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AHanuTUYECKMA NACcCNOPT Ha FOTOBYO NPOAYKLMIO

JinleHsus Ha ocyliecTBneHre Npou3BoOACTBA NeKapCTBEHHbIX cpeacTs Ne00153-11C

000 "HoeapTnc Hesa"
Poccus, Cankr-TletepOypr,

Dopora 8 KameHky, .40, kopn. 3, nutepa A

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

KouTponk kauecTra

Homep nacriopra:
Cettificate number

Quality Control

Version

4-469-0525

Bepcua:1.0

1. OBLIASA UHOOPMALIUS
GENERAL INFORMATION

HaumeHoBaHue NpogyKumu:
Product Name

lansyc® Tabnetku 50 Mr Ne 28

lMpoBepeHo Ha COOTBETCTBUE C:

Checked against

JTN-Ne(000761)-(PI'-RU)-240424 ansyc® Tabnetku 50 mr Moayrnis
Mapkuposka JiM-Ne(000761)-(Pr-RU)-200723
Cneundukaums kavectsa Ha aneyc®, TabneTky 50 mr Ne28, Ne56

SPEC_FDF_00102805, Bepcus 13.0

BHyTpeHHUA Kof Homep cepumn
HepactpacoBaHHOI npoayxuun: | 42027188 HepacdacoBaHHo# npoaykuun PNG189
Product Code Bulk Batch Number Bulk
BHYTpeHHUA KOA YNakOBaHHON Homep cepuu ynakoBaHHOM
npoayKuun: 44068548 npoayKuum: PP16810525
Product Code FDF Batch Number FDF
aTa NpoOnN3BOACTBA:
ﬂanufactgring Dau‘e‘:'I 24.05.2025
] Pasmep cepuu 3a BbIYETOM
ARSNap copun: 35127 yn Npos: 35114 yn
Batch size without samples
2. NOMYYEHHbIE PE3YNLTATHI
TEST RESULTS
Ne Mokasatenn* MeTtop ucnbitannit / TpeGosanne PesynbTtar
5 Parameters Analytical method / Requirement Result
BusyanbHblit Benoro useta kpyrnble rnagkue
o Ot Genoro po CBETNO-XEnTOro useTa | TabNeTKu CO CKOLIEHHBIMM KpasMK,
nucaHvie . 4
1 Appearance Kpyrrible rinagkue Ta6ne:rkm CO CKOLIEHHBIMU | C FPaBUPOBKOA «NVR» Ha oAHoM
Kpasmu, ¢ rpasupoBkoit «NVR» Ha ogHoi | cTopoHe u  «FB» Ha  pgpyroi
cTopoHe u «FB» Ha gpyroi cTopoHe. CTOPOHe.
B3>X. Bpemst ynepxuBaHWs OCHOBHOIO
MKa Ha XpoMaTorpamme MCHbITyeMoro
pacTeopa, NpUroToBrIeHHOro Ans
KONWYECTBEHHOrO OnNpeaeneHns, OOrmMKHO
COOTBETCTBOBATE BpeMeHn ypepxueaHus | CoOTBETCTBYET
UaeHTdmrkaums nMKka Ha XxpomartorpamMme CTaH4APTHOro
o | Identification pactBopa 1a. OTtnuume BO BpemeHax
YAepXuBaHNA [OSDKHO  COCTaBnATb He
- BungarnunTun Gonee + 2,0%.
TCX. Ha xpomatorpamme WCMbITYeMOro
pacTBopa OCHOBHOE NATHO NO MOMNOXEHWIO,
oKpacke n BenuuHe pomxHo | CooTeeTcTByeET
COOTBETCTBOBATL MATHY Ha XpomMaTorpaMme
CTaHAApTHOro pacTeopa.
B3XX
3 | Pacteopenue He menee 80% (Q) sungarmuntuea oT 99%
Dissolution HOMMWHANbLHOrO  COAEPXKaHWUA  OOIMKHO
nepenTn B pacTeop Yepes 30 MUHYT
4 Boga MeTog K. duwepa, 2 4%
Water He 6onee 2,9 % '
Page 1 of4 Business Use Only - CONDOR




!, NOVARTIS

Form to SOP-8013721

Doc No.: QC_COFA 01072576
Version: 2.0, CURRENT

AHaNUTUYECKUt MAcNoPT Ha roToBYI0 NPOAYKLMUIO

JluLieH3us Ha ocylecTBREHWe NPOM3BOJCTBA NEKAPCTBEHHLIX cpeacTs Ne00153-11C

000 "HoeapTtnc Hepa"
Poccus, Cankr-Tetepbypr,
[lopora B Kamerxy, A.40, kopn. 3, nutepa A

