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Quality Control

Bepcus:2.0
Version

Homep nacnopra:

Certificate number 4-892-1025

1. OBLUAA UHPOPMALINA
GENERAL INFORMATION

HaumeHnoBaHue npogykumu:

Product Name lansyc® Tabnetku 50 mr Ne 28

JIM-Ne(000761)-(Pr-RU)-240424 ansyc® Tabnetku 50 mr Moaynb
Mapxkumposka J1M-Ne(000761)-(Pr-RU)-200723

Cneundmkaums kavectea Ha Maneyc®, Tabnetkn 50 mr Ne28, Ne56
SPEC_FDF _00102805, sepcus 13.0

lpoBepeHo Ha COOTBETCTBUE C:
Checked against

BHyTpeHHUi Kog Homep cepum ul
HepacchacoBaHHo npogykuun: | 42027188 HepacdacoBaHHoON npoaykuun PV1337
Product Code Bulk Batch Number Bulk
BHyTpeHHU’ Ko ynakoBaHHOM Homep cepumn ynakoBaHHO#
MPOOYKLUN: 44068548 npoayKuuu: PV99511025
Product Code FDF Batch Number FDF
Ta NPON3BOACTBA:
ﬂ:nufacrgﬁng D*sif;:Il 11.10.2025
: Paamep cepum 3a BhiueTOM
g:,ﬁ,,";fe“"""' 34 991 yn npo6: 34978 yn
Batch size without samples
2. NONYYEHHBIE PE3YNbTATHI
TEST RESULTS
Ne Mokasarens* MeTtopn ucnbiTanuii / TpeGoeanue PesynbTar
Parameters Analytical method / Requirement Result
BuayanbHbii Benoro uBeta kpyrnele rnagkue
Civicaiie Ot Genoro A0 CBETNO-XENTOro LUBeTa | TabneTkn CO CKOLUEHHLIMM Kpaamu,
1 ABPoarEnH Kpyrnble rnagkne TabneTk co CKOLEHHbIMU | ¢ rpasuposkoii «NVR» Ha ogHol
PP kpasmu, ¢ rpaBupoBkoit «NVR» Ha ogHoii | cTopoHe u  «FB» Ha  apyroi
cTopoHe 1 «FB» Ha Apyroi cTopoHe. CTOpOHe.
BOXX. Bpewmsa yaepxviBaHWa OCHOBHOMO
nMka Ha xpomaTtorpamme WCMbITYemoro
pacTsopa, NPUroTOBSIEHHOrO Aans
KONWYEeCTBEHHOro onpefaeneHns, AOMKHO
COOTBETCTBOBATL BPEMEHN YyaepxwusaHus | CooTBeTcTByeT
WaeHTudmkaums MMKa Ha Xpomarorpamme CTaHAapTHOro
o | Identification pacteopa 1a. OTtnuuve BO BpemeHax
YAEPKMBAHMA [AOMKHO COCTABMATE He
& B”marnmn'rm“ Bonee + 2.0%
TCX. Ha xpomaTorpamme wucnbiTyemoro
pacTeopa OCHOBHOE MATHO NO MOMOXEHWIO,
okpacke n BENUYMHe AomkHo | CooTBeTCTBYET
COOTBETCTBOBATL NATHY Ha XpoMaTorpamme
cTaHAapTHOro pacTeopa.
B3XX
3 | PacTBOpeHue He wmeHee 80% (Q) sungarnuntuHa oT 101%
Dissolution HOMWHAINbHOTO  COAEpPXaHWA  [O/DKHO
nepewiTy B pactsop Yepea 30 MUHYT
4 Bopna Metoa K. ®duiepa, 2.4%
Water He Gonee 2,9 % '
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Ne Mokasarens* MeTog ucnkitanuii | TpeGoBaHue PesynbTar
i Parameters Analytical method / Requirement Result
B3XX 202-01 — meHee 0,1%;
202-01 (amung): He 6onee 0,5% 209-01 — He oBHapyxeHo;
n 208-01 (umknuyeckunii ammaun): 207-01 —~ He oBHapyxeHo;
pumMecHu .
5 | Impurities He Bonee 0,2% EavHuyHaa  Hecneuuduumpyemas
207-01(aukeTtonmnepasuH): He Gonee 0,2% | npumeck — He o6HapyxeHo;
- BungarnuntuHa
EavHuyHas Hecneuudmumpyemas npumecs
- He Gonee 0,2% Cymma Bcex npumecein — mMeHee
Cymma Bcex npumeceii - He Gonee 0,8% 0,1%
OgHopogHOCTh
enuHuLY,
g | AO3MpoBanuA PacuyeTHo-MaccoBbI AV=1 7
Uniformity of dosage | AV < 15,0 :
units
-BungarnunTtuH
K H
o | e
7 Assay Ot 95,0% po 105,0% sungarnunTuHa oT 100,8%
B A — HOMWHanNbHOro coaepkaHnA
Mo 14 Tabnetok B Gnuctep MA/AN/MBX 1 Mo 14 Tabnetok B Grvcrep
antoMUHMEBOR onbru. NA/ANMBX v anloMUuHUEBOI
Mo 2 unu 4 Gniuctepa BMECTe € NUCTKOM- donbru.
Ynakoexka
8 Packing BKNaAbILLIEM B KAPTOHHYIO Nauky. Mo 2 6nucTepa BMECTe C FIMCTKOM-
[HonyckaeTtca Hanuuue KOHTponA BKMNazblLLieM B KAPTOHHOR nayke.
NEePBEUYHOrO BCKPLITUS HA KAapTOHHOW KoHTpOnb NepBUYHOro BCKPLITHS
nadke. Ha KapPTOHHOW Nayke NpUCYTCTBYET.
MNMepBUYHaA BHYTPEHHARA YyNaKoBKa MNepBUyHas BHYTpeHHAR
Ha 6nuctepe ykasbiBaeTcs: ynakoBka
1. ToproBoe HaumeHOBaHWe npenapara ¢ Ha 6nucrepe ykasaHo:
npegynpeauTenbHon MapkupoBKkoin ® 1. Toproeoe HaumeHoBaHue
2. MexpayHapoaHoe HenaTeHToBaHHOe npenapara ¢ npeaynpeanTensHoi
HanmeHoBaHue (Ay6nupyeTcs Ha mapkuposkoli ®
aHrnunCKoMm A3blke) 2. MexayHapoaHoe
3. JloroTun gepxatens perucTpaLMoOHHOTO | HENaTeHTOBaHHOE HaNMEHOBaHe
YAOCTOBEPEHUs (Ha aHrMIACKOM A3blke) (AyBnupyeTcs Ha aHrnniAcKom
4. lekapcTeeHHan copma A3bike)
9 MapkupoBka 5. [loanpoeka 3. NNorotun pepxarens
Labelling 6. Homep cepuu pPerucTpaUnoHHOro yA0CTOBEPEHUS
7. Oata ncteveHns cpoka rogHocTu (8 (Ha aHrnuiickom a3sbike)
dopmare: rofeH fo...) 4. lNekapcTeeHHas copma
8. lata npowsBopacTea 5. [losnpoBka
9. [lonyckaeTcsa HaHeCEeHUE BHYTPEHHUX 6. Homep cepun
YNaKoBOYHbIX KOAOB KoMnaHun. B cnyvae 7. [aTta ucreyeHus cpoka roaqHocTu
npownssoAcTea Ha nnowaake 000 (B chopmare: rogeH go...)
«Hosaptuc Heea» Ha 6nucTtepe ykaseiBaloT | 8. [lata Npou3BOACTBa He yKkasaHa
TOMbKO NepemMerHble AaHHble 6e3 ykasaHua | 9.BHyTpeHHMe ynakoBoYHbIE KoAb!
npedrKCoB HOMEepa Cepun 1 AaThl KOMNaHWW OTCYTCTBYIOT.
OKOHYaHWA CpOKa rogHOCTH.
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Quality Control
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Certificate number Version
Ne lNMokasarens* MeTtog ucneitanuii / TpeGoBaHue PesynbTar
Parameters Analytical method / Requirement Result

