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: : TIR Doc No. : FRM-8015490
!, NOVARTIS RM-01 6450

Form to SOP-8013721

AHaNWTUYECKWI NMacnopT Ha roToBYH NpOoAYKUUKD

MLEH3MA Ha OCYLLECTBNEHUE NPONIBOACTEA NEKAPCTBEHHBIX cpencts Ne00153-1IC o1 09 Horbpa 2015 0O "HosapTuc Hesa"

roaa [opora B KameHky, 4.40, kopn 3
nuT. A, nuT. B
194362, Poccun, Cankr-MNeTepdypr

Tenedon: +7 812 336 9891

L KoHTpOnb kavecTsa

Homep nacnopta: e ,
Centificate number 4-186-0421 Bepcus: 1.0

1. OBWAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHuWe npoayKuum:

A A [<]
ol oor Mamme FOnepwo, TabneTku, NOKPsIThIE NIEHOHHON obonoukon 50 Mr Nez28

NN 003532-250316 KOnepwo, Tabnetku, NoKpelThie nneHodHon obBonoukon
50 mr (25,7 mr+24,3 mr), 100 mr (51,4 mr+48.6 wmr), 200 mr (102,8 Mmr+97,2
Mr)

WameHeHune Ne 1 ot 13.10.2016

NamereHne Ne 2 ot 26.12.2017

Wamenenve Ne 3 o1 22.01.2019

UameHerue Ne 4 o7 21.08.2019

WameHeHue Ne 5 ot 26.06.2020

Cneuudmkaumsa kadecTea Ha {Onepwo, TabneTkn MOKPbITLIE NAEHOUYHOW
oBonouxoi 50 mr Ne 28, Ne 56 SPEC_FDF_00094935, sBepcvs 3.0

lMpoBepeHo Ha COOTBETCTBUE C.
Checked against

BHYTpeHHUWH Ko Homep cepum
HepachacoBaHHON NPOAYKUMMU: 42027180 HepacdacoBaHHOW NPOAYKUMK: LG6714
Product Code Balk Batch Number Balk
BHyTpeHHWIA KO YNakoBaHHOW Homep cepuy ynakoBaHHOW
npoayKuum: 44086009 npogyKuuu: LH57730421
| Product Code FDE Batch Number FDE
aTa NpovM3BoAacTBa:l
ﬂanufacrgring Date 19.04.2021
; PazMep cepwvu 3a BbIYeTOM
gaatgrgffecepuu- 8 139 yn. npob: o e e 8 126 yn.
Balch size without Samplés” | = |

2. NONYYEHHbIE PE3Y/IbTAThI

TEST RESULTS
Ne Mokaszatens* TpebosaHue PeaynbTat
Parameters Requirements Result
OBanbHble AB0RKOBbLINYKNbIe TabneTtku, | OBanbHble [OBOSAKOBBINYKbIE
NOKPbITbIE NNEHOYHON oBonouKol | TaBREeTKM,  MOKPbITbIE — MNEHOYHOW
1 OnucaHue Senoro ¢ GUONETOBLIM OTTEHKOM LBETA oBonoukon Benoro ¢ UONETOBBIM
Appearance c chackon, ©Ges pucku. Ha oaHoi | oTTeHkom usera ¢ chackon, Ge3 pucku.
CTOPOHE HaHeceHa rpaBvpeBka «LZ», | Ha op@Hol  cTopoHe — HaHeceHa
i Ha apyrow- «NVR». rpasuposka «LZ», Ha apyroi- «NVR».
| WK-cnexktp WCNBEITYEMOro obpasua B
ofnactn or 1850 go 1650 cm! no
nonoxeHuto W npocun  nenoc
norfouleHns ACMKEH CoOTeeTcTBOBaTE WK: CooTBeTCcTBYET
MoAnMHHOCTL MK-cnekTpy cTaHpapTHoro ofpasua c
Identification XxapaKkTepucTUHecKor nonocow
I 5 nornoLuerns okono 1712 cw’. o
| BpeMsa yAepHWBaHWA OCHOBHbIX MUKOB
- Cakybumpun Ha xpomarorpamme WCMBITYEMOro
- Bancapmat pacTeopa [AOMKHO COOTBETCTBOBATHL
BPEMEHW yAEPKMBEHNS nukos | B3XX: CooTBeTCTBYET
i sancapraHa W  cakyButpuna = Ha
| XxpomaTtorpamme cTaHgapTHoro
l pacteopa 7a. "
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!, NOVARTIS

