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AHanuTU4eckuii nacnopT Ha FOTOBYIO NpOOYKUMIO

Jluuerans Ha ocywecTenexue NPOW3BOACTBA NMeKapcTBEHHLIX cpeacTe Ne00153-11C

000 "Hosaptuc Hepa"
Poccus, CaHkr-MNeTepbypr,
HAopora B Kamenky, .40, kopn. 3, nutepa A

Tenedon: +7 812 336 9891
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KoHTponk kayectea
Quality Control

Homep nacnopra:
Certificate number

Bepcus:1.0

Version

4-714-0725

1. OBLIAHA WHOOPMALKA
GENERAL INFORMATION

HaumeHoranue npoaykuum:
Product Name

lansyc Met® TabneTku, NOKpbITLIE NNeHOYHOoR 0BonoyKoiA,

50 mr + 1000 mr Ne30

Checked against

lpoBepeHo Ha cooTBeTCTRME C:

NN-Ne(001986)-(P-RU)-200524 TarByc MeT®,

Tabnetkn nokpbIThbie

nneHoYHorn obonoukoii 50 Mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogyns
Mapkuposka JIM-Ne(001986)-(PI-RU)-270723

Cneundukaums kayecTsa Ha laneyc MeTt®, TabneTku MOKPbIThIE NNEHOYHOMN
obonoykor 50 mr + 1000 mr Ne 30 SPEC FDF 00080126, Bepcus: 17.0

BHyTpeHHMi kog Homep cepumn
HepacdpacoBaHHol npoaykuuu: | 42027187 HepaccpacoBaHHOI npoaykumuu PS4579
Product Code Bulk Batch Number Bulk
BHYTpeHHWIN Ko ynakoBaHHOM Homep cepum ynakosanHoin
npoaykumu: 44068551 npoayKuum: PS65580725
Product Code FDF Batch Number FDF
Ta NMPOW3BOACTEA:
ﬂgnufacfgﬁng Datéq 31.07.2025
Pasmep cepum 3a BbiueToMm
Pasmep cepuu: 5 968 yn. npo6: s 5959 yn.
Batch Size ; -
{ Batch size without samples
2. NOJNYYEHHBIE PE3YNbTATbI
TEST RESULTS
’_No Mokasatens* MeTon ucneitanwii / TpeGopanne Peaynkrtar
¥ Parameters Analytical methed / Requirement Result
BuayanbHsbiia OankHble TabneTtku co
OsarnbHble TabneTku co CKOLIEHHLIMM CKOLUEHHBIMM  KpasMmK, MOKpPbITble
o Kpasimn, NOKpbITLIE NAEHOYHOW 0BonoYKo MMEHOYHOW  0BONOYKOW  TemHo-
1 A;ﬂ';ﬁ::::g TEMHO-XENTOro ¢ CepoBaThiM OTTEHKOM KENToro € cepoBaTtbiM OTTEHKOM
LBeTa. Ha oaHol cTopoHe TabneTku useta. Ha oaHoii cTopoHe TabneTku
mapkupoeka «NVR», Ha apyroii cropoHe — Mapkuposka «NVR», Ha gpyroii
«FLO». CTopoHe — «FLO».
B3IXX
Bpewms yaepxusaHus ocHoBHoro nuka Ha
z'gﬁ:g:;ggga“"" Xpomarorpamme McnbITyemoro pacteopa 1 CooTsercrayer
- BMrIETIMITTIN AOIMKHO COOTBETCTBOBATL BPEMEHU
YAEPKUBAHWUA NWKa BUNAArAUNTAHA Ha
2 Xpomarorpamme CTaHAAPTHOrO pacTsopa.
B3XX
Bpems yaepkuBaH1a ocHOBHOrO Nuka Ha
- MetdopmuHa XpomarorpamMme vcrbITyemoro pacTeopa 3 Cootsercrayer
rugpoxnopug AOIMKHO COOTBETCTBOBATL BpEMEHU
YAEPXUBaHUA NUKa meThopMmHa Ha
XpOMaTorpamMmMecTaHAapTHOro pacTeopa. ]
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AHanuTM4ecKuit NacnopT Ha roToByIo NPOAYKLMIO

JluueHaun Ha ocywecTeneHve npoussoacTea nekapcTBeHHbIx cpegcts Ne00153-NC

00O "HoBapTic Hesa"
Poccus, CaHkr-MeTtep6ypr,
Hopora 8 Kamenky, 1.40, kopn. 3, nutepa A

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

KoHTponk kavectea

Quality Control
Homep nacnopra: VR Bepcusi:1.0
. Certificate number 4-7114-0725 Version
Ne Mokazatenw* Meroa ucnbitatuii / TpeGosanue Pesynerar
Parameters Analytical method / Requirement Result
B3X .
He menee 80% (Q) ot 3asBneHHOro gﬁjf' ac:;:ﬁ:ﬁf: E:orec; ;g":;f :'K?r""m
p copepxaHus BungarnunTuHa Yepes 30 A P yT.
3 acTeopeHue MUHYT .

