Form to SOP-8013721

NuUueH3Us Ha 0CYLWECTBIIEHWE NPOUIBOACTEA NEKAPCTREHHbIX cpeacre Ne00153-NC ot 09 HosbpA 2015

roaa

NOVARTIS

Doc No. : FRM-8015490
Version : 3.0

AHanUTUYecKWi NacnopT Ha roTOBYH NPOAYKUUIO

000 «HosapTtuc Hesar
Hopora B KameHky, A. 40, x. 3
194362, CanxT-NeTepbypr, Poccua

Homep nacnopTa:
Certificate number

KoHTponk kauecTsa

TenedoH: +7 812 336 989

4-436-1220

1. OBLWAA MHO®OPMALINA
GENERAL INFORMATION

HavmeHOBaHue

apoayKuunn:
Product Name

50 mr + 850 mr Ne30

Faneyc MeT®, TabneTkn NoKpeITbIE NNEHoYHoN 060N0OUKON,

MpoeepeHo Ha
cooTBeTCTBUE C!
Checked against

50 + 1000 mr

W3meHeHue Netl ot 12.11.2018
WamereHne Ne2 oT 21.05.2020
SPEC FDF 00080123 sepcus: 2.0

NCP-001749/09-200918 ansyc MeT®, BUNAArAMNTUH + METCIOPMWH,
TabneTku NOKpbITLIE NNEHONHOR 0Boncukon 50 Mr + 500 mr, 50 + 850 mr,

BHYTpeHHMIU KOA

npoaykumn: 44068550
Product Code
Homep cepun: LA76171120 [Aara npon3soAcTBa; 24.11.2020
Batch Number Manufactuning Date
o et Paamep  cepun  3a
p cepun. 7 033 1T, BbideToM npood: 7 021 wr.
Batch Size .
Batch size without samples
2. MONYYEHHBIE PE3YNBTATDI
TEST RESULTS
Ne MNokazarene TpebopaHue ~ PeaynbTar
- Parameters Requirements Result
OBanbHble Tabnetku €O  CKOWeHHbIMK | OBanbHsle TabneTku CO CKOWEHHBIMW
KpasiMu, NOKPbITbiE nnéHoYHon oB0onoYKon | Kpasmu, NOKpbITbIE NAEHOYHOM
1 OnucaHwue KEMTOTO C crnabbiM cepoBaTsiM OTTEHKOM | 0DOMOUKOR  KEATOro  C cnabbiM
Appearance yseta. Ha ogHon cTopoHe TabneTkw | cepoBaTbiM oTTeHkom useTa. Ha
mapkuposka «NVR» Ha Apyroid CTOPOHE - 0AHOW cTOpOHe TabneTky MapkupoBKa
«SEH». «NVR» Ha apyroi cropoHe - «SEH».
Bpems YOEPHKWBAHMA OCHOBHOrO nuka Ha
Xpo T M neiTyemMmor T
MoanMHHOCTS pomaTorpamMmme WUCMbITyemoro pacTeopa 1
e . A0MKHO COOTBETCTBOBATDL BpemeHu
Identification
yOEPXMBAHWA NWka BunjarnunTiHa  Ha B3XX. CooTtBeTCTBYET
- BAngarmMnTUH XpomaTorpamMme CTaspapTHOro  pacTscpa.
PasHuua BO BpemMeHW YAepXusBaHwa He
JomkHa cocTasnaTe Bonee + 2,0%.
o4 Bpems yAepKvBaHWA OCHOBHOTO nuka Ha
XpomaTorpamme UCMbITyEMOro pactsopa 3
[ONKHO COOTBETCTBOBATH BPEMEHWN
- MeTdhopmura epXMBaHUA nunka MeTopMUHa
Metdop yAepauea EaR B3»X. CooTaertcTayer
ruapoxnopug rmapoxnopuaa Ha xpomMarorpamme
crasgapTHoro  pacteopa. PasHuua 80
BpEMEHW  YOEPHKUBAHWA He nOMKHE
coctaensTs 6onee + 2,0%.
He menee 80% (Q) oT 3asBneHHoro 100% OT 3adABNEHHOro coAepaHwua
epxaHua noarnynTu yepe 30 |8 raunT ue MWHYT,
PacTBOpEHMe coaepxaxu sunaa Ha pes3 wnaarnunTuHa Yepes 30 yT,
3 Dissolution MBHYY
He wmeHee 80% (Q) oT 3asBNEHHOro 100% oT 3aABNEHHOrc coAepxaHus
cogepanusa  meTdopMuHa  rvapoxnopuaa MeThOopMUHa rapoxnopuaa Yepes 30
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AHaNUTHYECKUIA NACNOPT Ha roTOBYH NPOAYKUUIO

