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. ; a MpouseeneHo:

{' ! N OVA RT I ‘S 000 «HosapTuc Hesa»

Jopora B KameHky, A.40, kopn. 3, nuT. A,
nvt. B

194362 CankT-MNeTepbypr

WHaveuayansHein Homep: 2904200032

[TacnopT KavecTBa

HaumeHoBaHue npoaykra: FOMEPWO TAB N/MO 100MI™ Ne28
[fo3upoBka:
NekapcTBeHHan opma: TabneTkn, NOKPLITLIE NNEHOYHOU 060NO4KOH
Tun ynakoBKu: BNMNCTEP
Paimep ynakoBku: 2WTx 14 WT Homep GMP NeGMP-0151-000292/18
cepTuchuKara:
Kog maTepuana: 44086016 Tun BbINycKa: Bbinyck Ha pbiHOK
BHYTpPEeHHMIA HOMEpP CepUM: KK9547 MeyaTHbIM HoMep KK95470220
cepum:
fata npou3sopcTBa: 19-0EB-2020 [ata Bbinycka: 29-AlMNP-2020
lopeH po: 31-AHB-2023 Bobinyckaemoe 8546 LUT
KONW4ecTBO:
MpowusBoacTBeHHas nnowaaka: 000 "HosapTuc Hesa"
Jopora B KameHky, .40, kopn. 3, nuT. A, nuT. B
194362, Poccus, CankT-MNetepbypr
CTtpaHna-umnopTrep: HoMep perMcTpauMoOHHOrO yAOCTOBEPEHURA:
Poccus NN-003532 OT 25.03.2016
KOMMNOHEeHTbI:
HauMeHoBaHue maTtepuana: IOMEPWO TAB N/MO 100MI
Kon maTepuana: 42027181 HepacdacosarHbli npoaykt  Homep cepum: KJ4706
Obuwee KONMUYECTBO 242935 WIT
HepacacoBaHHOro NpoaykKTa::
MpoussoacTeeHHana nnowaaka: 000 "HosapTuc Hesa"
[opora 8 Kameky, 4.40, kopn. 3, nuT. A, nuT. B
194362, Poccua, CaHkT-lMNeTepbypr
KoMnoHeHTbI:
HaumeHoBaHue maTepuana: CAKYBUTPUNA W BANCAPTAHA CYB-MOP.
Kop maTepuana: 40005801 dapm. CybeTaHums Homep cepuu: B557543
MpoussoacTeeHHas nnowagka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
LWseruapus
Cepua npon3BoguTens: C0326

Crpanunua: 1/2 MoanucaHo 3NeKTPOHHO B COOTBETCTBUM C nonuTUkoin CaHaos No 3NeKTPOHHBIM NoANUCAM



’ 4 MpousseaeHo:
', NOVARTIS L S A

[opora B KameHky, A.40, kopn. 3, NuT. A,

nut. B
194362 Cankr-NeTepbypr

MHAauBKMaYyansHeld Homep: 2904200032

[MacnopT Ka4yecTBa

HaumeHoBaHWe npoaykTa: FOMEPWO TAB N/MO 100MI Ne28

Kop maTepuana: 44086016 BHyTpeHHUNA KK9547
HOMEp CEepuu:

3akntoyeHvne

HacToAWMM 7 NOATBEPKAAK, YTO YKa3aHHasA MH(OpMaLMA ABNAETCA 4OCTOBEPHOW M TOYHON. Cepus npoaykTa, yKasaHHas Bbllle
Bbina nponseeeHa, ynakosaHa W NPOKOHTPONMPOBaHa Ha MPOU3BOACTBEHHBIX NNOWAAKaX, ykasdaHHbIX Belle, B NONHOM
COOTBETCTBUM C TpeGoBaHVAMM NokansHsix MpaBun Hagnexallen NponM3BoACTBEHHON NPaKTUKKM U PerucTpaunoHHoro aocee.
3anvcy No NPoV3BOACTBY, YNAKOBKE U KOHTPOIK KavecTsa Bbink COOTBETCTBYOWMMW TpeboBaHUAM

Mpaeun Hagnexallei NPON3BOACTBEHHOW NPaKTUKK,

KoMmeHTapui k cepTudukaTty:

B xope NpOW3BOACTBEHHOrO NPOUECcca OTCYTCTBYHOT OTKNOHEHWA, KOTOPBIE MOTYT NOBNWUATL Ha BbINYCK NpoAYKLUWW.