Form to SOP-8013721

JTMLEH3UA Ha OCYLUECTBNEHVe NPOVM3BOACTBA NEKAPCTBEHHbLIX CPEACTS NeQ0153-N1C ot 09 Hoabps 2015

roga

Doc No. : FRM-8015490
Version : 4.0

AHanUTUYeCckun NacnopT Ha roTOBYH NpPoayKUuuno

00 "HosapTuc Hesa"

[opora 8 Kamenky, 4.40, kopn. 3,
T A, NuT. b

194362, Poccws, CankT-lMNetepGypr

TenedoH: +7 812 336 9891

KoHTponb kadecTtsa
Homep nacnopra: I
Certificate number 4-186-0421 Bepena: 1.0
Ne Mokasatenn* TpeGoBaHune PesynbTat
& Parameters Requirements Resuit
OTnudie BO BPEMEHAX YAEPKUBAHWA
[ION¥HO cocTaBNATL He Honee + 2,0%
He meHee 75% (Q) cakybutpuna - 5
. cakybutpuna vepes 30 MuH;
3 | PacTeopenue Yyepes 30 MUH; o CakyouTp p
Dissolution He merHee 75% (Q) sancaprada 95% sancapTada yepes 30 MuH
yeped 30 muH
Metoa 1. XvbanbHaga 4nucTora
MNpumecw cakvButonna Moumecw cakvBuTtpuna:
- 534-06 — He 06 WEH
534-06 — He Bonee 0,2% 235 82 HapyKaHa
. - -06 - He oBHapyxeHa
535-06 — He Bonee 0,2% - 536-06 — He oBHapyxeHa
536-06 — He Bonee 0,2%
MNpumeck BancapTaHa: MpyvmMecu BancapTaHa:
CGP 49309 - He 6onee 1.0% - CGP 49309 — He oBHapyxeHa
PoacteenHeie Meton 2. OnpeaeneHve NDOAVKTOB ﬂomngnggwoiakwmnmna:
4 | Npumecw NeCTOVELIMW . - - MeHee npegena
Related sub _— konudecTeenHoro onpeaenedna (0,1
elated substances [Toumeck cakydutpuna: %),
MpymMecn BancapTaKa:
= s Q
900-04 ~ we Gonee 0,7% -EAvHWYHas Hecneynduupyemas
' Mpumecw BancapTaHa: npumech - MeHee npeaena
EanHWYHaa Hecneuwndbuumpyemas konwyecTseHHoro onpeaeneHus (0,1
‘ npumeck — He Bonee 0,2% %),
Cymma NPOAYKTOB pectpykuan | -Cymma npoaykToB  AECTPYKLWK
(veknoyan 800-04) — He Bonee 0,5% (vckntouas 900-04) — meree npejena
KOMUYECTBEHHOTO onpegeneHus
(0.1%)
QOgHopoaHoCTh
AO03UpOBaHUA )
i CakryBurtpun: AV = 2,6,
5 fjgfr;;ormfry of dosage AV 'S 150
- Cakybumpus BancapTan: AV =26
- BancapmaH
KonuyectBeHHoe OT 95.0% mo 105,0% cakyGutpuna ot | 101.2 % cakyBurtpuna oT
onpeaeneHue HOMUHAMBHOTO COAEPXaKUs HOMUWHaNEHOrC COAEPHKAHUS,
6 | Assay
- Caky6umpun OT 95,0% po 105.0% sancapTaHa ot | 1009 % BancapTaxa oT
- Bancapman HOMUHANBHOMC COAEPXAHWUA HOMUHANBHOTO COAEPXaHWS.
MepeuuHasn ynakoska: no 14 Tabnetok B | NepeuuHas ynakoeka: no 14 TabneTok
BrucTep w3 MBX/MBOX v aniomuHveson | 8 Bnuctep U3 aABX/MBOAX  w
YnakoBka donkrn. | anomMuHueson d)OI'Ibr}d‘
7 Paskin BropuyHas ynakoska: no 2 wvnu 4 | BropudHas ynakoska: no 2 Bnuctepa
g Bnuctepa BMecTe C WHCTPyKUvMeW no | BMecTe c WHCTRYKLUWER no
MEAULINHCKOMY NPUMEHEHWIO 8 | MeQuLUMHCKOMY NMPUMEHEHWIO B
KAPTOHRYIO NaYKY. B KapTOHHYHO NadvKy.
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U, NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 4.0