Dissolution He meree 80% (Q) ot 3aseneHHoro 5‘2_%)? ?:Hﬂ:;f:Ho;incg'q;p:i:":a
cozepxaHus MeThopmMuHa rugpoxnopuaa 30 Mqu Ap pHaEHER
yepes 30 MUHYT. yE

Bopa MeToa K. duwepa .

4 Water He Gonee 1,0%. 0.4%
B3»KX .
202-01 (ammp): He Gonee 0,5% i el
MNpumecu 209-01 (UMKNUYECKMiA aMUaNH): j
o 207-01 — He oBHapyxeHa;

Related He Bonee 0,2% E,ﬂHHMHHaﬂ

substances- 20?0:01 (A%KSI/OHHHEP&‘W“): HeUAEeHTU(ULMPOBAHHAs NpUMech

Mpumecu He bonee 0,2% He oBHa .

p . - pyxeHa;

BungarnuntuHa EAvHnYHOM HenpeHTdMUMPOBaHHOIA g
npuvecy: He Bonee 0.2% gy;n‘;ma BCEX npuMeceii — MeHee

5 Cymma Bcex npumeceit: He Gonee 1,0% i
BIXX 1-LinaHoryaHuauH — meree 0,01%:
1-UnaHoryaHuauH: He Gonee 0,02% EauHMYHas

- Mpumecn EAvHMHOd HEUACHTUDULMPOBAHHON | HepaeHTUDUUMPOBaHHAs NpUMecs
npumMmecu: He Gonee 0,1% — He 0BHapyXeHa:

MeTdopmmuHa L o Py ;

ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% era BCEX NpuUMecell — MeHee
X 0,05%

366-98 — He Bonee 0,2% 366-98 — metee 0,1%

OpnHopogHocTe

O03UpPOBaHHLIX Bunaarnuntux — BEXKX } "

6 eanHuy, MeTchomuHa rugpoxnopug - meToq a";?_'?ba;;::;“r‘ A\éxng’s .

Uniformity of Bapvaummn macc AV =12 vAp PR

dosage AV <150 ’

units
B3XKX
Ot 95,0% po 105,0% sunparnunTuHa oT

KonuuecteeHHoe ; :

onpeaeneHue 3anABMNEHHOro cogepXaHus —

iﬁgf‘ay T T— BryTpenHuii npepen Ha soinyck (IRL): He

7 A MeHee  97,9%  BungarnuNTMHa  OT
33ABNeHHOro coaepXaHus
B3XX

= MeTdpopheta Or 950% mo0 1050% meTdopmmra | 100,8%

ruapoxnopua
rMapoXnopuaa oT 3asBNEHHOro COfepKaHnA.

8 YnakoBka Mo 6 Tabnetok B Gnuctep MA/ARMBX n ﬂi}g;?g;;?';ﬁg;ﬁf:epmﬁ

Packing antoM1MHUEBO honbru, chonbrun. Mo 5 6AMCTEpoB BueCTe ¢
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AHanuTU4eCKHUi NACTIOPT Ha FOTOBYIO NPOAYKLUIO

TvueHsus Ha ocyliecTeneHue npouasoacTea nekapcTeeHHbIx cpeacte Ne00153-NC

00O "Hoeaptuc Hesa"
Poccun, Caukr-MeTepbypr,
Hopora B Kamenky, 1.40, kopn, 3, nutepa A

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

KoHTponb kavyecTsa

BropuuHas ynakoBka (kapToHHas nayka)
Ha kapToHHOI# nayke ykasbiBaeTcs:

1. Toprosoe HaumeHOBaHue npenapara ¢
npeaynpeanTenbHoW MapkupoBKon ®

2. MexgyHapogHoe HenaTeHToBaHHoe
HanmeHoBaHwe (aybnupyerca Ha
aHrMUACKOM S3blke)

3. JloroTun pepxarens perncTpauuoHHoro
YAOCTOBEPEHUS (Ha aHrIMIACKOM S3biKe)

4. HaumeHoBaHwe pepxarens
PErncTpaLmnoHHoro ya4ocToBepeHns v
NPOM3BOAUTENS NeKapcTBEHHOro Npenapara
(BBINYCKAIOLLMIA KOHTPOSL KaYecTsa)

5. Anpec (cTpaHa) aepxarens
PErncTPauUnoHHOro yAOCTOBEPEHUSA 1
Npov3BOANTENS NEKAPCTBEHHOIO Npenapara
(BbINyCKaloWuiA KOHTPOMb KavecTsa)