NuueHans Ha ocyULecTBIIeHUE NPOnM3BOACTEA NEKAPCTBEHHbBIX CPeACTs Ne00153-NC ot 09 Hoafipa 2015 OO0 «HosapTne Hesa»
roga [opora B Kamenky, a. 40, k. 3
194362, CankT-NeTepdypr. Poccka

TenedoH:; +7 812 336 9891

L NN KoHTpons kauecTsa
Homep nacnopra: : .
g st op 4-436-1220 Bepcwa:1.0 J
No MokasaTenb " Tpe6osanwe fh e PRIYNBTARL " D T
Parameters Reguirements “Result' "
yepes 30 MUHYT. MWHYT 4‘
3 P He Gonee 1,0% 0.2%
202-01 - meHee npenena
| KONUHECTBEHHOIO onpepenexus
! (0,1%);
209-01 - meHee npedena
PoOCTBEHHbIE 202-01 (amna): He ngee 0‘5%. KonzquCTaeHHoro onpeaeneHns
npuMecu 209-01 (uwm?qecxmm amMuauH): (0,1%);
Related substances ke Gonee 0,2% 207-01 - meHee npeaena
| 207-01 (AMKETONUNEPA3UH): KONWUYEeCTBEHHOTO onpeaeneHus
He Bonee 0,2% (0,1%);

n EAVHWYHOM HeMAEHTUHUUMPOBAHHON EanHuyHas HewaeHTUdUuMpoBaHHas
= W HERE - He Bonee 0,2% npumMmech - MeHEE npenena
BunparnnnrtuHa APMMECH- =0 P e

Cymma BCex npyumMecen: He tonee 1,0% KOMWYEeCTBEHHOIO onpegenerns
(0,1%);
5 Cymma BCeX npumeceld — MeHee
npeaena KOMUYECTBEHHOTO
onpeaenenvs (0,1%)
1-LinaHoryaHuav: He bonee 0,02% i-LlnaHoryaHuauH - meHee npeaena
EANHUYHOR HEMAEHTUULNPOBAHHON KOMUYECTBEHHOFO. onpegeneHus
npumecu: He Bonee 0.1% (0,01%);
Cymma BCEX NpuMecei: He Bonee 0,6% EauHudHas HewperTuduunposarHan
“Npumeci npumecs  — MeHee npedena
MeTchopMuHa Tg;gg;z;‘rseworo onpegeneHua
e Cymma BCex npumecer — MeHee
npeaena KONUYECTBEHHOTO
onpeaeneHus (0,05%)
366-98 — He Gonee 0,2%. 366-98 - 0,04% ul
( OAHOPOAHOCTL
6 A03NpOBaHNA AV <150 Bungarmntud: AV = 1.1
Uniformity of y MeThoMuHa rMAPOXNopUa: AV = 24
dosage units
Egg:;:g;ii’;“oe OT 95,0% ao 105,0% swaaarnunTaHa OT | gq goy
3aABNEHHOr0 COAEPHaHNA '
7 | “Bunaarrun
- 4arnunTuH i 5
Mergopma | r 950 e 80 manssoro conepwann | 02
rMApoXIopua e
Kateropus 3A:
Mukpobuonoruye | Obwee yncno aapobHbIX MUKPOOPraHn3Moe
8 cKasl YyucToTa - He Bonee 10 KOEB 1T, Menee 10 KOEB 1T,
‘ Microbiological OBLee YUCNO APOHOKEBBIX U NITECHEBEBIX
{ purity | rpubos — He Gonee 102 KOEB 1T, Meree 10 KOEB 1T,
| OreyTcTBue Escherichia coliB 1 | OTtcytcTeveB 11 J
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Version : 3.0

