' v o MpousseneHo:
i N OVA RT I 5 000 «HoeapTuc Hesa»

[opora 8 Kamenky, 0.40, kopn. 3, nuT. A,

nut. B

194362 CanxT-MNeTepbypr

MHausuayansHeii Homep: 2705201217

[lacnopT ka4yecTBa

HaumeHoBaHue npoaykra: FANBYC TAB 50MI™ Ne28
NexkapcTBeHHanA opma: TabneTku
Tun ynakoBku: BENNCTEP
Pa3mep ynakoBku: 2WTx 14 WIT Homep GMP NeGMP-0151-000292/18
ceptucukaTa:
Kop matepuana: 44068548 Tun BeINycka: Bbinyck Ha pbIHOK
BHyTpeHHU# HOMep cepuu: KN7993 MeyaTHbId HoMep KN79930420
cepuu:
Hata npousBopcTea: 26-AMNP-2020 [aTa BbInycka: 27-MAN-2020
Fopex go: 31-MAP-2023 Beinyckaemoe 34725 WT
KONnu4ecTBO:
MpoussoacTeenHan nnowaaka: 000 "HoeapTuc Hesa"
Hopora B Kamenky, .40, kopn. 3, nuT. A, nut. B
194362, Poccus, CaxkT-Metepbypr
CrpaHa-umnoprep: Homep perucTtpaumoHHoro yaocrosepeHus:
Poccun NICP-008119/08 OT 14.10.2008
KomnoHeHTbI:
HaumeHoBaHue Matepuana: FANBYC TAB 50Mr
Koa matepuana: 42027188 HepacdacosaHHblil npoaykt  HoMep cepuu: KN1602
Obuiee konuyecTBO 975788 WIT
HepactpacoBaHHOro NpoAaykTa::
MpoussoacTeeHHas nnowaaka: 000 "HosapTuc Hesa"
[opora B KameHky, 4.40, kopn. 3, nuT. A, nuT. B
184362, Poceun, CankT-MeTepdypr
KoMnoHeHTbI:
HaumeHoBaHue mMaTepuana: BUNOATMUNTUH CYBCTAHLMA-NOPOLLUOK
Ko maTtepuana: 40005211 ®apm. CybeTanums Homep cepuu: B556409
MNpoussoacTeeHHasn nnowagka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
Lseruapus
Cepus npousBoguTens: C2319

Crpannua: 1/2 MoanucaHo aNeKkTPOHHO B COOTBETCTBMM C NONUTUKOW CaHAo3 no 3NEKTPOHHBIM NOANUCAM




MpouseeneHo:

(’m N OVA RT I S 000 «Hoeaptuc Heea»

[opora & KameHky, .40, kopn. 3, nut. A,

nut, B
194362 CaHkT-MeTepbypr

WMHauBUAYanbHbIA Homep: 2705201217

[lacnopT ka4yecTBa

HaumeHoBaHue npoaykTa: FANBYC TAE 50MT™ Ne28

Kopg maTepuana: 44068548 BHyTpeHHUI KN7993
HOMep cepuu:

3aknyeHune

HacTosiwnm 7 nogTeepxaaio, YTo ykasaHHas MHAOPMALMA SBNAETCA [OCTOBEPHOM 1 ToUHOW. Cepus MPOAYKTa, yKasaHHas Bbilue
Beina npoussesaeHa, ynakosaHa ¥ NMPOKOHTPONWPOBAHA Ha MPOM3BOACTBEHHBIX NNOLLAAKAX, YKA3aHHBIX BLILLE, B MONHOM
COOTBETCTBUM C TpeBoBaHUAMM NokankHeIx MpaBun Hagnexallen NpoM3BOACTBEHHON NPaKTUKU U PEerucTpauroHHOro AoCke.
3anucu no NPoM3BOACTBY, YNAKOBKE W KOHTPOMK Ka4YecTBa BbiNy COOTBETCTBYHOLLUMU TPEBOBAHUAM

Mpasun HagnexXallen NPOM3BOACTBEHHOM NPAKTUKY.

KoMMmeHTapuit k cepTudukaty:

B xoge Npon3BOACTBEHHOIC NpoLecca OTCYTCTBYHOT OTKNOHEHWUSA, KOTOpbIE MOTYT NOBNUATL Ha BbINYCK NPOAYKUWUA.