6. lekapctBeHHas ¢opma

7. foanpoBka

8. KonnyecTteo nekapcteeHHOro npenapara B
yNakoBke

Quality Control

Homep nacnopra: Bepcus:1.0

Csrﬁﬁcapt’e numberp 4-714-0725 Vergion

Ne Mokazatens* MeTon ucnbitaHui / Tpe6osaHue PesynbTar

Parameters Analytical method / Requirement Result

lNo 5 6nucTepoB BMECTE C NUCTKOM- NCTKOM-BKNaabILLeM B KAPTOHHYIO
BKaAblLLEeM B KAPTOHHYHO Nauky. nauky. MpucyTcTByeT KOHTPONL
HonyckaeTcs Hanuume KOHTPONs Nepsoro NepBoro BCKPLITUS.
BCKPbITHSA.
MepBuuHan BHYTPeHHNAA ynakoBka MepBUYHan BHYTPeHHAR
Ha 6nucTepe yka3sbiBaeTcs: ynaxkoBka
1. Toprosoe HaumeHoBaHWe npenapara ¢ Ha 6nucrepe ykazaHo:
npeaynpeanTensHon Mapkuposkon ® 1. Toprosoe HaumeHoBaHWe
2. MexayHapoaHoe HenaTeHToBaHHOoe npenapara ¢ npegynpeanTensHoin
HaumeHoBaHue (aybnupyeTcs Ha MapKupoBKoi ®
aHrNWACKOM A3blKe) 2. MexpyHapogHoe
3. llorotvn Aepxarens perncTpauuoHHOro HenaTeHToBaHHOe HauMeHoBaHue
YAOCTOBEPEHUS (Ha aHIMUIACKOM 53biKe) (ay6nupyeTca Ha aHrnuiickom
4. llekapcTBeHHan dopma A3bIKe)
5. [loanposka 3. llorotun gepxatens
6. Homep cepum PerucTpaunoHHoro yAoCToBEpeHNs
7. [ata ucteyeHms cpoka roaHOCTH (B (Ha aHrnuiickom s3bike)
thopmare: rogeH go...) 4. JlexapctBeHHas copma
8. llata npouseoacTea 5. floavpoeka
9. [lonyckaeTcs HaHECeHNEe BHYTPEHHUX 6. Homep cepum
ynakoBOYHbIX KOAOB KoMnaHuu. B criyuae 7. faTa ucteyenns cpoka rogHocTH
npouaso/cTtea Ha nnowaake OO0 (B chopmate: rofeH zo...)
«HoBapTuc Hesa» Ha 6nvcTepe ykasbigaloT 8. [lata npoussogcTRa He ykasaHa
TONbKO NepemeHHble AaHHble 6e3 ykasaHus 9.BHyTpeHHWe ynakoBoYHbIE KOAb
npedukcos Homepa cepum 1 gaTsl KOMNaHW1 OTCYTCTBYIOT.

9 Mapxuposka OKOHYaHWA CpoKa rogHOCTU. Ha 6nuctepe ans Homepa cepum n

Labelling [Jata npon3sofcTBa He ykasbiBaeTcs. AaTbl OKOHYaHWA CpoKa rogHoCTK

yKa3aHbl TOMbKO NepeMeHHble
AaHHble 6e3 ykazaHus npedukcos .
[aTa nponssoacTea He ykasaHa.
BropuuHas ynakoeka (kapToHHas
nauva)

Ha kapToHHO# nauke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenaparta ¢ npeaynpeauTessHoi
MapKupoBkoi ®

2. MexayHapogHoe
HenaTteHTOBaHHOE HauMeHoBaHMWe
(By6nupyeTcs Ha aHrnuickom
A3bIKE)

3. llorotun pgepxarens
PervcTpauuoHHOro YAoCTOBEPEHUS
(Ha aHrnuiickom sA3bike)

4. HaumeHoBaHwe aepxartens
PerncTpaLmoHHOro ya40CTOBEPEHNS
1 NPOV3BOAUTENS NIEKAPCTBEHHOrO
npenapara (BbinycKatoLwui
KOHTpOIb KavyecTea)
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AHanuTu4eckmi NacnopT Ha roToByI0 NPOAYKLMIO

NvueHsusA Ha ocylecTBNeHe NPOM3BOACTBA NEKapCTBEHHBIX cpeacTs Ne00153-N1C

000 "Hoeaptuc Hega"
Poccus, Cankr-Merepbypr,
[Lopora B Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTponb ka4yectBa

