U, NOVARTIS

Form to SOP-8013721

TMueH3us Ha OCyllecTanexue Npou3BaCcTea NeKapCTBEHHbIX cpeacts Ne00153-N1C o1 09 HosGps 2015

roga

Doc No. : FRM-8015490
Version : 4.0

AHanUTU4eCKUI NACNOPT Ha FOTOBYH MPOAYKUMIO

Q0 "HosapTuc Hesa"

Aopora & KameHky, a.40. kopn. 3,
T, A, nut. B

194362, Poccun, Cankt-NetepBypr

KoHTpone kayecTsa

Tenedon: +7 812 336 9891

HOM_ep nacno;;a:

Certificate number

4-46-0121

| Bepcua: 1.0 i
|

1. OBWAA NUHOOPMALMA
GENERAL INFORMATION

| HaumeHoBaHmne npoaykuwm:
Product Name

KOnepwo, TabneTku, NOKpPLITLIE NNEHOYHON 060N0YKoR 200 M- Ne28

| MpoBepeHo Ha cooTBeTCTEUE C:
Checked against

Mr)

NameHeHne Ne 1 ot 13.10.2016
MameHeHve Ne 2 o1 26.12.2017
NameHeHme Ne 3 o1 22.01.2019
MameHeruwe No 4 o1 21.08.2019
MameHeHne Ne 5 o1 26 .06.2020

MM 003532-250316 tOnepwuo, TabneTku, NoKpbITbie MMNEHOYHOW 0BONOYKON
50 mr (25,7 mr+24,3 mr). 100 mr (51,4 mr+48 6 mr), 200 mr (1028 mr+97,2

Cneuucukauma kavectsa Ha HOnepuo, TaBneTkn nokobIThie MAEHoYHOM
o6onouykon 200 mr Ne25 Ne56 SPEC FDF 00094953, Bepcua 3.0

BHyTpeHHUn kon Homep cepum
HepacacoBaHHOM Npoaykumu: | 42027179 HepacdacoBaHHoW npoaykumu: LB6130
Product Code Baik Batch Number Balk i
BHYTpeHHUI KOO ynakoBaHHON Homep cepum ynakoBaHHOM
| TPOAYKLUK: 44085997 NMPOAYKUMM: LD01510121
Product Code FDF ) Batch Number FDF |
aTta npousBoncTea:
ﬂanufac!ﬁrfng Datéq 19.01.2021 !
Pasmep cepun 3a BblueTom
. g’aamep Cepuu: 4301 yn, ey P P 4240y, (
alch Size : :
L Balch size without samples
2. MONYYEHHLIE PE3YNLTAThI
TEST RESULTS
| Ne MNokazatens* TpeboBaHue Peaynbrar
7 Parameters Requirements Result
OBanbHble  4BOAKOBLINYKNbie  TabneTkn, | OBanoHLIe ABOAKOBbINYKNble
NOKPBITBIE NNEHOYHOW oBonovkoi ceetno- | TabneTku, NOKPLITLIE  MAEHOYHOR
1 Onucanue po30BOro ueeta c hackol, Bes puckt. Ha | oBonoykow CBETNC-pPO30BOro UseTa
Appearance OAHOW  CTOPOHE  HaHeceHa rpaBUpoBKa | ¢ thackow, Ge3 puckn. Ha ogHow
«L11», Ha apyron- «NVR». CTOpOHE  HaHeceHa rpaBupoBka
«L11», Ha gpyron- «NVR».
WK-cnexTp nenbityemoro oBpasua 8 obnacTy T
oT 1850 mo 1650 cM' MO MNOAOXEHWO W©
| MPOChUNKD  MONOC  NOFMOLUEHUS  AOMIKEH VIK. CooTeetcrayet
cooTeeTcTBOBaTE MK-CnekTpy cTtangapTHoro
MoonuHHocTb oBpa3sua c xapakTepucTUYEcKOW NoMoCcoi
Identification nornoweHus okono 1712 cm'.
> ‘ | Bpems ynepxuBaHuA OCHOBHBIX NWKOE Ha
Xpomartorpamme  WUCMbITYEMOro  pacTeopa
- Cakybumpun A0SKHO COOTBETCTBOBATH BpEMEHU
- Bancapman yAepXaBaHUA MUKOR BancapTaxa M BaKx Cootsetcrayer
cakybutpuna Ha XpomaTorpamme
CTaHgapTHoro pacTeopa 7a.
| OTnuymne Bo BpeMeEHaX yaEpKUBAHNA
L | AOMXHO cocTasnaTs He Bonee + 2,0% )
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NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 4.0