Cepusa BbinyuweHa: TatbsHa byaaesa, YnonHoMoueHHoe N1uo
Data / BpemsA Beinycka cepun:  29-AMNP-2020/22:31:08 UTC

[ata / BpemA co3panus ceptudukara:

22:32:10UTC

29-AMP-2020/
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NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 2.0

AHanUTUYECKUI NAcMNopT Ha roTOBYIO MNPOAYKLUIO

NULEH3KA Ha OCYLLECTBIIEHME NPOM3BOACTEA NeKapcTBeHHbIX cpeacTe Ne00153-J1C ot 09 HoaGps

2015 ropa

00O «Hosaptuc Hesa»
[Oopora & Kamerky, 4. 40, k. 3
194362, Cankr-MeTepbypr, Poccua

TenedoH: +7 812 336 9891

KoHTponb Kavectsa

Homep nacnopra:
Certificate number

4-38-0320

1. OBUWAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue

npoaoykuuu:
Product Name

{Onepwio, TabneTku, NOKPLITLIE NeHo4HON oBonoykoi 100 mr Ne28

NameHeHue Ne
NameHeHne Ne
NameHeHne Ne
MNameHeHue Ne

MpoBepeHo Ha
COOTBETCTBME C:
Checked against

107 13.10.2016
2 07 26.12.2017
3 07122.01.2019
4 07 21.08.2019

NN 003532-250316 KOnepuo, TaBreTk1, NOKPbITbIE NNEHOYHOR o6onoykon 50 Mr
(25,7 mr+ 24,3 mr), 100 mr (51,4 mr + 48,6 mr), 200 mr (102,8 mr + 97,2 mr)

(BHyTPeHHss cneuudmkauma SPEC_FDF_00094946 sepcus 2.0)

BHyTpeHHU#A KOO

NpoayKuun: 44086016
Product Code
Homep cepuu: [ata npouasoacTea:
Batch Number KK95470220 Manufacturing Date 19.02.2020
5 Pasmep cepuu 3a
g:fg;:‘ Seifecepuu. 8 564 wTt BbI4ETOM Npo6: 8 546 wTt
Balch size without samples
2. NONYYEHHLIE PE3YNbTATDI
TEST RESULTS
Ne’ lMokasaTenb TpeboBaHue PesynbTaT
Parameters Requirements Resuit
OeanbHble  ABOSKOBwINykNble  Tabnetkw, | OBanbHble OBORKOBLINYKNbIE
NOKPBITHIE MAEHOYHOWM OBONOYKOW CBETMO- | TABNeTkW, NOKPbITbIE  MAIEHOYHON
1 OnucaHue wenToro useta ¢ dackon, 6e3 pucku. Ha | oBonoykoit CBETNO-XENTOro LIBETA C
Appearance 0fJHOli CTOpOHEe HaHeceHa rpasupoBka «L1», | cpackoit, 6Ges pucku. Ha opHow
Ha gpyroi- «NVR». CTOpOHE HaHeceHa rpasupoeka «L1»,
Ha apyron- «<NVR».
WK-cnektp ucneiryemoro o6paaua B obnactu
or 1850 po 1650 cm-1 Mo NONOXeHW W«
npocdunio  nonoc  MNOrMoweHns  AOMKeH VK. CoorseTcrayer
cooTBeTcTBOBaTh MK-cnekTpy cTaHAapTHOro
obpasua ¢ XapakTepucTWYecKold noMocon
E,gﬁﬂ; CZ?izsz nornoLerus okono 1712 cm-!
2 Bpemsa yaepxuBaHWA OCHOBHLIX MWKOB Ha
- Caky6umpun XpoMaTtorpamme  UCMbITyemMoro pacrteopa
_ Bancapmgu AOCIMKHO COOTBETCTBOBATbL BpemMeHn
YAepKnBaHus NMKOB  BancapraHa ]
cakyburpuna Ha Xpomartorpamme BEHK.-CooreeTaTRyeT
cTaHpaptHoro pacteopa 7a. OTnuudve BO
BpeMeHax yaepXWBaHWs A0SIKHO COCTaBnATb
He Bonee + 2%
0,
3 PacTtBopeHue :anjquee 60°% () cakyGuTmiR Septs- 30 96 % cakybutpuna yepe3 30 MUH;
. 3 : a
Dissolution He MeHee 80% (Q) BancapTaxa Yepes 30 MuH 98 % sancapraHa Yepe3 30 MiH
MeTtoza 1. Mpumecu cakybutpuna: Mpumeck cakybutpuna:
4 :oﬂ;;izu"b'e - 534-06 — He Gonee 0,2% - 534-06 — He obHapyxeHa
P - 535-06 — He 6onee 0,2% - 535-06 — He oBHapyXeHa
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NOVARTIS