AHanuUTU4YeCKui A NacnopT Ha roTOBYH NPOAYKLUUKD

000 «HosapTtuc Hesa»
Nopora B KameHky, . 40, k. 3
104362, CankT-MeTepbypr. Poccua

Tenedon: +7 812 336 9891

i

KoHTponb kavecTsa

9 YnakoBKa
Packaging

npuMeHeHuo B nauky. [lonyckaeTcs Hanuine
KOHTPOMS NepBOre BCKPLITWA Ha KapTOHHOW
naJke.

B cnyyae ynakoskn Ha OOO «HosapTuc
Hesa» nokpbiBarLLas thonkra
cootsetcTeyer TOCT 745-2014, dhonera
X0MoaHoro  (hopMOBaHWA  COOTBETCTBYET
rOCT P 52145-2003, kKapToHHaa nadka
cooTtsercreyeT FOCT 33781-2016

Wewepneaops | peee ‘
ot dibii _ 4-436-1220 Bepcua: 1.0
No MNokasaTenb TpeGosaHue PesynbTat
¥ Parameters Requirements Result
Mo 6 TabneTok B GnucTep AN/An. Mo 6 TabneTok B BriucTepe An/An.
Mo 5 6nucTepos BMECTE C UHCTPYkUWen no Mo 5 ©Gnucrtepos emecte C

WHCTPYKUMEeRn no  NpuUMeHeHuto B
nadke. Hanuuve KOHTpONRA NEPBOro
BCKPLITUA HA KAPTOHHOWM NauKe.
MokpeiBaroLLan donbra
cooteetctByer [OCT  745-2014,
chonsra  xonogHore thopmoBaHuA
cootsetctayer FOCT P 52145-2003,
KapTOHHasa  na4ka  COOTBETCTBYET
rOCT 33781-2016

10 MapkupoBKa
Labelling

| npegynpeauTensHown

Ha Bnucrepe Ha DYCCKOM A3bIKE VKa3bIBaKOT!

Ha 6nucTepe Ha DVCCKOM A3bIKE

NOTOTWN KOMNAHWK (Ha naruHuue), TOProBoe
HavMeHoBaHue npenapata c
MaPKUPOBKOW ®,
chopmy,

Aaty

JO3UPOBKY,
rpynnMpoBOYHOE

NeKapcTBEHHYIO
HauMmeHosaHue,

| OKOHYaHWA Ccpoka rOAHOCTH, HOMEP CepWhn,

naTy Nnpou3soAdcTea.

JonyckaeTcs Hanu4ue BHY TPEHHMUX
YNaKoBOYHbIX KOAOB KOMNAHMU.
B cnydae OCYLIECTBEHWAA  MEPBUHHON

yNaKoBkK Ha NpOX3BOACTBEHHON Nnowanke
000 «HoeapTuc Hesa», Poccus pata
NpOW3BO/ACTBa HE yKa3biBaETCsA.
Ha «apToHHOW _Nadvyke Ha
AHIMANCKOM  R3blKax _VKa3blBatoT! norotun
KOMMaHWK (Ha naTuHuue), TOproeoe
HaVMeHoBaHue npenaparta ¢
npeaynpeavTensHoRn MapKMpPOBKOW ®,

pVYCCKOM W

| TPYNNUPOBOYHOE HanMmeHoBaHWe, A03UPOBKY,

HasBaHMA W copepxaHue OeNCTBYHLUX
pewjecte 8 1 Tabnetke, NEKapPCTBEHHYIO
chopMy W KONMWM4ecTBO TabneTok B ynakoeke,
«[na npuéma BHYTPbY, YCMOBUA XpPaHeHWs,
yCNoBWA OTNycka, «XpaHWTb B HEAOCTYMHOM
ONs OeTen MecTe», «MoapoBHble ykasanua
no NpUMEHeHWKD npenapaTta npueedeHsl B
NPUNOKEHHON WNHCTPYKUAWY HoMED
PErMcTPaUVoHHOro  YAOCTOBEPEHUA (Ha
PYCCKOM R3blKe), Ha3BaHne 1 aapec (cTpana)
KOMAaHUM — BRnagensua perucTpauuoHHoro
yAOCTOBEPEHUA, Ha3BaHwe 1 ajpec (ropoA,
cTpaHa) Komnanuu  —  NPOU3BOAUTENA
(BbINYCKaOWWA KOHTPONb KayecTBa), WTpux-
KOZ, 4ATy OKOHYaHUs cpoka roaHocTn ( Ha
pyCCKOM R3bIKE), HOMEp Cepunt (Ha pyccxkom
f3blKe), AaTy NPOM3BOACTBA (Ha PYCCKOM
A3bIKE).