AHanuTuveckui nacnopt Ha FOTOBYIO NpoAykUMIo

Nuuensns Ha ocywectenenue NPOM3EOACTEA NEKAPCTBRHHBIX Cpeacrs NeQ0153-11C ot 09 HoRAbps 2015

roga

00 "HosapTuc Hesa"

Dopora 8 Kamenky, 4.40, Kopn. 3,
nuT. A, nut B

194362, Poccug, CankT-Netepbypr

TenewoH: +7 812 336 9891

KoHTponb kavecTsa

Bt

—— P e

Bepcua: 1.0 ‘
|

| : ; <t RS A
Homep nacnopra: T
Eem ficate numbsr l 4-46-0121
f Ne Mokazatens* TpeGoBaHue Pesynbrat
= Parameters Requirerents Result
‘ He menee 80% (Q) cakyButpuna
| PacTeopenme yepes 30 mun:

Dissolution

i He meHee 80% (Q) Bancaprawa
. yeped 30 MuH

I 88% cakyButpuna Yyepes 30 MuH: ’
|
’ 88% sancaprana yepes 30 mun,

|

MeToa 1. XupanbHas YucToTa

Moumecu cakybutpuna:

534-06 - He Bonee 0,2%
535-06 - He Banee 0.2%
536-06 - He Bonee 0,2%

l - 534-08 - He oBHapyxeHa:
- 535-06 - Re obHapyweHa;
- 536-06 - He 06HapyxeHa.

Moumecw sancapTana:

|
Opumecy cakybutpouna: (
[

| | Dpwvmecn BancapraHa: - CGP 49309 - He oBHapyxeHa,

| CGP 49309 - e Gonee 10% |

I Poncreenukie Opumecn cakyButpuna: ,

| 4 | PuMecn ( Metonq 2. Onpenpenehue NBoAvVKTOB ;OJ'IU‘IQL?eO(;S:GHH;FD MeHe;ﬂ e”gigiﬂ:

/ Related substances AECTDYKLINK (0,1%): = l

l MpunMecu cakyButouna: Moumecu eancapTaxa:

| -EAnHnyHas
= e=r 0,

900-04 -~ He Bonee 0,7% HewaeHTUdVUMpOBakKas npumech —

‘ [oumecy BancanTana: MEHEE npefdena KONMYECTBEHHOro
EanHnunas Hecneunduumnpyemas npumecs — onpefenenus (0,1%); !
He Gonee 0,2% -Cymma HeNOeHTUhULUPOBAHHbIX
CymmMa npoaykros AECTPYKUMM  (MCKNtovan | npumecen (Mckniovas  900-04) -
900-04) - He Bonee 0.5% MEHEE npedena KonUuecTeseHHOro

‘ anpeneneHMﬂ (0,1%)

j | OaHopoanocTs |

| 0o3uposaHus ‘ _

* Uniformity of dosage CaKyBirpo: AY=17.5

5 | ; AV =150
I units 5 WA=
- Caky6umpun ( ' HRERRH A=,
___| - Bancapman I e o - S _
| KonuvectsenHoe Ot 950% a0 1050% cakybutpuna ot | 95.9% cakyButpuna or
‘] " znpegeneﬂue HOMUHANBHOTO CoaepKaHna HOMWHaNbLHOro cogepxaHug:
ssay
] - Caky6umpun Or 950% po 105.0% sancaprana or 95.6% Bancaprada or
‘ | - Bancapman HOMWHansHoro coaepxanus HOMWHanNLHoro coaep)anms,
' | KaTeropus 3A.

Chujee yucno a3poBHbIX MUKpoopraHnamos

|

| - i“zﬁgf:;mr”“ec“ — He Gonee 10° KOE & 1 r- Menee 50 KOE g 1 r-

Mfcrob!o!ogicalpun’fy rpnboe — He Gonee 102 KOE g 1 r-

Otcyteteue Escherichia colis 1 r.
[lepBuyHas vnakoeka: no

¥Ynakoska
Packing

thonbru,

Obwee uncno apoxxessix u NAECHEBLIX

14 Tabnetok =
Gnvcrep wua3 MBX/MBOX v aniomuHueso

j Brobwyxan vnakoska: no 2 wnn 4 Bnuctepa

Menee 10 KOE g 1 r;
OTtcyTeTeue B 11

NepBuyHas  vnakosxa. no
Tabnerok B 6rvcTtep ua nex/mBox
Y antoMuRuesor honsri.

