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AHanuUTU4YECKUI NAacROPT Ha rOTOBRYIO NPOAYKLUIO
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KoHTpornb Kadectea

Quality Control

Howmep nacrnopra:
Certificate number

1. OBWAA UHOOPMALINA
GENERAL INFORMATION

4-313-0425

Bepcus:1.0 '

Version

HaunmenoBaHue npoAayKLuuu:
Product Name

FanByc MeT® TabneTku, NOKpbITbIE NAEHOUHON 060NOUKON,
50 mr + 1000 mr Ne30

Checked against

lpoBepeHO Ha COOTBETCTBME C:

1N-Ne(001986)-(PM-RU)-200524 TanByc MeT®,
nneHouHom o6onoukon 50 Mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayns

Mapkvpogka JI-Ne(001986)-(PM-RU)-270723

Cneumcukaums kauecTsa Ha [ansyc MeT®, TaGneTku NOKPbITbIE NNIEHOYHON!
o6ornoukoit 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcus: 17.0

TabnetTkn NOKpbIThie

1 Onucanue
Appearance

TEMHO-KENTOrO C CepoBaThbiM OTTEHKOM
LupeTa. Ha oaHoli cTopoHe TabneTkun
mapkuposka «NVR», Ha apyroi cTopoHe —
«FLO».

BHyTpeHHUH KoA Homep cepum
HepacdacoBaHHON npoaykuumn: | 42027187 HepacdacosaHHol npoaykuuy PM4738
Product Code Bulk Batch Number Bulk
BHyTpeHHWiA Koz YakoBaHHOM Homep cepun ynakoBaHHOMN
npoAyKuUuM: 44068551 npoayKumMm: PN08050425
Product Code FDF Batch Number FDF
Data npoussoacTBa: 19.04.2025
Manufacturing Date
Pazmep cepum 3a BbIMETOM
Pasmep cepum: 5970 yn npo6: R 5961 yn
Batch Size ) S ’
Batch size without samples
2. NMONYYEHHbIE PE3YJIbTATHI
TEST RESULTS
Ne MokaszaTesnb* MeToa ucnbitanunit / Tpe6oBaHue PesynbTart
" Parameters Analytical method / Requirement Resuilt
BusyanbHbIiA OsanbHbie TabneTku co
OBasibHble TabneTKN CO CKOLLEHHbIMA CKOLLEHHBIMW  KpasiMK, MOKPbiTbie
KpasiMm, MOKPbITbIE NNEHOYHOR 060I0UKON NNEHOYHOW  ODONOYKON  TEMHO-

XENTOro C CepoBaThbiM OTTEHKOM
useTa. Ha ogHoli ctopoHe TabneTku
mapkupoBka «NVR», Ha papyroi
cTopoHe — «FLO».

B3OXKX
Bpems yAepXVBaHUA OCHOBHOTO Nuka Ha

YAEPXUBAHUA MyKa MeThopMuHa Ha
XpomaTorpamMmecTaHaapTHOro pacTsopa.

Uaentudmkauuns
g XpomaTtorpaMmme UchbITyemoro pacrsopa 1
Identification P P y p P CootBeTcTBYET
A — JOMMKHO COOTBETCTBOBATbL BPEMEHU
YOEPKUBaAHUSA NUKa BUNAArMUNTHA Ha
5 XpomaTtorpamme CTaHAapTHOro pacTeopa.
BOXX
Bpems yaepxvBaHus OCHOBHOIO Nika Ha
- MeTdhopmuHa XpomaTorpaMme 1cnbITyeMoro pacteopa 3
%op p P Ty P P CootBeTcTBYET
ruapoxnopun DOMKHO COOTBETCTBOBATL BPEMEHN
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NOVARTIS
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AHanUTHMYeCKUN NAacrnopT Ha rOTOBYLO NPOAYKLIMUIO