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

KoHTponb kauecTea

;. Quality Control
| Homep nacnopra: Bepcua:1.0
Cen‘iﬁcge numberp 4-469-0525 Vergion
Ne Mokasarenb* MeTtog ucnbitanmin / Tpe6oBaHue PesynbTar
Parameters Analytical method / Requirement Result
B3OXX 202-01 — menee 0,1%);
202-01 (amunp): He Gonee 0,5% 209-01 - He OBHapyxeHo;
n 209-01 (uMKnMuYeckuiA ammauH): 207-01 — He obHapyXeHo;
pumecu o
5 Impurities He Gonee 0,2% . EpuHnyHag Hecneumd)mul.npyemaﬂ
-B 207-01(aukeTonunepasuH): He Gonee 0,2% | NpUMech ~ He 0BHapyXeHo;
unaarnunTuHa E
AMHNYHAA Hecneuncrumpyemas npumecs
- He Bonee 0,2% Cymma Bcex npumeceil — MeHee
= Cymma Bcex npumeceii - He Gonee 0,8% 0.1% -
OaHopoaHoCThL
eanHnL
g | Ao3npoBaHuA PacyeTHo-maccoBbli AV=2 1
Uniformity of dosage | AV £15,0 '
[ units
-Bunparnuntud 1
Konmecr:enuoe BIKX
7 zggs}f'e"e st Ot 95,0% ho 105,0% BunaarnmnTuHa ot 100,5%
e I:l_OMVIHanbltIOI'O cofepXaHus
®EA3C 2.16.6,2.16.7
Kareropust 3A:
MukpoGuonoruieck | o6y ee uncno aspobHbIx MUKPOOPraHU3MoB
§ | asumucrora - He Gonee 10*KOEB 1T, MeHee 50 KOE B 1,
Microbiological Oblliee YMCrO APOXKEBLIX U MIIECHEBbIX
purity rpuboe - He Bonee 102 KOE B 1T; MeHee 10KOEB 1T;
OtcyTcTeme Escherichiacolis 11 Ovcytcteues1r
Mo 14 Tabnetoxk B Gnuctep NA/ANMBX n Mo 14 TabneTok B BnnucTep
anioMuHueBon onsr. NAJ/ANTIBX n anioMuHeBowm
YnakoBka Mo 2 unu 4 6nuctepa BmMecTe ¢ NACTKOM- | dhonbru.
9 Packing BKNafbILLeM B KAPTOHHYHO NAUKY. | Mo 2 6nincTepa BMecTe ¢ NMUCTKOM-
[lonyckaeTca Hanuume KoHTponst BKNaAbILLEM B KaPTOHHOI Nnadke.
NepBUYHOrO BCKPLITUA HA KAPTOHHOW KoHTponb NepBUHHOro BCKPbITUS
L nauke. - Ha KapTOHHOW NaJke NpuUcy TCTBYET.
NepBUuYHas BHyTPeHHAA ynakoBKa MNepBu4Hasi BHYTPeHHNA
Ha 6nuctepe ykasbisaercs: ynakoeka
1. Toprosoe HanMeHOBaHVe npenapara ¢ Ha 6nuctepe ykasaHo:
npeaynpeauTenbHon Mapkupoeko ® 1. Toproeoe HaMMeHoBaHUe
2. MexayHapoaHoe HenaTeHToBaHHoe npenapara ¢ npegynpeautensHo
HanmeHoBaHue (aybnupyertcsa Ha MapKuposkoi ®
aHIMMIRCKOM A3bike) 2. MexpgyHapofHoe
10 l“_n:b%';;',?;“a 3. JloroTun aepxartens perucTpaunoHHOro | HenaTeHToBaHHOE HAaUMEHOBaHNe

yOOCTOBEPEHMs (Ha aHTITMIACKOM A3blke)
4. JlekapcTBeHHas opma

5. losupoBka

6. Homep cepun

7. [aTa ncrevenus cpoka rogHocTu (B
dopmare: roaeH go...)

| (ayGrmpyetcs Ha aHrmuiickom

| A3bike)

3. llorotnn gepxarensi
pPerucTpaLnoHHOro yAocToBepeHus
(Ha aHrnuACKom Ai3bike)