BropuyHas VNAKOBKA: no 2

14

(Native) lnfé-f};ﬁnar_tian Print Date:26 February 2021
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Form to SOP-8013721

INuuenHana Ha ocywecTenenne npouascacTea nekapcreerHbix cpeacte Ne00153-NC ot 09 HoaBpa 2015

roaa

Doc No. : FRM-8015490
Version : 4.0

AHanUTU4ECKUA NacnopT Ha roTOBYH NPOAYKLNK

00 "Hosaptuc Hesa"

Hopora B Kamerky, 4.40, kopn. 3,
nuT. A, nuT. B

194362, Poccua, Cankr-MeTtepbypr

Tenedon: +7 812 336 9891

Homep nacnopra:

KOHTPONL KayecTsa

Parameters

| .
| Certificate number 4-46-0121 | Bepcua: 1.0
Ne Mokasarens* Tpebogaune PezynbraT

Requirements

R

BMECTE C UHCTPYKUMEW N0 MEAULMHCKOMY
APUMEHEHMIO B KAPTOHHYIO Nauqky.

HonyckaeTca Hanuume KOHTPONSA NepBUYHOrO
BCKPBITMA Ha KAPTOHHOW Nayke.

Brucrepa emecTe ¢ vHCTpyKUKWeR no
MEQWUUWMHCKOMY — MPAMEHEHWK B
KapTOHHYIO Nayky.

KOHTPOML MepBUYHOre BCKPLITUA Ha
KEPTOHHOW Nayke NpucyTcTsyeT.

Ha 6nvctepe Ha DVCCKOM W aHTTTMACKGM

Ha 6nucrtepe  Ha  pycckom

A3bIKAX _VKa3biBAKT: MOFOTAN  KOMMaHUU-
NPOV3BOAWTENS (Ha NaTWHWUE), TOProsoe

HauMeHoBaHwe, [03vpoBKY, Bancaprtan +
CakyBurtpun,  Homep  cepuu u aaty
OKOHYaHWA CpOKa rOQHOCTW (Ha pycckom
Asbike B Buae: Cepws Neo/ [ogen go).
Honyckaetes HaHeceHue BHYTPEHHUNX
YMaKoBOYHbLIX KOLOB KOMMAAHMUM,

Ha _KapTOHHOW nadyke Ha  pvcckom  u
SHIMMACKOM _ R3blKax  VKaablBawT: NoroTvn
KOMNaHuu-npousBoguTENs (Ha NatuHuue),
Toproeoe HavMeHoBaHue, A03UPOBKY,
nekapctaedHyto  chopmy, Bancaptan  +
CaxkyButpun, Hassanue u coaepxaHue
AEUCTByOUlEro BewlecTea B 1 TabneTke,

HOMEp PerucTpayvoHHOro  yAOCTOBEPEHUS
(Ha pycckom A3blke), KONMYECTBO TaBneTok 3
ynakoske, «na npuema sryTpe», «XpaHuTs

aHINNIACKOM A3blKax VKa3aHbl:
noroTun  KoMNaHWM-Npou3BOAUTENS
(Ha natuHuue), Toprosoe
HauMeHoBaHue, A03WPOBKA,
Bancapran + CakyGurpun, Homep
Cepun U1 paTta OKOHYaHWA Ccpoka
rooHOCTU (Ha PYCCKOM A3bIKE 8 BUAE:
Cepua No/ TogeH [0), BHYTpeHHWe
YNakoBOUHbIE KOALI KOMNAHUM.

Ha kapTOHHOW nayke Ha DYCCKOM ©
aHrNWACKoM A3bIKax VKa3aHbl:
noroTin - KOMMNaHuU-Npou3BoaUTENA
(Ha natuHuaue), TOoprosoe
HanmeHoBaHwne, A03KpOoBKa,
nekapcrteeHHas copwma, BancapraH
+  Cakybutpun,  HassaHue u
coaepxaHue ACUCTBYHOWEro
Bewectaa B 1 Tabnetke, HomMep