TiVLieH3Ms Ha OcyLUeCTBNEHNe NPON3BOACTBA NeKapcTaeHHbIx cpeacTs Ne00153-N1C

000 "HoeapTuc Hesa"
Poccusi, Cankr-Tetepbypr,
[opora 8 Kamerky, .40, kopn. 3, nutepa A

TenedoH: +7 812 336 9891
novartis.neva@novartis.com

KoHTponk KavecTBa
Quality Control

Homep nacnoprta: 242 Bepcusii1.0
Certificate number 4-313-0425 N 1 Version
Ne Moka3sarens* MeTop ucnsitanuin / Tpe6osanue PesynsTar
Parameters Analytical method / Requirement Result
B3XX
98% OT 3asABNEHHOr0 COAEpPKaHWUA
He meHee 80% (Q) oT 3asBneHHoro j
cogepxaHusi BUngarnuntuHa vepes 30 BUNABFMUMATAHA 4EPEe3 30 MUHYT;
3 | PacTBopeHue MUHYT "
Dissolution He meree 80% (Q) OT 3aSBNEHHOTO 100% OT 3asABNEHHOr0 CoaepXaHus
cofepxaxus meTdopmuHa ruapoxnopuaa “3"8 Lﬁ?'}:””a ruapoXxnopuaa Hepes
uepes 30 MUHYT. v
Bopa MeTtoa K. duwiepa A
4 Water He Gonee 1,0%. Ui
B3XX "
202-01 (amng): He 6onee 0,5% 3892):81 :r:22i2,1;:éHa'
Mpumecu 209-01 (MKNWYECKMIE aMUANH): 207-01 6 Py '
Related e Bonee 0,2% £ pulel: gl
substances- 207-01 (gukeTonwunepasuH): g 2l
Mpumecy he Gonee 0 2% Heme.qe:-rv&ﬂv;}.mposam-laﬂ npumech
- . - MeHee o;
; EauHnuHON HEMAEHTUdNLIMPOBaHHOM s N
Bunparnuntuna ngmme o He 6 oﬁe 0 g)%u P CylzIMa BCEX npuUmMecell — MeHee
5 Cymma Bcex npumeceit: He 6onee 1,0% 0,1%
BOXX 1-LiuaHoryaHuawH — 0,01%;
1-LinaxoryaHnaut: He Gonee 0,02% _ | EanHuunas
- Mipumecy EAuHnuHo HeV"-)ﬂeHTWCbW-MPOBaHHOV' HenaeHTUMULIMPOBaHHas MPUMECH
MeTdhopMuHa npumecu: He Gonee 0,1 % \ — He oBHapyXeHa;
ruapoxsopuaa Cymma Bcex npumeceit: He 6onee 0,6% CymMma BCEX npumeceii — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OaHopoaHOCTL
AO3UPOBAHHDbIX BungarnuntuH — BaXKX ) -
6 eanHu MetdomuHa rugpoxnopug - MeToa ‘I\Bllvcle?;?;;::;“:vi p,A\éxn?)'om .
Uniformity of Bapuaummn macc VR e p pua:
dosage AV<150 ’
units
B3XKX
KoTT e CTHEHNDS Or 95,0% po 105,0% sunparmnuntiHa oT
onpeneneHue 3aABNEHHOTO CoAepXaHust
98,9%
Assay = '
i BHyTpeHHuii npeaen Ha sbinyck (IRL): He
7 BunaarnmnriH MeHee 97,9% BUNAarnuMnTMHa  oT
3asBMNEHHOro cogepxaHus
Mergopura | 570 o 105,0% 98,6%
FALPOXNOPYA T 0% po ,0% wmetdopmmHa | 98,6%
rMAPOXIIOPKAA OT 3aABNEHHOIO cogepXaHns.
8 YnakoBka fo 6 TabneTok B 6rinctep NMA/ARTIBX 1 ﬂi/i\;?r?giTﬁgzgmﬁeion
Racking SIICHTHUEBON eI donbrn. No 5 bnucrepos BMecTe C