yKkasaHbl: NOroTWN  KOMnaHuu  (Ha
naruHuue), TOproBoe HavmeHoBaHWe
npenapata ¢ npeaynpeauTensHon
MapK1pPOBKOW ®, LO3NpOBKE,
nekapcTeeHHasd tdopma,
rpynivpoBoYHOE HaumeHoBaHue,
faTa  OKOHYaHWa Cpoka roaHoCTW,
HOMEp cepun, BHYTPEHHUE
yNakoBoMHblE KOAbI KOMNaHwi, Aata
NPOW3BOACTBA OTCYTCTBYET.

Ha KapTOHHOW Nayke Ha DYCCKOM W
AHrNMACKOM  SA3blKax  VKa3bl8aKoT!
TOrOTUA KOMM2HWK (Ha NaTUHWLE),
TOprosoe HaumeHoBaHve npenapara ¢
npeaynpeanTEeNbHON MapKUPOBKOR ®,
rpynnupoBOYHOE HauMeHoBaHue,
[03VNPOBKa, Ha3BaHWA U coAepXanue
nencTeylownx BewecTs 8 1 Tabnetke,
nexkapcTeeHHan opma v KoM4ecTseo
Tabnetok B ynakoBke, «[ns npuéma
BHYTPb», YCNOBUA XPAHEHUA, YCrOBNA
oTnycka, «XpaHnTb B HEAOCTYMHOM
Ana  geten  MecTey, «MoapobHble
yKa3zaHus no npyMeHeHWio npenapara
npueeneHb! B NpUIoKeHHOW
NHCTPYKUAMY, HOMEP
perncTpauUvoHHoro yOOCTOBEPEHWA
{Ha pPyccKOM £3blke), HaseaHwe W
agpec (cTpaHa) KOMnaHuu -
Bnagensua perucTpauroHHoro
YAOCTOBEPEHWA, HaiBaHue W afpec
(ropog, cTpaHa) KoMnanu -
npownssoauTENA (BBINyCKaOWMNA
KOHTPOMNb KayecTsa), WTPUX-KOA, AaTa
OKOHY@HWA CpoKa TroAHOCTH ( Ha
pPYCCKOM S3bike), HOMEep cepuut (Ha
pycckom fA3blKe), AaTa NpowsBOACTBA
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AHanUTHYECKUIA NACNOPT Ha roTOBYH NPOAYKUUIO

000 «Hosaptuc Heaa»
[opora 8 Kamenky, A 40, k. 3

194362, CaHkr-NeTepbypr, Poccua
Tenedon: +7 812 336 SE?SJ

T

KoHTponb kayecTea

Homep nacnopra: ! .
o fﬁce'w_jre Hb_mggf 4-436-1220 | Bepcus:1.0
Ne MokasaTenb TpeGoBaHne PeaynkLTaTt
Parameters Requirements Result
HonyckaeTcs Hanuyme BHYTPEHHWX | (Ha PYCCKOM A3bike),
yNaKkoBOYHbIX KOAOB KOMNARWUA. BHYTPEHHWE  YMakoBOYHbIE  KOAbI
NononHuTtensHo  mMoryT  BbiTb  HaHeceHbl | KomMnaHni.
cpeacTsa waeHTUUKaLMY AR MOHUTOPWHIa HaHeceHbl CPEACTBa WABHTUdMKALIMM
OBWXEHWA NEKAPCTBEHHbLIX NnpenapaTtos 4ns | AnA MOHUTOpWHIa ABWKEHUR
MeAMLUMHCKOro npuMeHeHus OT | NeKapcTBEeHHbIX -« Npenapartos  ANf
NPOV3IBOAUTENS 0 KOHEYHOro NOTPEBUTENs. | MEAULIMHCKOTO npUMeHeHns oT
npon3ecanTens Ao KOHEYHOrO
noTpebutens.
Cpok rogHOCTH
(MepuoouyHOCTL
11 | koHTpons) 2 ropa 2 ropa (31.10.2022)
Shelf life (Frequency
of control)
12 éi%?:;;"e ‘l Mpu TemnepaType He ebiwe 30°C.