4. lNlekapcTBeHHas dopma

5. osmpoeka

| 8. laTa npoussoacTea
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AHanuT4Yeckuil MacnopT Ha roToBYH NPOAYKLMIO

000 "Hosaptuc Hesa"
Poccun, CanxT-NMetepbypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

Koutpornb kauecrea

Quality Control

Homep nacnopra: Bepcna:1.0

Certiﬁcge numberp 4-469-0525 Veergion

Ne MNokasaTenb* Meron ucnoitanus / Tpebosalue Pezynbrar

Parameters Analytical method / Requirement Result

9. fonyckaeTca HaHeCeHNe BHYTPEHHMX 6. Homep cepuu
yNakoBOYHbIX KOAOB kKoMMaHuu. B cnyyae 7. [aTa ncteveHus cpoka roaHocTn
npoussoacTea Ha nnowagke OO0 (B dopmare: rogeH po...)
«HoapTuc Hesa» Ha GnucTepe ykasbisaioT | 8. [lara nporM3soacTea He ykasaHa
TOMBKO NEPEMEHHbIE faHHble 6e3 ykasaHus | 9.BHyTpeHHMe ynakoBoYHbIe koAbl
npecukcos HoMepa cepun 1 fathbt KOMNaHWN OTCYTCTBYIOT.
OKOHYaHWNS CPoKa roAHOCTU. Ha 6nucTepe ans Homepa cepum 1
[arta nponssoacTea He yKasblBaeTcs. [0aTbl OKOHYaHWNA CPOKa roAHOCTH
BropuuHan ynakoBKka (KapToHHas navka) | ykasaHbi TOSbKO NEPEMEHHbLIE
Ha kapTOHHOW NaYke yKa3biBaeTCs: JaHHble 6e3 ykaszaHua npedukcos.
1. Toprosoe HaumeHoBaHWe npenapara ¢ [Oara npounssogcTea He ykasaHa.
npegynpeautensHok MapkupoBkoi ® BropuniHan ynakoska (kapToHHas
2. MexayHapoaHoe HenaTeHToBaHHOE nauka)
HaumeHoBaHue (Ay6nupyeTtcs Ha Ha xapToHHON Nayke ykasaHo:
aHIMNIACKOM A3bIKe) 1. Toproeoe HanmeHoBaHue
3. Jlorotyn fepxaTenst perucTpaUMORHOTO | Npenaparta ¢ npeaynpeanTensHoMi
YAOCTOBEPEHUA (Ha aHIMIACKOM S3biKe) MapKkupoBkoi ®
4. HanmeHoBaHwe gepxarens 2. MexnayHapoaHoe
perncTpaLmMoHHOro YA0CTOBEPEHUS U HenaTeHTOBaHHOE HaUMEHOBaHUe
Mpou3BOAUTENS NIEKapCTBEHHOIO (aybnupyeTcst Ha aHrMMIACKOM
npenapara (sbInyCKaioLLU1iA KOHTPOSMb A3blke)
KayecTsa) 3. NNoroTtvin pgepxarens
5. Appec (cTpaHa) pepxarens perucTpaLmoHHOro YA0CTOBEPEHUR
PEerucTpaunoHHOro y40CTOBEPEHNS U (Ha aHrnuncKom A3bIKe)
NIPOU3BOAUTENA NEKAPCTBEHHOIO 4. HaumeHoBaHWe aepxatens
npenapaTta (BbinyCckalowwi KOHTPOMb perncTpaLMoHHOro yAocToBepeHus
KauyecTsa) W NPON3BOAUTENS NEKAPCTBEHHOMO
6. IlexapcTBeHHas dopma npenapara (Bbinyckaowuii
7. Boanposka KOHTPOfib KayecTBa)
8. Konmnuectso nekapcTBeHHOO npenapata | 5. Agpec (cTpaHa) gepxaTens
B yNakoBke perucTpauUmMoHHOro yA0CTOBEpEHNSt
9. HaumeHoBaHue u cogepxaxue W Npon3BoauTens rekapeTBeHHOro
OeicTByIOLLIEro BeulecTsa npenapaTta (BblNyCcKaloLui
10. Ykazanwve o cogepxaHuu rnakTosbl KOHTPOrnb KayecTsa)
6e380AHON B KAYECTBE BCRoMoraTenebHoro | 6. flekapcTBeHHana dopma
BelecTea u ee Konuuectee B 1 Tabnetke 7. Oosnposka
11. Ycnosusi xpaHeHus 8. KonnyecTtso nekapcTeeHHOro
12. MMyTL BBEAEHUA npenapara B ynakoske
13. Ycnosus oTrycka 9. HaumeHoBaHue n copfiepxaHue
14. NpepynpeautenbHbie HAANUCK: [EACTBYIOLLIEro BeLecTsa
«MoppobHbie ykasaHus rno nNPUMeHeHMo 10. Yxazanue o cogepxaHmum
npuBeaeHsl B NTUCTKE-BKMaabiLey, nakTo3bl 6e3B04HON B KavecTBe
«XpaHUTb B HEAOCTYNHOM ANA geTen BCMOMOraTebHOro BeWEeCTsa U ee
MecTe» Konuuectse B 1 TabneTke
15. Homep cepun 11. Ycnosus xpaHenus
16. [laTa nponssoacrea 12. NyTb BBEAEHUSA
17. OaTa ucteuyeHns cpok rogHocTu (B 13. Ycnosua otnycka
chopmate: rogeH ao...)
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AHanuTU4eckum nAacnopT Ha roToBy NPOAYKLUIO