(Native) Information Print Date:20 May 2025

Page 2 of §

Business Use Only - ESOPS D2




NOVARTIS
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AHanuTUuyecKui nacnopT Ha roToBylo NpoAyKUUio

FINLeHaUs Ha OCYLLECTBIEHWe NPOU3BOACTBA NeKapcTeHHbIX cpeacTs Ne00153-11C

000 "HoeapTuc Hesa"
Poceus, Cankt-Tetepbypr,
[opora B KameHky, 4.40, kopn. 3, nutepa A

TenedoH: +7 812 336 9891
novartis.neva@novartis.com

KoHTposnb KayecTBa

Quality Control - , |
Homep nacnopra: | Bepcus:1.0
Certiﬁcg;e ryumberp _ 4-313-0425 | Vergion
Ne MokasaTenb* | Meron ucnbitaHuii / Tpebosanue PesynbTar
7 Parameters | Analytical method / Requirement Result ¥k
Mo 5 6nnucTepos BMECTE C NUCTKOM- | nMucTKOM-BKMaabILIEM B KAPTOHHYH
BKMaJblLeM B KAPTOHHYIO nauky. nauky. MNpucyTcTBYET KOHTPOIb
JonyckaeTcsa Hanmune KOHTPOoss Nepeoro NepBOro BCKPbITUA.
BCKPbITUS. . ]
MNepBuYHas BHYTPEHHAR YNaKOBKa MNepBUYHan BHYTPEHHARA
Ha 6ancTepe ykasbiBaeTcs: ynakoBKa
1. ToproBoe HaumeHoBaHue npenapara ¢ Ha Gnucrepe yKasaHo:
npeaynpeauTenbHOMR MapKMposkon ® 1. Toproeoe HaumeHoBaHue
2. MexxayHapofgHoe HenaTteHToBaHHoe npenapara ¢ npeaynpeanTenbHoi
| HammeHoBaHKMe (ayGnupyeTcs Ha MapKuposkon ®
aHrNUNACKOM A3bIKE) 2. MexayHapoaHoe
3. Norotyin pepxartens perncTpatuoHHoro HenaTeHTOBaHHOE HanMeHoBaHue
YOOCTOBEPEHUA (Ha aHITINIACKOM A3bike) (mybnupyeTcs Ha aHrNUACKOM
4. NlekapcTBeHHas opma A3bIKE)
5. flosuposka 3. NNoroTun aepxatens
| 6. Homep cepum PErnCTPaLIMOHHOro YAOCTOBEPEHUS
7. DaTa ncreueHns cpoKa rogHocTH (B (Ha aHrNUnCKkoMm A3biKke)
hopmare: rofeH ao...) 4. NekapcTseHHas dopma
8. Nlata nponsBoAcTsa 5. lloanpoBka
9. [lonyckaeTca HaHeceHne BHYTPEHHUX 6. Homep cepun
YMaKoBOYHbIX KOZO0B KomnaHun. B cnyvae 7. [aTa ncreveHusi cpoka roaHoCcTH
nponssogcTBa Ha nnowlaake 000 (B dbopmare: rogeH 4o...)
«HoBapTtuc Hesa» Ha GnucTepe ykaseiBaloT | 8. [laTa npoussoAcTsa He ykasaHa
TOMLKO NepemMeHHble JaHHble 6es ykazaHus 9.BHyTpeHHne ynakoBOYHblE KOAbl
npecuKcoB HOMepa cepun 1 AaTbl KOMMaH1K OTCYTCTBYHOT.
9 MapkupoBka OKOHYaHMs CpoKa roaHoCTH!. Ha 6nuctepe ans Homepa cepun
Labelling [Jara npou3BoacTBa He yKasblBaeTCs. [aTbi OKOHYAHWA CPOKa rogHocTn |

BTopuyHasi ynakoBKa (KapToHHaa nayvka)
Ha KkapTOHHOI Nayke yKasblBaeTca:

1. ToproBoe HaMMeHoBaHUe npenapara ¢
npepynpeanTensHOn MapkupoBkon ®

2. MexxayHapoaHoe HeraTeHToBaHHoe
HanmeHoBaHue (oyormpyeTca Ha
SHIMAUACKOM A3bIKe)

3. lloroTun pepxarens perucTpaunoHHOro
YAOCTOBEPEHUs (Ha aHTIMACKOM A3bIKE)
4. HaumeHosaHne gepxatens
perncTpaLmoHHOro yA0CTOBEPEHNS 1

| NPOM3BOANTENSA NEKAPCTBEHHOro npenaparta

(BLITyCKAMOLLWIA KOHTPOMb Ka4yecTBa)

5. Appec (cTpaHa) aepxaTens
PETNCTPaUMOHHOIO YI0CTOBEPEHUSA 1
NpousBOAUTENSA NEKAPCTBEHHOrO Npenapara
(BLINYCKAIOLLMIA KOHTPOIb KauecTBa)

6. JlekapcTBeHHas opma

| 7. Dosuposka

8. KonnuecTeo NeKapcTBEHHOTO npenapara B
ynaKkoBke

yKa3aHbl TONbKO NepemMeHHbIe
JaHHble 6e3 ykaszaHusa npedukcos .
[Jata nponssofcTBa He yKkasaHa.
BTopuuHas ynakoBka (kapToHHas
navka)

Ha kapToHHOI nayke ykasaHo:

1. Toprosoe HaumeHoBaHUE
npenapara ¢ npeaynpeauTens-HoN
Mapxuposkoin ®

2. MexayHapopaHoe
HenaTeHTOBaHHOEe HauMeHOoBaHue
(pyBnmpyeTtcs Ha aHrNUACKOM
A3bIKe)

3. Nlorotun pepxatensa
PEerucTpaLmoHHOro YA0CTOBEpEeHNS
(Ha aHrnNUACKOM R3bIKe)

4. HanmeHoBaHve aepxarens
pPerncTpaumoHHOro yA0CTOBEpeHs

| U Npon3BOOUTENA NEKAPCTBEHHOIo

npenapara (BbirycKalowmi
KOHTPOIb KaYecTBa)
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NOVARTIS
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AHanUTU4YeCKUn NacnopT Ha roTOBYIO NPOAYKUUIO

JiMLIeH3NA Ha OCYLLeCTBIIeHNE NPOM3BOACTBA NEKapCTBEHHbIX cpeacts Ne001 53-1C

000 "Hoeaptuc Hesa"
Poccus, CaHkr-TeTepbypr,
Nopora B Kamerky, .40, kopn. 3, nuTepa A

TenedoH: +7 812 336 9891
novartis.neva@novartis.com

KoHTponk KayecTBa
Quality Control

Homep nacnopra: 3 Bepcmﬁ_ﬂ .0 !
Certificate number | 431920425 Version |
Ne Nokaszarens*® Metoa ucnbitanun / TpebosaHne Pesynbrar

Parameters Analytical method / Requirement Result

9. HaumeHoBaHus v cogepxaHus
OelCTBYIOLWNX BELIEeCTB

10. YcrnoBusa xpaHeHns

11. MyTb BBEASHUA

12. YcnoBus oTnycka

13. MNpegynpeauTensHble Hagnuen: «Cnocob
NpUMEHEHUA: CM. NINCTOK-BKNaAbILL»,
«XpaHUTb B HEAOCTYNHOM A1 AeTEN MecTe»
14. Homep cepum

15. [lata npoussoacTea

16. [ata ucTeveHnsi Cpok roaHocTH (B
hopmare: ToaeH fo...)