Cepus BbinyweHa: TaTbsiHa Bygaesa, YnonHomoueHHoe nuuo
Aata/ Bpems Bhinycka cepuu:  27-MAW-2020/ 10:16:15 UTC

[Oata [ Bpems co3gaHuna cepTudmkaTa:

10:17:00UTC

27-MAIA-2020 /

CrpaHuua: 2/2 MoAnucaHo 3NEKTPOHHO B COOTBETCTBUAW G NONKUTUKON CaHaos no 3NEKTPOHHBLIM NOANUCHM




| TIS . FRM-8015490
NOVARTIS Hoe Ne e
Form to SOP-8013721 Version : 3.0

AHanuTU4YeCKWit NACMOPT Ha rOTOBYHO MPOAYKLIMIO

Nuuensns Ha ocyllecTBNeHWe NPon3BoACTES nekapcTseHtbix cpeacts Ne00153-N1C ot 09 Hosbpa 2015 QOO0 «HosapTtuc Heea»
roaa [opora B KameHky, a. 40, k. 3
194362, Cankv-MNeTepbypr, Pocons

TenedpoH: +7 812 336 9891

KoHTpons kavectea

Homep nacnopra; :
Certificate number 4-121-0520 Bepcus: 1.0

1. OBWASA UHOOPMALINA
GENERAL INFORMATION

HaumeHoBanue

npoayKuum: laneyc® Tabnetku 50 mMr Ne28

Product Name

MpogepeHo Ha JICP-008119/08-290719 Maneyc Tabnetku 50 mr

COOTBETCTBUE C: WameHeHve Ne1 oT 22.11.2019

Checked against (BHYTPEHHsA cneumpukauus SPEC_FDF_00102805 Bepcusd 3.0)

BHyTpeHHni1 Koa

npoayKuuun: 44068548

Product Code

Homep cepuu: HaTa npouseogcrea:

Batch Number (hTA3SI0420 Manufacturing Date 26.04.2020

; Pazmep cepuu 3a

g::;?” ;-facep“"' 34 759 wr BbIYETOM NpPoBG: 34 725 wr

Batch size without samples

2. NONYYEHHbIE PE3Y/bTATbI
TEST RESULTS

Mokazarens TpeboeaHue PesyneTar

Ne Parameters Requirements Result

Ot Benoro fo CBETNO-XENTOro UBeTa | CBETNOKENToro upera Kpyrneie
Onucanue Kpyrnble rnagkue Tabnertku co | rnankue Tabnetkn co CKOLLIEHHbIMM
1 Appearance CKOLUEHHBIMW KpasMW, C TPaBUPOBKOMA | KpasMu, ¢ rpasuporkon «NVR» Ha

«NVR» Ha oaHoii ctopoHe n «FB» Ha | ogHoit cTopoHe u «FBx» Ha apyrow
APYroi cropoHe. CTOpOHeE.

Bpems ypepwusaHus oCHOBHOro nuka
Ha Xpomartorpamme vcnbeityemoro
pacTsopa, NPUroTOBNEHHOrO AanAa
KonuyecTBeHHoro onpepeneHvs,
AOIMKHO ~ COOTBETCTBOBaTL  BpPEMEHU
YAEPXUBAHNA NWKa BUNaarnunTUHa Ha
XpomMmarorpamme cTaHaapTHoro
NoanuuHocTk pactBopa 1a. OTnuuue BO BpemeHax
Identification YAEPKUBAHWA OOMMKHO COCTaBATbL He
Gonee 12 0%

B3KX. CooTBeTCcTBYET

Ha  xpomartorpamme  wcneiTyemoro
pacteopa = OCHOBHOE  NSTHO Mo
MOSIOKEHWIO, OKpacke W  BenvuuHe
AOIKHO  COOTBETCTBOBATL NATHY Ha
XpomaTorpamme cTaHAapTHOro
- pacTeopa.