Quality Control
HOI\_ﬂIOp nacnopra: 4-714-0725 Beppmn:tﬂ
Certificate number Version
Ne Mokasarens* Metopn ucneitanuii / Tpe6oBanue PeaynbTar
Parameters Analytical method / Requirement Result
9. HaumeHoBaHus 1 copepaHns 5. Appec (cTpaHa) gepxatens
OeNCTBYIOWNX BELLeCTs perncTpaunoHHoro yaAoCTOBEPEHMS
10. Ycnoeus xpaHeHus 1 NPOU3BOAWTENSA NEeKapCTBEHHOro
11. NyTb BBEAEHUA npenapara (BbINyCcKarLuii
12. Ycnosuma otnycka KOHTpOnb KavecTea)
13. MpeaynpeautensHele Hagnuck: «Cnoco6 | 6. JlekapcTeeHHas dopma
NPUMEHEHUA: CM. NNCTOK-BKNAALILLY, 7. [o3nposka
«XpaHuTb B HEAOCTYMHOM AnA AeTen mecTe» | 8. Konnuectso NeKapcTBeHHOoro
14. Homep cepum npenapaTa B ynakoeke
15. lara npoussoacTsa 9. HanmeHoBaHus 1 cogepxaHus
16. [laTa ucteveHns cpok rogHocTu (B NeACTBYIOLL X BELLIECTB
¢hopmate: rogeH fo...) 10. Ycnosua xpaHeHus
17. WTpux-kopg, 11. MNyTb BBEAEHUA
18. [lonyckaeTca HaHeceHWe BHyTPEeHHX 12. Ycnoeus otnycka
yNakoBo4HbIX KoAOB [lononHUTENbHO MoryT 13. MNpepynpegurenscHble HaaNUCK:
BbiTb HaHeceHsb! cpeacTBa UAeHTUGMNKaLIN «Cnocob NpUMEHEHWA: CM. NMCTOK-
ANst MOHVTOPWHIa ABMKEHUA NEKapCTBEHHLIX | BKNAAbIW», «XpaHuTb B
npenapaTroe OT NPOM3BOAUTENS [0 HEeAOCTYNHOM ANA AeTel mecTen»
KOHeuyHoro notpebutens (HaHeceHue 14. Homep cepun
BO3MOXHO C MCNOMb30BaHNEM CTUKEPa). 15. Jata npouseoacTea
16. [lata cTeyeHns CpoKk roaHOCTH
(e dhopmare: rogeH go...)
17. Wrpnx-kog
18. HaHeceHbl BHYTpeHHNe
ynakoBOYHbIE KOAbI.
HononHntensHo HaHeceHbI
cpeacrtea uaeHTUUKaUmMmM ana
MOHWUTOPWHIa ABUKEHNSA
NeKapCTBeHHbIX NpenapaTos oT
NPOW3BOAMTENA [0 KOHEYHOro
notpeburens (6e3 ucnonb3osaHus
CTUKepa).
10 )S(gf;gee"“e Mpu TemnepaTtype He Boiwe 30°C.
Cpok rogHocTy
(MepuognyHocTL
11 | koHTpons) 2rona 2 rona (30.06.2027)
Shelf life (Frequency
of control)

* - MNokazatens «MukpoBronoruyeckas YUCTOTa» He SBNSETCH PYTUHHBIM METOAOM aHann3a u MOXeT OTCYTCTBOBaTL B

nacnopre KoMnaHuM.
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NOVARTIS Doc No. : FRM-8015490

Form to SOP-8013721 Version : 6.0

AHanUTU4YeCKUit NacnopT Ha roTOBYIO NPOAYKLUIO

JinueHaus Ha ocyulecTeneHWe NpousBoOACTBa nexkapcTeeHHbIX cpeacte Ne00153-1C 000 "HosapTuc Heea"
Poccus, Cankr-MeTtepbypr,
fopora B Kametky, .40, kopn. 3, nutepa A

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

KoHTponk kavecTea
Quality Control
Homep nacnopra: 714, Bepcua:1.0
Certificate number 4-714-0725 Version
3. 3AKNKYEHUE
CONCLUSION

NexapcTeeHHbIit npenapar [ansyc Met®, TabneTku MNOKpPbITbIE NNEHOYHON oﬁonoqugﬁ‘ 50 mr +4000 mr Ne30,
Homep cepun PS65580725 cooTeeTcTByeT TpeBOBaHMAM HOPMATUBHO .qowmeuré‘uuqﬁ-ﬂﬂ»ﬁ*z@m%@)-( Pl- 4
RU)-200524 ansyc MeT®, TabneTku NoKpbITbie NEHOYHON 0BOMOUKON 50 Mr +500wr, 50 + 850‘mr,"§p +1000

mr Moaynb Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723. \ = \\ y/ 4
Crapwwii  cneuuanucT no | n :
YTeepaun I{OHT':)OHPO KHHEC’IHBQ Anekcees B.0. 28 0] 2IP%Ais(veva LLC
Honwnxocte (Position) @O (Full name) “._j‘]ata'{laate} _I :
—_—
Version Description of change M
(Bepcus) (OnucaHue nsmeHeHuit)
1.0 HoBblli nacnopt
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