3. 3AKMNKYEHUE
CONCLUSION

NekapcTeeHHbI npenapat Fansyc Met®, Tab
Homep cepun LA76171120, cooTBETCTBYET TPE

NETKW NOKPbITbIE NNEHOYHOW 0BOMOYKON, 50 mr + 850 mr Ne30,
H0oBaHMAM HOPMaTUBHOW AOKYMEHTaUWK NCP-001749/09-200918,

vameHeHue Ne 1, uameHeHwne Ne2.

"

T
£

e | KoopauHaTop hU3nKo-XxnMNUHECKOW P
YTBepAun | nacopatopuv Anexcees b.0O. 3§12 - %
Approved by o il
i : »?, i ’Ex{‘vv
NonxrocTts (Position) O (Full name) ,*‘__mm@. {Signature)
k!
Version Description of change
(Bepcua) (OnucaHne U3MEeHEeHWA)
1.0 HoBbl nacnopT
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5 NOVART

I S MpousBeneHo:
000 «HoeapTuc Hepay

Hopora B KameHky, .40, kopn. 3, nuT. A,

nut. b

194362 Cankr-lNetepbypr

UHaveBnayaneHbin Homep: 2812201241

[lacnopT kayecTBa

HaumeHoBaHue NpoaykTa:
NekapcTBeHHan hopma:

FANBYC MET TAB M/MO 50MIr+850MI™ Ne30
TabneTtkn, NokpbIThie NNEHOYHOW 060N0YKon

Tun ynakoBKU: BNNCTEP
Pazmep ynakoBku: 5WT x6WT Homep GMP NeGMP-0151-000292/18
cepTudukara:
Kon maTtepuana: 44068550 Twun BbInycka: Bbinyck Ha pbIHOK
BHYTpeHHUI HOMep cepuu: LA7617 MeyaTHbIW HOMep LA76171120
cepuu:
Oarta npousBoacTea: 24-HO#-2020 OaTa Bbinycka: 28-[EK-2020
lopeH po: 31-0KT-2022 Bkinyckaemoe 7021 WT
KONUYecCTBO:
MpoussoacTBeHHana nnowapgka: 000 "Hoeaptuc Hega"
Hopora B Kamenky, A.40, kopn. 3, nut. A, nuT. B
194362, Poccun, Cankt-MNeTepbypr
Bkinyckarowmuin KOHTpONbL 000 "Hoeaptuc Heea"
KaJvecTBa Hopora B Kamenky, 0.40, kopn. 3, nut. A, nuT. B
194362, Poccus, CaHkr-lMNeTepbypr
KoHTponb Kavyectea: 000 "HoeapTtuc Heea"
Hopora B Kamenky, a.40, kopn. 3, nut. A, nuT. B
194362, Poccus, CaHkr-lNeTepbypr
CrpaHa-umnoprep: Homep perucTpauMoOHHOro yaoCTOBEPEHUS:
Poccus JICP-001749/09 OT 10.03.2009
KoMnoHeHThI:
HanmeHnoBaHue maTtepuana: FANBYC MET TAE N/MO 50MIr+850MI”
Kon maTtepuana: 42027186 HepacthacoeaHHbili npogykt  Homep cepuu: KZ8378

Obwee KonuyecTBo
HepacdpacoBaHHOro NnpoaykKra::

n POW3BOACTBEHHAA Nnowanka:

212545 WT

000 "Hoeaptnc Hesa"
Hopora B KameHky, 4.40, kopn. 3, nuT. A, nuT. B
194362, Poccun, Cankr-MeTtepbypr