TCX. CooTtseTctayer

He meHee 80% (Q) BungarnunTvHa oT
HOMWHaNbHOrO  cofepaHua  AoMKHO | 100%
nepewTy B pacTeop Yepes 30 MUHYT

PacTeopenue
Dissolution

Boaa 0 .
4 Water He Bonee 2,9%. 2,1%

PoacreeHHbie 202-01 (amwp): He Bonee 0,5% 202-01 - MeHee npeaena
npumMecu 209-01 (UMKNMYECKUi aMuauH): KONTUYMECTBEHHOro onpeaenexHns
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Form to SOP-8013721

Doc No. : FRM-8015490
Version : 3.0

AHanuTUYeckuii NacnopT Ha roTOBYHO NPOAYKLMIO

INvueHans Ha ocywecTeneHe NpoU3BoACTEA nexapeTeeHHbix cpeacts Ne00153-NC o1 09 HoABpa 2015

roaga

000 «Hoeapruc Hesax
[opora 8 Kamenky, a. 40, k. 3
194362, Cankr-Merepbypr, Poccus

TenedoH: +7 812 336 9891

KouTponk Kauectsa

e ! .
ggp’;cgerﬁmnga 4-121-0520 Bepcusi: 1.0
No Mokaszarens TpeGoBaHue PesynuTtar
Paramsters Requirements Result

Degradation substances | He Gonee 0,2% (0,1%);,

- BungarnuntuHa 207-01(auketonunepasuH): He Gonee | 209-01 - MeHee npegena
0.2% KOJTMYECTBEHHOIO onpegeneHus
EOVHWYHBIA  HewaeHTUMLMPOBaHHBIN (0,1%);
npodykT pacnaga: He Gonee 0,2% 207-01 - MeHee npepena
Cymma npoaykToB pacnaga: He Goree | KoAMUECTBEHHORO onpegeneHus
0,8% (0,1%);

EANHUYHBIRA
HeNAGHTUMUMPOBAHHLIN  MpoayKT
pacnaga - wmeHee npegena
KONUYECTBEHHOIO onpegenexns
(0,1%);
Cymma npogykToe pacnaga — meHee
npeaena KON4YecTBEHHOro
onpegenerus (0,1%)
OpnHopogHocTb
O03upoBaHus _
6 Uniformity of dosage AVE1D AV=12
units
KonuvecteeHHoe
7 onpepneneHuve Ot 95,0% a0 105,0% eungarnuntvHa ot 100.0%

Assay HOMUHAIBHOTO CoZlepKaHuUs i

- Bundaznunmuwn
Kateropus 3A;

Obuee yumeno as3pobHbIX

Mukpo6uonoruyeckas ;av;xrploopra;-msmos — He Bonee 10° KOE | Meree 10 KOE 8 1 1

8 ""'!CTOTa, cal puri Osu.llee YMCNO [POHOKEBLIX U NMECHEBbIX

Microblological purity rpnboe — He Bonee 10* KOE B 11 Meree 10 KOEB 11
OtcyTcTeue Escherichia colis 1. OtcyTcTBre B 1.

Mo 14 TabneTok B BnncTep An/An. Mo 14 TaBnetok & Griuctep An/Am.

Mo 2 wmm 4 Bructepa Bmecte c|Mo 2 Bnuctepa  BmecTe ¢

WHCTPYKUWER MO MPUMEHEHWMIO B Nauky. | MHCTpyKUMed no NPUMEHEHWIO B

Honyckaetca Hanvyue KOHTPONS | nauky. KoHTpone nepBUYHOro

MEPBUYHOTO  BCKPBITMA Ha KApPTOHHOW | BCKPBITWA Ha  KAapTOMHOW  nauke
9 YnakoBka nayke. NpUCYTCTBYET.

Packaging B cnyyae ynakosku Ha OO0 «HosapTuc | AnoMUHuesas chonbera
Hesa» anwoMmuHvesas onera | cooteercTeyeTr TOCT 745-2014,
cootsetctayeT FOCT 745-2014, donbra | chonbra  xonogHoro dopmoBaHms
XOnojHoro hopMOBaHWA COOTBETCTRYET cooTeeTcTeyeT FOCT P 52145-2003,
FOCT P 52145-2003, kapToHHas nadka KapTOHHas nayka COOTBETCTBYET
cootsercTeyeT FOCT 33781-2016, FOCT 33781-2016.