Form to SOP-8013721

JIMLeH3nA Ha oCyLWecTBNeHUe NPOM3BOACTBA nekapcTeeHHbIx cpeactes Ne00153-N1C ot 09 Hosbpsa

2015 ropa

Doc No. : FRM-8015480
Version ; 2.0

AHanUTUYeCKUA NAcnopT Ha TOTOBYIO NPOAYKLUIO

000 «HoeapTtuc Hesa»
[opora B KameHky, 4. 40, k. 3
184362, Cankr-NeTepbypr, Poccus

TenedoH: +7 812 336 9891

KoHTponb ka4yecrea

Homep nacnopra:

Cerlificate number 4-38-0320
Ne MokasaTenk Tpeboranue Peaynebrar
i Parameters Requirements Result
Related - 536-06 — He Gonee 0,2% - 536-06 — He oBHapyxeHa
substances Mpumeck BancapTaxa: Mpumecw BancapTana:
- CGP 49309 - He Gonee 1,0% - CGP 49309 — He obHapyxeHa
Mpumecu cakyGutpuna:
- i ] 0,
MeTog 2. Mpumecu cakybutpuna: ﬂ?)?q?nggw :aljs-lfapraua'
- 900-04 - He Bonee 0,7% E HiikHas '
TiybasGi SRrCHETARE: HengeHTUUMpoBaHHas npumMeck —
- EAMHUHHRSA HONLEHTADMLMpORERHEN MeHee npenena KoONWMYECTBEHHOro
npumecsh — He Bonee 0,2% oBHapyxeHus (0,1%)
- CyMMa HewneHTUGULIMPOBaHHbIX -Cymma HEMA‘EHTMC}JMMMPOBEHHHX
npumMecen (ucknoyas 900-04) — He Gonee npumecei  (nckmovas  900-04) —
0,
0,5% MEeHee npefena KONMWUYECTBEHHOro
obHapyxeHus (0,1%)
OpaHopoaHoOCTL
< e iy CakyButpun: AV = 5,2;
5 Uniformity of AV < 15.0
dosage units - . _
- Caky6umpun BancaptaH: AV =51
- Bancapman
KonuyecTBeHHO s . 100,3% cakyButpuna oT
- | e onpegeneHue Ot 95,0% Ao 105,0% cakyGupuna ot HOMWHANBHOro CofepXXaHus;
HOMWHaNBHOrO CodepXaHus
6 | Assay 07 95,0% no 105,0% BancapraHa or
- Caxkybumpun HOMH}-;aanOI'O co,.ae S 99,2% BancaprtaHa oT
- Bancapman P HOMWHaNLHOIO COAEpPXaHUS.
Kareropus 3A:
Mukpobuonorny | OBwee umncno azpobHeix MUKpoopraHuamos | Mexee 50 KOE s 1T;
7 | eckas uucToTa —~ He Bonee 10*° KOE B 1T
Microbiological O6Luee YMCNO APOHCKEBLIX W MNECHEBLIX MeHee 10 KOEB 1T;
purity rpubos — He Gonee 102 KOEB 1 1;
OTcyTcteue Escherichia colis 1. OtcyTcTBue B 1.
) MepBuyHas  ynakoeka: no 14
MepBuuHas ynakoeka: no 14 TabneTok gl [ e 6rmcTep ua NBX/MBAX v
6ructep w3z MBX/MBOX u anomMuHWeBOW anIOMMHNEBO# honbIY
choneru. .
8 ¥YnakoBka BTopuuyHas ynakoeka: no 2 wnun 4 6nucrepa S;Zi:;“aﬂ znaxo::z‘.r; OKEMZ;Mmﬁi