| Mapkuposka B HEOOCTYNHOM  AnNs  AeTeA  MeCcTe», | PErucTpaumoHHOro YAOCTOBEPEHUA
‘ 9 Labelling «MoApobHble  yKazaHWs NO  MPUMEHEHMIO (Ha pycckoMm A3bIKE), KOMUYECTBO
Npenapara npueefeHbl B NPUNOXeHHoW | TabneTok B ynakoske, «ns npuema
{ VIHCTPYKUMU»,  Ha2UMEHOBaHWEe U1 aapec | BHYTPb», «XpaHuTh B HeaoCTynHOM
! (ropog, cTpana) KOMNEHWU-NPCUSBOAWTENA | AN geTei mecTe», «[oapobHble
(BBINYCKAKLLNA KOHTPOMbL kadecTea), | ykazaHus no NPUMEHEHWIO
‘ YCINOBUS XpaHeHun, yCcnoewus CTnycka, HoMep | npenapara npueeaeHsl B
' CEpuW,  AaTy  nNpoW3BOACTBE W AaTy | NPUNOMEHHOM WHETPY KUY,
OKOHYaHUS CPOKa FOAHOCTW, LUTPUX-KOA. HaunmeHosaHve u agpec (ropog,
Honyckaercs HaHeceHune BHYTPEHHWX | CTPAHE)  KOMNaHWW-NPOU3BOAUTENA
YNakoBOYHbLIX KOAOB KOMNaHWUW, (BBINYCKOWMA KOHTPONb KavecTsa),
dononHutensHo  MoOryT  6bITe  HaHeceHb! yCnoeus XPaHeHus, ycnosus
CPEACTBA NACHTUDUKAUMM ANS MOHWUTOPUMHIA | OTnycka, HOMEp  cepuu, gata
ABWIKEHWA NEKapCTBEHHBIX MpenapaTor Ans | NPOM3sOACTBA W 4aTa  OKOHYAHWS
MeaNLMHCKOro npUMeHeHUa oT | cpoka rofHoOCTH, LWITPUX-KOA,
MPONIBOAUTENA A0 KOHEYHOrO NOTPEGUTENA. | BHYTPEHHME  YNaKOBOYHbIE Koabl
KoMnaxsuu,
HaHeceHbl cpeacTaa
MAEHTUDUKALMM ANS MOHMTOPMHra
ABUNEHUA NEKapCTBEHHbLIX
NPENapaToB OT NPOW3BOAUTENS A0
KOHeYHoro notpeburtens.
10 ApaHeHue Mpw TemMnepaTtype He Boiwe 25°C.
Storaqe

(Native) information Print Date: 26 Febru;-f;/--.2_021
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ARanuTMYeckui NacnopT Ha roToBY NPOAYKLMIO

TNMUEH3NA Ha OCyulecTBneHue NpPou3soacTsa NEKEPCTBEHHLIX C

rona

peacte Ne00153-NC o1 09 Hosbpsa 2015 QO "Hosaptuc Hesa"

Hopora B Kamenky, 4.40, kopn. 3,
nut. A, nuT. B
194362, Poceun, Canxt-lMeTepBypr

TenedoH: +7 812 336 9891

Certificate number
e —_———————

4-46-0121 Bepcua: 1.0

| Ne Mokaszartens*
J L Parameters

TpebosaHue
Requirements

Pesynbrat
Result

l | Cpok rogHocTw

‘ {(NepuoguunocTe

| 11 | koHTpons) | 3roaa
’ Shelf life (Frequency

of control) |

Lo |

3ropa (31.12.2023)

* - MukpoBruonoruyeckas 4ucToTa He ABNRETCA

aHannaa KkomnawHuny

3. 3AKJIHOYEHME
CONCLUSION

PYTUHHBIM METOAOM aHanuaa u MoXeT OTCyTCTBOBATL B cEpTUhMKaTe

' NekapcTBeHHbIn npenapat tOnepwvio, TabneTkn. NoOKpeITsIE NNEHOYHON 0BONOYKOA 200 mr NeZ28, Homep cepum
| LDO1510121, COOTBETCTBYET TPeboBaHUAM HOPMaTUBHOM AokymenTauwn NN 003532-250316, nameHeHune Net, 2,

[3.4.5 .
[ T [ !
KeopauHaTop dusnko-xumudeckor P N bl ¢
Yreepgun nabopatopui Anekcees B.0. IRy o
Approved by o
I F s .
Honxwects (Pasition) ®UO (Full name) | B i | Qg}{ixi?:_ﬁ;,,gr-me re)
5 w B »;. = Ao
Version Description of change
(Bepcus) (OnuvcaHve naveHeHui) "
! 1.0 HoBbI nacnopt
(Native) Information Print Date:26 February 2021 Page 4 of 4 Business Use Only * ESOPS D2