Ha 6nucrepe Ha pycckom  mswbike | Ha 6nuctepe Ha pycckom _saablke
YK83blBAIOT' NOTFOTWN  KOMNaHUM (Ha | ykasaHbl: 1OroTMA  KOMNaHWNM (ha
10 Mapkuposka NatuHWue), TOproeoe HauMeHoBaHue naTuHuue), Toprogoe

Labeliing npenapata ¢ NpeaynpesuTenbHol | HauMeHoBaHue npenapara c
MapKUPOBKOX ®, AO3VPOBKY, | NpeaynNpesuTensHOW  MapKkMpOBKOA
MEeXayHapcaHoe HenaTeHToBaHHoe | ®,  103vpoBka,  MeXAyHapoaHoe
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U, NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 3.0

AHanMTUYecKU NacnopT Ha roToBYIO NPOAYKLMIO

JyeHsus Ha ocylecTBNEHUe NPOU3BCACTBA nekapcTeeHHeIx cpeacTs Ne00153-/1C ot 09 HosBps 2015 000 «HoeapTtuc Hesa»

roga

fopora B Kamenky, 4. 40, k. 3
194362, CankT-TMetepbypr, Poceus

TenedoH: +7 812 336 9891

KoHTpons kauecTsa

Homep nacnopra: :
Conifcsts furmbar 4-121-0520 Bepcusa: 1.0
Ne Mokasatens TpeGoBaHue PezynbTar
I Parameters Requirements Resuit
HauMeHoBaHwe, TIeKapCTBeHHYIO | HEMATEHTOBAHHOE  HavMeHoBaHue,
opMy,  AaTy  OKOHWYaHWA  Cpoka | nekapcTBeHHas topma,  para

rofHOCTH, HoMep
Npov3BoAcTEA.
Honyckaetcss HaHeceHue BHYTpeHHMX
YNaKoBOYHbIX KOAOB KOMNaHMA.

B cnyyae ocyujecTeneHus nepBudHON
YNakoBKk® Ha NPON3BOACTBEHHOM
nnowaake OO0 «Hoeaptvc Hesan,
Pocecws  pata  npowsBoactBa  He
yKasbiBaeTcs.

Ha KapToHHOW nayke Ha pycckom u
aHrmMincKkom A3blKax YKa3blBakoT:
noroTun - koMnaHuM  (Ha  naTuHWue),
TOprosoe HauMeHoBaHWe npenapata ¢
npeaynpeavTenbHOR  MapkupoBKoi ®,
MeXayHapoaHoe HenaTeHToBaHHoe
HauMeHoBaHwWe, A03UPOBKY,
NeKapCTBeHHYI0 (QOPMY W KOMWYECTBO
TabneTtok B ynakoBke, ycnosus oTnycka
w3 antek, «[na npuéma BHYTpLY,
HasBaHue " coAepxaHue
AelicTeylollero BewecTsa 8 1 TabneTke,
yKasaHwe o copepxaHuu NakTo3bl
Be3BoaHoR B kavecTBe
BCNOMOraTentHoro Bewectsa W ee
konuyectso B 1 TabneTke, ycnoeus
XpaHeHus, «XpaHuTb B HEAOCTYNHOM
Ana  peteid  mecte», «MoapoBHbie
yKkasaHus no npuMeHeHulo npenapata
npueeaeHsbl B NPUNOXEHHOR
VHCTPYKUWK®, HOMEP PerucTpaumoHHOro
YAOCTOBEPEHUA (Ha pycckom sablke),
HaumeHoBaHWe w apapec (cTpaHa)
KOMNaHUK - BRagensLa
perucTpaumoHHoro YOOCTOBEPEHUS,
HavMeHoBaHue W aapec (ropoa, crpaHa)
KOMRaHuu — npon3Bo4UTENSN, WTpUx-
KOZ, HOMEP CepuW (Ha pYcCKoM A3bIKe),
Aaty Npou3BOACTBA M AaTy OKOHYaHWUA
Cpoka roAHOCTW (Ha pPycCKOM f3bike),
NOroTUN TOProBOro HAUMeHOBaHUs,
HonyckaeTcsi HaHeceHue — BHYTPEHHUX
YNaKoBOYHLIX KOLOB KOMMaHWH,
HononHutensHo MoryT GbITe HaHeceHbI

cepuu,  gary

OKOHYaHWA CpoKa roAHOCTH, HOMEp
cepun. Hfata npon3soacTea
OTCyTCTBYET.