Packaging BMECTE C WHCTpyKUWMElN no MeauuuHCKoMy MEAMLIMHCKOMY nplnArEH SHAS B
MPUMEHEHWIO B KAPTOHHYIO Nauky. KAPTOHHYHO NAvKY
[HonyckaeTtcs Hanuuue KOHTPOMA NEPBUYHOTO KoHTPOMb M emeql HOTO BCKPBITIAS Ha
BCKPbITWUS Ha KRPTOHHOM navke. KAPTOHHOM NAYKE NPUCYTCTBYET.
i ycasinaioT. moraran xownawn, | H3_ GnUCTepe 1a  pycoiom
npouaao,ufrrenﬂ {Hal naTuHWUe), Toproeoe SHEERACON 2 JRBSEHE.
HEBHOBEHIS. HESHEGHR Bal‘nca TaH + | TIOTOTUA  KOMNAHWK-NPOU3BOAMUTENS
9 MApsupanis Cakybutpun Hémg cep nm {4 a OKOF:-I‘-IEHHH {re HATANMLB); ~UEORES
Labelling youTpun, P cep AdTY . | HaumeHoBaHVE, [,031pOoBKa,
CpOKa rofHOCTU (Ha pYCCKOM si3bike B BUJE: Bancapran + Caky6uTpun, Homep
o '
aeCeHUE BHyTPRIAX JakOB O rosn | CEPUM M AATA_ OKOHMaHAA_Gpoka
MR yTp Y A TOAHOCTW (Ha PYCCKOM Si3bike B BUAE:
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Form to SOP-8013721

NWueHsus Ha ocyLecTBNEHUE NPOM3BOACTEA NIEKAPCTBEHHBIX cpeacTe Ne00153-1C ot 09 Hosbps

2015 ropa

Doc No. : FRM-8015490
Version : 2.0

AHanurTnyeckuit NacnopT Ha roToBYH NPOAYKUMIO

000 «HosapTuc Hesa»
[Hopora B Kamerky, a. 40, k. 3
194362, Canxr-MeTepBypr, Poccus

Tenechon: +7 812 336 9891

KoHTpone KavecTea

aHIMAACKOM  A3bIKAX YKA3bIBAKOT. NOroTvn
KOMNaHWK-npou3sogmTens (Ha naTuHuue),
TOproeoe HaumeHoBaHme, [03UpOBKY,
nekapcteeHHyw chopmy, Bancapran +
CakyOutpun, HaseaHue W  cogepXaHue
Aevcteyoulero Bewectea B 1 Tabnetke,
HOMEpP PErucTpauMoHHOro YAOCTOBEPEHUs
(Ha pycckom s3bIKe), Konu4ecTBo TabneTok B
ynakoske, «[1na npuema BHyTpb», «XpaHuTb
B HEJOCTynHOM AOnA  fOeTel  MecTey,
«MonpobHele yKazaHUA MO  NPUMEHEHWIO
npenaparta npuBefeHbl B  NPUMNOXEHHOM
MHCTPYKUMKW», HauMmeHoBaHWe W agpec
(ropod, cTpaHa) KOMNaHWU-MPOU3BOAUTENS
(BBINYCKAIOLLMIA KOHTPOSb KAYeCTBa), YCII0BUR
XpaHeHWa, ycrnosBus OTNyCKa, HOMEpP Cepuw,
AaTy Npon3BOACTBA U AaTy OKOHYaHWA cpoka
rOAHOCTU, LUTPUX-KOZ.
HonyckaeTtcs HaHeceHue
YNaKoBOYHbLIX KOAOB KOMNaHWUW.
dononHutensHo MoryT ObiTb  HaHeceHb!
cpeacTea UAEHTUMUKALWMKM ONA MOHUTOPUHIa
ABWKEHWA NeKapcTBEHHbIX MpenapaToB Ans
MeAWLMHCKOro NpUMEHeHnA oT
Npon3BOaWTENS A0 KOHEYHOro NoTpebuTens.