) R ~ MNpousBenero:
d"% N OVAR I I ‘5 OpOO «HoBapTuc Hepa»
Hopora B KameHky, 4.40, kopn. 3, nuT. A,
nur. b
194362 CankT-MeTepbypr
VHavBnayankHeIin Homep: 1203211435
[lacnopT kavecTra
HaumeHoBaHue npoaykra: IONEPWO TAB MN/NO 200MI™ Ne28
lNlekapcTBeHHas chopma: TabneTkn, NOKPLITEIE NNEHOYHON 0BON0YKON
Tun ynakoeku: BNHUCTEP
Pasmep ynakosku: 2WT x 14 WT Homep GMP NeGMP-0151-000292/18
cepTudpmukara:
Koa matepuana; 44085997 Tun BbINyCKa: Brinyck Ha peiHok
BHYTpeHHUN HoMep cepuu: LDO151 MeuaTHbll Homep LD01510121
cepuu:
Hata npoussopncrtea: 19-AHB-2021 Hata Bbinycka: 12-MAP-2021
MlogeH po: 31-0EK-2023 Brinyckaemoe 4240 WJT
KONMUYecTBO:!
MpounssBogcTeeHHan nnowanka: 000 "HosapTue Heea"
Hopora & Kamenky, 1 40, kopn. 3. nut. A, nuT. B
194362, Poccus, CankT-MeTepGypr
Bbinyckatowmi koHTpons 00O "HoeapTuc Hega"
KayecTBa Hopora B Kamerry, .40, kopn. 3, nuT A nut. B
194362, Poceus, CankT-NeTtepbypr
KoHTponb kauecTia: OO0 "HoeapTue Hesa"
Hopora & KameHky, g.40, kKopn. 3, nuT. A nut. B
194382, Poccus, CankT-MeTepbypr
CrtpaHa-umnoprep Homep peructpaunonHoro yAocToBepeHus:
Poccus Nn-003532 OT 25.03.2016
KoMnoHeHTbi:
HaumeHoBaHue maTtepuana: IOMEPKO TAE N/MO 200MI
Koa maTtepuana: 42027179 HepacdacorarHbim npogyer Homep cepuu: LB6130

OBwee KonuuecTroO 122303 WT

HepacdracoBaHHOro NpoaykTa::

MNpouzsBoacTBeHHas nnowapka: 000 "HosapTuc Hera"
Hopora 8 Kamenky, 440, kopn. 3, nuT. A, nuT. B
194362, Poceua, Cankr-MeTepdypr

CtpaHuua: 1/2 MognucaHo SNEKTPOHHO B COOTBETCTBUM ¢ NonuTUKon CaHaoa no SNEKTPOHHBIM NOANUCHM




l
B ' a B > MpousseneHo;
( = N O VA R ‘[ I 5 000 «Hosaptuc Hesax

Hopora B Kamenky, .40, Kopn. 3, nuT. A
nT. B
194362 CankT-NeTepbypr

WHanemnayaneHeIi Homep: 1203211435

[lacnopT kayecTra

HaumeroBsanue npogykra: KOMEPMO TAE M/MO 200MI Ne28

Koa matepuana: 44085997 BHyTpeHHui LD0151
HOMep cepuu:

KoMnoHeHThI:

HaumeHoBanue Matepuana: CAKYBUTPUNA W BANCAPTAHA CYE-MOP.

Koa matepuana; 40005801 ®apmM. CybcTaHyms Homep cepuu; B583686
MpouseoncteeHHas nnouwaaka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
Weenyapus
Cepua npoussogurens: C0356
3akntoueHune

HacToswmum 5 noaTBepKA2H0, YTO ykazaHHas MHDOPMaUUA SBNRETCA A0CTOBEPHO! U TOYHOM Cepus npoaykTa, yKasaHHas Belille
Obina nponssedena, ynakosaHa u MPOKOHTPONNPOBaHE Ha NPOM3BOACTBEHHLIX NNOLEAKAX, YK@3aHHbIX BLILLE, B NOMHOM
COOTBETCTBUN C TpeboBaHUAMY NokansHelx Mpasun Haanexallen Npou3BoACTBEHHOM NPaKTUKN 1 PerncTpaymnoHHOro Jocke
3anucu No Npou3BoACTBY, ynakoske u KOHTPOMIO ka4ecTBa Okl COOTBETCTBYHOWMMY TPEBOBAHNANM

Mpasun HannexaLliein NponasoacTaeHHOM npaKTnKu,

KoMmeHTapuit k cepTudpukary:

B xone nponsesoacTeEHHOMO MPOLeCca OTCYTCTBYIOT OTKNOHEHUS, KOTOPLIE MOMYT NOBNNSTS Ha BbINYCK NPOAYKLUUN,

Cepua BbinyweHa: TaTeAHa Byaaesa, YNonHomoueHHoe nnyo
Hata/ Bpems Bbinycka cepumn:  12-MAP-2021/1334:00 UTC

Hata/ epema coznanus cepTuthukara:

13:35:40UTC

12-MAP-2021 /

CTpaHuya: 2/2 MoAn1caHo aNekTPOHHO B COOTBETCTRUN ¢ nomuTikoh Canno3 No SNEKTPOHHLIM NOANMCANM