17. Witpux-koa

18. DonyckaeTcsi HAaHeCEHNE BHYTPEHHUX
YNaKoBOYHbIX KOAOB JJONOAHNUTENBHO MOTYT
ObITb HaHeceHbl CpeAcTBa MAEHTUdKKaLMNA
NS MOHUTOPWHIa OBVPKEHUS NeKapCTBEeHHbIX
npenapaTos OT Npou3BOANTENS A0
KOHeuHOoro notTpeburens (HaHeceHue
BO3MOXHO C MCMOMb30BaHMEM CTUKEPA).

| KOHTPOSb KaYecTBa)

| OeNCTBYIOLWMNX BELLeCTB

| MOHUTOPWHIa ABWKeHNA

5. Appec (cTpaHa) aepxaTens
permcTpaLmoHHOTO YA0CTOBEPEHUS
W RPOU3BOAMTENS NEKAPCTBEHHONO
npenapara (Bb!nyckaoLmmn

6. NexapcTBeHHas dopma

7. Dosuposka

8. KonnuecTeo nekapcTseHHOro
npenaparta B ynakoBke

9. HaumeHoBaHUA 1 coaepKaHus

10. Ycnosua xpaHeHus
11. NyTb BBEAEHUS J
12. Ycnosus oTnycka

13. MNpepyrnpeavTenbHblie HaANUCK:
«Cnocob npuMeHeHNs: CM. INCTOK-
BKNaAbiw», «XpaHuTb B
HeAOCTYMHOM Ans AeTel MecTey
14. Homep cepum

15. [laTa npounssofcTea

16. [laTa ucreueHus cpok rogHoOCTN
(B chopmare: rogeH [0...)

17. Wtpux-kopn,

18. HaHeceHbl BHyTpeHHUe
YMaKoBO4HbIE KOAbI.
[ononHMTENbHO HaHeceHbl
cpeacTea naeHTudukalmum ans

IeKapCTBEHHBIX NperapaTos OT
NpoMn3BOAUTENS A0 KOHEYHOro
noTpeburens (6e3 ncnonb3oBaHns
CTUKEpPa).

XpaHeHue
10
Storage

Mpwn TemnepaType He Bbiwe 30°C.

Cpok rogHoCcTH
(NepnoaMyHoOCTbL
11 | KoHTpons)

Shelf life (Frequency
of control)

2roga

2 roga (31.03.2027)

* - Tokasarernb «wapoGwonorwquKaﬂ YUCTOTa» HE ABMASTCA PYTUHHbLIM METOAOM aHanusa n MOXET OTCYTCTBOBATL B

nacrnopTe KoMnaHun.
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) NOVARTIS Doc No. : FRM-8015490

Form to SOP-8013721 Version : 6.0

AHanuUTUYeCKUit NacnopT Ha roTOBRYIO NPOAYKLNUIO

JIMLieH3uUst Ha OCyLECTBNEHME NPOU3BOACTBA JIEKAPCTBEHHLIX CPEACTB Ne00153-NC 000 "Hosaptuc Hepa"
Poceus, CaHkT-Metepbypr,
Jopora B Kamenky, A.40, kopn. 3, nutepa A

TenedoH: +7 812 336 9891
novartis.neva@novartis.com

KoHTponb KavecTsa
Quality Control

Howmep nacnopra: 247 Bepeun:1.0
Cettificate number 4-313-0425 Version
3. SAKINIOYEHUE
CONCLUSION

NekapcTeeHHbIin npenapart Maneyc MeT®, TabneTku NOKpbITHIe fneHouHo o6onoukon, 50 mr + 1000 mr Ne30,
Homep cepun PN08050425 cooTeeTcTBYET TpeGoBaHUAM HOpMaTUBHON JokymeHTaLmm J1M-Ne(001986)-(PT- /
RU)-200524 Mansyc MeT®, TabneTkn NOKPbITbIE MIIEHOYHON oBonoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 10__ /

mr Mogynb Mapkupogka J1N-Ne(001986)-(Pr-RU)-270723. 7
CTapwumi  cneguanuect  no _ : / '
T KOH'IE)pO.I'IIO Kaqecgaa Anexcees BO. |y o5 7075
Approved by ‘
Version Description of change '\_ 4l
(Bepeus) (OnucaHue N3MeHeHun)
1.0 HoBblid nacnopt 1
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