Crpanuua: 1/3 MNoanMcaHo anekTPOHHO B COOTBETCTBMM C NONMTMKOA CaHaos No 3NeKTPOHHbLIM NOANUCAM




MpouzseneHo:

U§ N OVA RTI S 000 «HosapTuc Hesa»

[opora B KameHky, .40, kopn. 3, nuT. A,
T, B
194362 CaHkr-leTepbypr

NHanBuayanbHell Homep: 2812201241

[TacnopT kKayecTBa

HaumeHoBaHuWe npogykra: FANBYC MET TAB MN/MO 50MIr+850MI™ Ne30

Kop maTepuana: 44068550 BHyTpeHHUIA LA7617
HOMep cepuu:

KoMnoHeHThI:

HaumeHoBaHue maTtepuana: MET®OPMUHA TMAPOXNOPWA MPAH 910MIT/I 010
Kop maTepwmana: 40006442 dapm. CybeTaHumna Homep cepuu: B579409

MNpoussoacTeeHHan nnowaaka: Novartis Pharma Produktions Gm
Oeflingerstrasse 44
79664 Wehr

FepmaHus
Cepwus npousBogUTENS: WPL20

KoMnoHeHTLI:

HaumeHoBaHue marepuana: BUNOATNIMNTHUH CYBCTAHUMA-MOPOWOK

Koa maTtepuana: 40005211 ®apm. CybeTaHuums Howmep cepuu: B579399
MpouseoacTeeHHasa nnowaaka: NOVARTIS PHARMA STEIN AG
SCHAFFHAUSERSTRASSE
4332 STEIN
Lsenuapus
Cepus npou3BoaAUTENS: C2471
3aknoyeHue

HacToawum s noaTeepxaaln, YTo ykasaHHas uHgopmMauus sSsBNAeTcs AOCTOBEPHOW 1 TouHoW. Cepus NpoaykTa, ykasaHHas Bbille
Hbina NnpouaBegeHa, ynakoBaHa U NPOKOHTPONUPOBaHa Ha NPOM3BOACTBEHHLIX NNOLlaAKaX, yKkadaHHbIX BbILLE, B MONHOM
COOTBETCTBMM C TpeboBaHUAMU NokaneHeIx MNpaeun Hagnexalleih Nnpou3BoACTBEHHOW NPaKTWKKN U PercTpalMoHHOro A0ChE.
3anucuK no Npov3BOACTBY, YNAKOBKE W KOHTPONIO KavyecTBa BbiN COOTBETCTBYOWUMKY TpeboBaHNAM

[NpaBun Hagnexawlen NPoOM3BOACTBEHHOW NPAKTUKK.

KommeHTapuit k cepTudbukary:

B xope NPOW3BOACTBEHHOrO NpoLecca OTCYTCTBYOT OTKITIOHEHWS, KOTOPbIE MOTyT NOBMWATE Ha BbINYCK NpOoaYKUWW.

CTtpanuua: 2/3 MoanucaHo 3anNekTPOHHO B COOTBETCTBMM C MonuTUMKoN CaHaos no aneKTpoHHbIM NOANUCAM



s MpouaeeneHo:
d} NOVARTIS OF())O «HonB:ch)uc Hea»

DNopora 8 KameHky, 4.40, kopn. 3, nuT. A,
nut. B
194362 CaHkt-lNeTepbypr

WHausuayanesHeIl Homep: 2812201241

[TacnopT kayecTBa

HaumeHoBaHue nNpogykTa: FANBYC MET TAB I/TMO 50MIM+850MI™ Ne30
Koa maTtepuana: 44068550 BHyTpeHHun LA7617
HOMep cepuu:
Cepusn BbinyuweHa: TaTbsHa byaaesa, YnonHoMo4YeHHoe Nuuo

Oata/ Bpems Bbinycka cepumn:  28-[EK-2020/11:39:40 UTC
[aTa / BpemA co3gaHnA cepTudmkara:
11:41:03UTC

28-0EK-2020/

C‘rpaHuua: 3/3 MoanucaHo ONEKTPOHHO B COOTBETCTBUU C nonuTuko CaHpos no SNEeKTPOHHBIM NoANUCAM