AHanNUTUYeCKW NACMOPT Ha rOTOBYH NpoayKUuko

NUUEHIMA HA OCYLIECTBNEHME NPONIBOACTBE NEKAPCTBEHHbBIX CPECTE Ne00153-N1C o1 09 Hoabpn 2015

roaa

00 "HoeapTuc Hesa"

[lopora 8 KameHky, .40, kopn. 3,
nut. A, nut. B

194362, Poccus, Cankr-lNerepbypr

Tenedon: +7 812 336 9881

KoHTponb kavecTea
Homep nacRopTa: ' 4-186-0421 Bepoua: 1.0
Certificate number |
Ne Mokazarens” TpeGoBaHue Pesynbrar
Parameters Reguirements Result
HonyckaeTca Hanu4une KOHTponA | KoHTponb NEpPBWYHOrO BCKPLITUS Ha
NEPBUYHOTO BCKPLITWUA Ha KApPTOHHOW | KapTOHHOW Naqke NpucyTcTByer.
nadke.
Ha 6aucTepe Ha DVCCKOM W aHrnuidckom | Ha  BnwvcTepe Ha  DVCCKOM W
A3bIKAX YKa3biBAKOT MOroTUN KOMMaHWi- | aHIIUACKOM R3biKax VkadaHbl: Norotun
NPOU3BOANTENSA (Ha natuHWLUE), | KoMnaHuu-Npon3soauTenNs (Ha
TOProBOE HavuMeHoBaHWe, AO3MPOBKY, | NaTWHWLE), TOProBOe HaUMEHOBaHNe,
BancaptaH + Cakybwutpun, HoOmMmep | 403UpOBKE, BancapTaH +
cepy WM OaTy  OKOHWYaHwa  cpoka Cakybutpun, HOMEp cepun K aara
rogHOCTV (Ha pycckom s3bike B BWAE! | OKOHYaHWs  Cpoka  FoAHOCTW (Ha
Cepus N/ Toged po). HonyckaeTcs | pycckom A3sike B BUAE: Cepwa Ne¢/
HAHECEHWe BHYTPEHHWX ynakoBouHbIX | FodeH A0), BHYTDRHHUA YNAKOROUHKIE
KOAOB KOMNaHuu, KOOkl KOMNEHUA.
Ha KkapTOHHOW nauyke Ha DVCCKOM W | Ha KaDTOHHOW Nayke Ha DYCCKoM W
aHTNWIACKOM A3blKax VKa3bIBAIOT, | aHINUACKOM A3bIKax YKa3aHbl: Norotun
NOTOTMN KOMNaHMW-MPOM3BOANTENA (HE@ | KOMMaHWW-NPOU3BOANTENR (Ha
naTWHWLe), TOProBoe HavuMeHOBaHWe, | naTvHuue), TOproBoe HaumeHOBaHWe,
AO3MPOBKY, NeKapcTBeHHylo  OpMY, | AO3UPOBKA, NEeKapCTBeHHaA hopma,
BancaptaH + Caky®uTpun, HassaHue w | BancaptaH + CakyBwuTpun, HassaHue
copepaHve AencTeyrWero BeeuecTsa | u copepxaHue neicTeylowero
8 1 TabneTke, HOMep perucTpaunorHoro | sewectea 8 1 TabneTke, Homep
YAOCTOBEPEHUA (Ha PYCCKOM A3bIKE), | PerncTpaunoHHoro YyAOCTOBEPEHUS