Ha KapToOHHOW Mayke Ha pYyccKOM U

SHIMUACKOM A3blKax YKasaHbl;
norotun koMnaWum (Ha naTtuHWuue),
TOProBoe HalMeHOoBaHuWe npenaparta
C npedynpeauTensHOM MapKUpoBKOW
®, MexayHapoaHoe
HenaTeHToBaHHOE  HaumeHoBaHUe,
Ao3vpOBKa, nekapcTeeHHas copma
W KonuyecTso TabneTok B yrnakoeke,
yCcrnoBus oTnycka w3 antek, «[ns
npuéma BHYTPbY», HassaHue u
copepxaHue AeicTeytowero
BelwecTea 8 1 TabneTke, ykasaHue o
cogepxaHum naktosel BeasoaHon B

KayecTee BCNoMoraTensHoro
BelwecTtea W ee Konuyectso B 1
Tabnetke, ycnosus XpaHeHus,
«XpaHute B HeOocTynHoM  ans
aeten MecTe», «MoapoBHeie
yKkasaHus no NPUMEHEHUIO
npenapara npreeaeHsb! B

MPUMNOXEHHOM WUHCTPYKLUM®, HOMep
perveTpaumnoHHoro  y4ocToBEpEeHUn
(Ha pycckom s3bike), HaumeHoBaHve
W agpec (cTpaHa) komnaHum —
Bnagensua pPerucTpauymoHHoro
YAOCTOBEPEHNA, HaUMEHOBaHWe W0
ajpec (ropofd, cTpaHa) KomnaHuu —
npoussoanTens, LWTpUx-Kod, Homep
cepuu (Ha PYccKOM A3blke), gaTta
MPOU3BOACTBA W Jata OKOHYaHWA
Cpoka rofHoCTH ( Ha pycckom
A3bIKE), noroTun TOprosoro
HanMeHoBaHwA, BHYTPEHHWE
YNaKoBOoYHbIE KOALI KOMNaHUN.

HaHeceHbl cpeacTea
WABHTUDMUKELMKM ANA MOHUTOPUHra
ABUKEHUA NeKapcTBEHHbIX
npenapaTtoe  Ans  MeaULMHCKOro
NPUMEHEHWS OT NPOM3BOAUTENS [0

cpeacTea WMAEeHTUhvKaL MM ANs | KoHeyHoro notpebuTens.
MOHWUTOPWHra OBWKEHNR
NeKapcTBeHHbIX npenapaTos Ans
MeaMLMHCKOro NpUMEHEeHMA oT
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AHanuTHueckuit NacnopT Ha roToBYO NPOAYKLIMIO

NueHanA Ha ocyllecTeneHWe Npou3BoacTBEa nekapcreeHHelx cpeacTs Ne00153-NC ot 09 Hoabps 2015 OO0 «HosapTuc Hesa»

roga

Hopora B KameHky, 4. 40, k. 3
194362, Cankr-MNerepbypr, Poccua

TenedioH: +7 812 336 9891 _

KoHTponb kayecTea

Homep nacnopra:
Certificate number
Wikt Sind o tuiel

4-121-0520 Bepcus: 1.0

Ne MokaszaTtenb TpebosaHue Pesynbrar
4 Parameters Requirements Result

Shelf life

(Frequency of control)

npovssoauTens ao KOHEYHoro
notpeburens.
Cpox rogHocTh
(MepuoguyHocTsL
11 | KoHTponA) 3roaa 3 roga (31.03.2023)

12 XpaHeHuve
storage

B opuruHansHoi ynakoeke npu Temnepatype He Bbiwe 30°C.

3. 3AKMNIOYE

HUE

CONCLUSION

INexkapcTBeHHbLIA N

TpeboBaHnsM HopMaTUBHOW AokyMeHTauum JICP-0081 19/08-290719, nameHeHue Ne1.

penapat laneyc® Ttabnetku 50 mr Ne 28, Homep cepum KN79930420 COOTBETCTBYET

Crapwwii cneumanucr no
KOHTpONIO KavecTaa
Yreepaun Wupsesa 0.B. A o5 '
Approved by \
g
TNomkHocTs (Position) DO (Full name) mam (A TG 7 i
il = e rlis Neva
Version Description of change .. '~
(Bapn) (Onucanue uameHeHM) N2
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