO ykazaHHaA MHAOPMALUA ABNAETCA AOCTOBEPHON 1 TOMHON. Cepus NPOAYKTa, yKasaHHas Bbllle
|Obina NpovsBefeHa, ynakosaKa U NPOKOHTPONMPOBAHE Ha MPOU3BOACTBEHHbIX NNoWagKax, yra3aHHeIX BbllWE, B MOMHOM
‘COOTBGTCTBMVI € TpeboBaHNAMY NokansHeIX MpaBun Hagnexallein NponIBoACTBEHHO! NPaKTUKIA 1 PernctpalnoHHOro aocke.

| 3anucu No Npon3BOACTBY, YNAKOBKE U KORTPOM KaYecTea By COOTBETCTBYHOW UMK TpedoBaHuam

{I‘Ipasmn Haanexallen NPpou3BOACTBEHHOW NPaKTUKN.

KommeHTapuit k cepTudpukary:

B xoAe npon3BoacTBEHHOTO NpoLecca OTCYTCTBYIOT OTKIOHEHNA, KOTOpLIE MOTYT MOBMUATE Ha BLIMYCK MPOAYKLAY.

Cepwa BbinyuweHa: TatbAHa Bynaesa YnonHomoYeHHoe nuUo

Aara/Bpema Beinycka cepun:  25-MAM-2021/13:40:12 UTC

Hata / Bpema cosganus cepTtudpmkara: 25-MAN-2021 /
13:41:17UTC

Ctpannua: 2/2 MognucaHo 3NeKTPOHHO B COOTBETETEBUW C NOAUTUKOM CaHpo3 No 3NekTPOHHLIM NOANUCAM