8 MapkupoBka KONWYECTBO TabneToK B ynakoske, «nA | (Ha PpycckomM  #3bIKe),  KONWYEeCTBO
Labelling npuema BHYTPb», «XPaHUTb B | Tabnetok B ynakoske, «[ns npuema
HedOoCTynHOM  OnA  Aetel  MecTe», | BHYTPb», «XpaHuTb 8 HEedOCTYNHOM
«MoapoBHble ykasanua nNo NpUMEHeHWo | AnA peteit mecre», «[loapobHbie
npenapaTa NpUseieHbl B NPUNOXEHHOW | YKal3aHusa no npuMeHeHuio npenapata
VHCTPYKUWUY, HaumeHoBaHWe 1 anpec | NpuBeaeHb B NPUNOXEHHOR
(ropog, cTpaHa) KOMMaHWW- | MHCTPYKUMAY», HarMeHoBakne 1 aapec
npownssoanTens (BbINyCKaOLWMWA | (ropoa, cTpaHa) KOMMAaHUK-
KOHTPOIMb Ka4yecTsa), yCnoBus | Npou3soguTens (BbINyCKaOWWMA
XpaHeHusl, ycnosua OTNycka, HOMEP | KOHTPONb KadecTea), ycnoBus
cepuu, Aaty nNpov3sBoacTea W AaTY | XPaHEHUs, YCnosua OTnycka, HOMED
OKOHYaHWS CPOKa rO4HOCTH, LWTPUX-KOA. | Cepwn, faTta npou3sojcTea W naTa
[onyckaeTca HaHeceHne BHYTPEHHWX | OKOHYaHWA Cpoka roAHoCTW, WTPUX-
yNaKoBOYHbIX KOAO0B KOMMaHUW. KoL, BHYTPEHHWE YNaKOBOYHbIE KOAbI
JoncnHuTensHo MoryT BbiTb HAHECEHB! | KOMNaHUK.
cpeacTsa naeHTuduKaymMm ans | HaHecewrsl cpedcTeBa waeHTidmkaumn
MOHWUTOPWUHTIa ABVKEHWA | OnA MOHWTOPUHra OBWKEHUA
neKapcTBEHHbIX npenaparos ANd | NeKapcTBEHHbLIX  npenapatoe  AnA
MegULKHCKOro nNpPUMEHEHWA OT | MeanuUMHCKOoro npUMeHeHNA oT
Npou3BOANTENS no KOHEYHOro | npou3soauTens ao KOHEYHOro
noTpebutensa. notpebutens.
9 ég;:gg”e Mpu TemnepaType He Bbiwe 25°C.
Cpok rogHoCTH
10 E{I;Iig:gﬁ;;mocm 3 roga | 3ropa(31.03.2024)
Shelf life (Frequency of )
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U, NOVARTIS

Form to SOP-8013721

AHanUTUYECKUNA NacnopT Ha rOTOBYH NPOAYKUMIO

JINUEH3NA Ha OCYLIECTBNEHUE NPONIBOACTBA NeKapcTBeHHbIX cpeacTs Ne00153-11C or 09 Hoadpa 2015

roga

Doc No. : FRM-8015490
Version : 4.0

00 "HoeapTtuc Hesa"
[opora B KameHuiy, 4.40, kopn. 3,
nut. A, nut, b
194362, Poccun, CankT-Netepbypr

Homep nacnopra:

TenedoH: +7 812 336 9891

KoHTpone KayecTBa

\
Bepcua: 1.0

! Certificate number 4-186-0421 |
. Moka3aTens* TpeGoBaHue PesynkTar
7 Parameters Requirements Result
control)
[

* - MukpOBUONOrMYeckan YUCToTa» HE RBNASTCH PYTUHHBLIM METOAOM aHanu3a v MOXET OTCYTCTBOBaTL B cepTudukaTe
aHanuaa KoMnaHum

3. 3AKNHOYEHMWE

CONCLUSION
NekapcTeerHbid npenapat HKOnepuo, Tabnetku, nokpeiTbie nneHovHon obonoukc 50 mr Ne28, Homep cepun
LH57730421, cooTeeTcTBYeT TpeboBaHWAM HOpMaTUBHOW AoKkymeHTauwny M 003532-250316, MameHeHne Ne 1,%2?‘,
I S
ﬂ_/
Crapuivi cneuvannct no
Yreepaun KOHTPONIO KauecTea AIBECHER S0, Vo o724
Approved by _
LonxrocTe (Position) QWO (Full name) I‘:ﬂr: &me) auck (Signature)
L P ;
Version Description of change| = " Nl s
(Bepcus) (Onvcanmne nameHeHud) - - Mo
1.0 HoBbili nacnopt )
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‘ > MNpouseseneHo:
(} N OVA RTI 6 000 #HosapTuc Hepa#
[opora B KameHky, 4.40, kopn. 3, nuT. A,

nuT. B
194362 CaHkr-MeTepbypr

MHAMBUAYanEeHEIt Homep: 2605212003

[TacnopT Ka4yecTBa

HaumeHoBaHue npogykTa: FOMEPWO TAB MN/MNO 50MI™ Ne28
INekapcTBeHHan copma: TabneTkn nokpeiTele NNeHoYHoON 0BoNo4KoN
Tun ynakoBKu: BNTMCTEP
Pazmep ynakoBKu: 2WT x 14 WUT Homep GMP NeGMP-0151-000292/18
cepTudukara;
Kon maTtepuana: 44086009 Tun BbINyCKa: BeInyckK Ha pbiHOK
BHYTpeHHUW HOMep cepuu: LH5773 MeuaTHbln Homep LH57730421
cepuu:
[ata npoussoacTBa: 19-AMNP-2021 HaTa BbInyckKa: 26-MAMN-2021
FlopeH po: 31-MAP-2024 Bbinyckaemoe 8126 WIT
KONMU4ecTBO:
MpousBoacTBeHHas nnowadka: OO0 "HosapTtnc Heea"
Hopora B KameHky, A.40, kopn. 3, nuT. A nuT. B
194362, Poccua, CankT-MeTepbypr
Bbinyckarowmi KOHTponb OO0 "HoeapTtuc Heea"
KayecTBa Oopora B Kamenky, g.40, kopn, 3, nut. A, nuT. B
. 194362, Poccua, CaHkr-MeTepdypr
KoHTponb kavecTBa: 00O "HoeapTtuc Hega"
Hopora 8 Kamenky, A.40, kopn. 3, nuT. A, nuT. B
194362, Poccus, CaHkT-MeTepbypr
CTpaHa-umnoptep Homep perucTpauUoHHOro yaoCTOBEPEHUS:
Poccua NN-003532 OT 25.03.2016
KoMNOHEeHThI:
HavnmeHoBaHue mMaTepuana: FKOMEPWO TAB MN/MNO 50MI™
Kon matepuana: 42027180 HepacchacoBaHHel npoayrT  Homep cepuu: LGE714

Obwee KonuuecTBoO 231091 WT

HepacdpacoBaHHOro NPoAyKTa::

MpouseoacTBeHHan nnowaaka: OO0 "HoeapTuc Hesa"
lopora B Kamenky, 4.40, kopn. 3, nuT. A, nuT. B
194362, Poccusa, Canur-Metepbypr