BHYTPEHHMX

Homep nacnopra:
Certificate number 4-38-0320
Ne MokasaTens Tpe6oBaHue PeaynbTar
Parameters Requirements Result
Ha kapToHHoii navke Ha pycckom u | Cepus No/ [omeH A0), BHYTPEHHUE

YNaKOBOYHbIE KoLkl KOMMNAHUX.
Ha kapToHHOW nauke Ha pyccKoM u
aHFMUIACKOM A3blKax yKasaHbi;
noroTun - KOMMaHWW-Npou3BoAUTENS
(Ha natuHuue), Toproeoe
HavumMeHoBaHue, [03K1poBKa,
nNekapcTeeHHan dopma, BancapTaH +
Cakybutpun, HasBaHue [
cofepxaHve AeACTBylOLLEro
Bewectsa B 1 Tabnetke, Homep
pPerncTpaumoHHoOro  yA4o0CTOBEpPEHUsA
(Ha pycckomM A3bIKE), KOMUYECTBO
Tabnetok B ynakoeke, «[na npuema
BHYTPb», «XpaHUTb B HEZOCTYMHOM

ans  peteh mecte», «MogpoGHble
yKkasaHus no NpUMEHEHWUID
npenapara npuseaeHbi B
NpPUNOXeHHOW UHCTPYKUWAWY,

HaumeHoBaHuMe ©u appec (ropoa,
cTpaHa) KOMMNaHWU-NPOU3BOAMTENS
(BbINYCKAOLLMIA KOHTPOML KaYecTsa),
ycnosus XpaHeHus, ycnosus
oTnycka, HOMep cepud, jgarta
NpoOW3BOACTBA W [AaTa OKOHYaHWus
cpoka rOLHOCTH, LUTPUX-KOA,
BHYTPEHHWE  YNakoBOMHblE  KoAbl
KOMNaHWUK.

Cpencrea

MOHUTOPWHra
NeKapCTBEHHbIX

uaeHTUbMKaLMK  ans
ABUXKEHWA
npenapaTtoB  AnA
MeAWLIMHCKOrO  NPUMEHEeHWs  OT
npoussoauTens no KOHEYHOro
noTpebuTENsA OTCYTCTBYIOT.

CpoK rogHocTH

10 | sheifiife 3 ropa 3 roga (31.01.2023)
| XpaHeHue | .
11 Storage | Mpu Temnepatype He Bblwe 25°C

3. 3AKNKOYEHUE
CONCLUSION

JlekapcTeerHbI npenapat KOnepwo, TabneTkn, NoKpbITLIE MAEHOYHONW 06onoYkoi 100 mr No28, HOMEp Cepun

KK95470220, cooTeeTcTByeT TpeboBaHUAM HOPMaTMBHOMN LOK

ymeHTaumum 1 003532-250316, Vismenenne Net,

2,3 4.
; Craplumii cneymanwcT no
y?Bapﬂ“ﬂ KOHTPOSKO Ka4vecTsa Wwupseea KO .B.
Approved by
: HormkHocTs (Position) ®NO (Full name)
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