000 "HoBaptuc Heea"
Poccus, Cankr-lNeTtepbypr,
Jopora B Kametiky, A.40, kopn. 3, nutepa A

Tenedon: +7 812 336 9891
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KoHTponb Kavectea

Quality Control
Homep nacnopra: 4-469-0525 Bepcua:1.0
Certificate number Version
Ne MNokasarenn* MeTton ucneitanui / TpeGoBaHue Pesynerar
) Parameters Analytical method / Requirement Result
18. Wtpux-koz 14. MpepyripeauTensbHble HAANUCHY:
19. JonyckaeTcs HaHeCeHne BHYTPEHHNX «FoppobHble ykasaHua no
YNaKOBOYHbIX KOA0B NpUMEHEHMIO NpUBEAEHbI B NMUCTKe-
20. JononHutenbHo moryT BbiTb HaHeceHbl | BKNagbitle», «XpaHuTb B
cpeicTBa uaeHTUdUKaLmm gns HeAOCTYNHOM A8 AeTeil MecTe»
MOHWUTOPUHIa ABWKEHNSA NEKAPCTBEHHBIX 15. Homep cepum
npenapaToB OT NpPoOn3BOAUTENS A0 16. [laTa npouseogcTea
KOHeuHoro notpedbutens (HaHeceHne 17. [laTa ucteueHns cpok rogHOCTH
BO3MOXHO C UCMOMb30BaHWEM CTUKEDPA). (e cbopmare: roaeH Jo...)
18. LLiTpux-kopz,
19. HaHeceHbl BHYTPEHHNE
yNakoBOUHblE KOABI.
20. BononHUTENbHO HaHeCeHb!
cpeacTsa naeHTUUKaLMM ans
MOHUTOPKHIa ABUXEHUS
fleKapCTBEHHbBIX NPENapaToB O
nNpou3BoAMTENs 40 KOHEYHOTo
notpeburens (6e3 ncronb3oBaHus
CTUKepa).
11 Apancyue B opuruHansHoi ynakoske npv TeMneparype He soie 30°C.
Storage
Cpok rogHocTH
{(NeproanyHoOCTL
12 | KkOHTpONSA) 3ropa 30.04.2028
Shelf life
requency of control)

* - [okasatenb «MMKpOGVIOnOFM‘-IeCKaﬂ YNCTOTa» He ABMASTCHA PyTUHHLIM METOLO0M aHanuaa u MoOXeT OTCYyTCTBOBaTb B

nacrnopTe kKomnaxHnu.

3. 3AKAIOYEHUE
CONCLUSION

JlekapcTaeHHbI npenapar Mansyc® Tabnetkun 50 mr Ne 28, Homep cepun PP16810525 cooTeeTcTeyeT
TpeGoBaHuAM HopMaTWBHO# aokymerTaLmu JM-Ne(000761)-(Pr-RU)-240424 Mangyc® Tabnetku 50 mr'Moaynb
Mapkuposxka JIN-Ne(000761)-(PT-RU)-200723.

7 oy
KoopauHaTtop thusuko- y . ) fpes |
YTBEPAMN |,y ueckoi naBopaTopui Cnyuatko O.C. bl % £ e (e
Approved by Y
Version Description of change
(Bepcus) (Onuncanne nameHeHw)
1.0 Hosbln nacnopT

Page 4 of 4

Business Use Only + CONDOR