CTpaHnua: 1/3 MognucaHo 3MekTpOHHO B COOTBETCTBMN ¢ NoNUTUKON CaHACc3 N0 3NeKTPOHHLIM NOANUCAM



» NOVARTIS

MpousBeneHo:

000 #HosapTuc Hesa#

[opora B KameHky, A4.40, kopn. 3, nuT. A,
nvT. B

194362 CaHkT-TMNeTepbypr

WMHavBMayansHbIi Homep: 2605212003

MacnopT ka4yecTBa

HanmeHoBaHuWe npoaykTa:

FOMEPKMO TAE M/MO 50MTT Ne28

Koa maTepuana: 440886009 BHyTpeHHWU’ LH5773
HOMep Cepwuu:
L
KoMNOHEeHTbI!
HaumeHoBaHWe maTepuana: CAKYEUTPUNA W BANCAPTAHA CYB-MOP
Kopn matepuana: 40005801 Dapts. CydecTaHywa Homep cepuu: B606062
MpoussoacTBeHHan nnowaaka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
sehyapus
Cepua npou3soauTens: C0394
KoMnoHeHTbI:
HaumeHoBaHWe maTepuana: CAKYBWTPUNA W BANCAPTAHA CYBE-TNOP
Koa maTtepuana: 40005801 ®apm. CydcTaHuns Homep cepuu: B602087
MNpousBoACcTBEHHAA NNOWAAKa: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
Weenyapus
CepuAa nponsBoguTens: c0388

3akntovueHue

HacTosWMM A NOATBEPXAAI0, HTO yKka3aHHas MHppopnaLra ABNASTCS AOCTOBEPHOM 1 ToYHON. Cepua NPOAYKTAa, YKadaHHaRA Bbllle
6Lina Npou3BefeHa, ynakoBaHa v NPOKOHTPONNPOBaHa Ha MPOV3BOACTEEHHBIX NNOLLA
| COOTBETCTBUM C TPEBOBAHUAMM NoKaMNbHbIX Mpasun Haanexalen NPon3BOACTBEHHON NPAKTAKA 1 PervcTpalunoHHOro A0CkE.
3anucy No NPOM3BOACTBY, YNaKOBKE U KOHTPOMHO kayecTea Gbini COOTBETCTBYIOWMMM TpeGoBaHUAM

| MpaBun Hagnexalyen NPoU3BoACTBEHHON NPEKTAKA.

AKax, yKa3aHHbIX BbIWe, B NONHOM

KoMMeHTapuil K cepTUdUKaTy:

B xo4e npon3BOACTBEHHOrO npouecca OTCYTCTBYHT OTKNOHEHWA, KOTOPbLIE MOTYT NOBNWATE HA BBINYCK NPOAYKLNK.

Crpanuua: 2/3 MoanucaHo anNekTpoHHO B COOTBETCTBIN C nonuThkon CaHho3 NO 2NeKTPOHHBIM NOANNCARM




MNpousseneHo:

('& N OVA RTI S 000 #HosapTuc Hesa#

[opora B Kamerky, 4.40, kopn. 3, nuT. A,
nT. B
194362 CaHkr-MNeTepbypr

MHavBuayansHelid HoMep: 2605212003

[lacnopT Ka4yecTBa

HaumeHoBaHWe npoAaykTa: FOMEPKMO TAE MN/MO 50MI™ Ne28
Koa maTtepuana: 44086009 BHYyTpeHHUI LH5773
HOMep cepuu:
Cepus BbinyLeHa: TaTbsHa byaaeea YNONHOMOYEHHOE MU0
Hata / BpeMa Bbinycka cepun:  26-MAK-2021/18.02.52 UTC
farta / Bpem#s co3gaHua cepTudpmnkarta: 26-MA-2021 /
18:03:25UTC

Crpanuya: 3/3 MognucaHo 3NeKTPOHHC B COOTBETCTBUM C NONUTUKON CaHA03 No 3NEKTPOHHLIM NOANUCANM