[HaTta npon3soAcTBa He yKa3bIBaeTCH. Ha 6nucrepe ana Homepa cepum n
BropuyHas ynakoBKa (KapTOHHaA Nayvka) | SaTbl OKOHYAHWA CPOKA rOAHOCTM
Ha kapToHHOI nayke ykasbiBaeTcs: yKasaHbl TONbKO NnepemMeHHble
1. Toproeoe HaumeHoBaHWe npenapara ¢ AaHHble 6e3 ykasaHus NpeduKcos.
npeaynpeauTensHon MmapKkuposkon ® [Larta npoussoacTBa He yKasaHa.
2. MexpayHapogHoe HenaTteHToBaHHOE BropuyHas ynakoBka (kapToHHas
HanmeHoBaHue (ay6nupyetcs Ha nayvka)
aHrnuicKoM A3bIke) Ha KapTOHHOA Nayke yKkasaHo:
3. lNlorotnn pepxatens perncTpauuoHHoro | 1. ToproBoe HavMeHoBaHue
yOoCTOBEepeHUs (Ha aHrMUACKOM A3bIKE) npenapara ¢ npeaynpeauTensHoi
4. HaumeHoBaHue aepxarens MapK1poBKoin ®
pPerncTpaumuoHHoro yAoCTOBEPEHNS 1 2. MexgyHapogHoe
NPoON3BOAUTENSA NEKaPCTBEHHOI HenaTeHToOBaHHOE HauMeHoBaHMme
npenapara (BbiNyCKaloLWMiA KOHTPOMb (AybnupyeTca Ha anrnuiickom
KavecTBa) A3blKe)
5. Aopec (cTpaHa) gepxarens 3. llorotun pepxarens
perucTpaLmoHHoOro yaoCTOBEpEHUs 1 perncTpaLmnoHHOro yaoCToBEPEHNA
Npou3BOAUTENS NEKAPCTBEHHOrO (Ha aHrnuircKom A3bike)
npenapara (BbinycKaloLwmnii KOHTPOMb 4. HaumeHoBaHue gepxaTens
KayecTsa) perucTpaLnoHHoro yaAocToBepeHus
6. NlekapcTBeHHas hopma v Npou3BOANTENA NEeKapcTBEHHOrO
7. [losupoBka npenapara (BbinycKaoLmia
8. KonunuecTBo nekapcTBeHHOro npenapaTa | KOHTPOIb KayecTsa)
B YNaKoBKe 5. Agpec (cTpaHa) gepxarens
9. HanmeHoBaHue 1 cofepxaHue perncTpaunoHHOro yAoCToBEPEHNS
AencTByIoLLero BeLecTsa ¥ NPON3BOANTENS NEKAPCTBEHHOIO
10. YkazaHne o cogepKaHun nakrossl npenapara (BbInycKaroLwnii
6e3BoAHOII B Ka4ecTBe BCNOMOraTenbHoro | KOHTPONb kayecTsa)
BelliecTBa 1 ee konuyectee B 1 TabneTke 6. lNlexapctBeHHas thopma
11. YcnoBusi xpaHeHus 7. [loanpoeka
12. MNyTb BBEAEHUS 8. KonuyecTtso nekapcTeeHHoro
13. Ycnosua otnycka npenapara B ynakoske
14. MNpeaynpeauTenbHble Hagnucu: 9. HaumeHoBaHwe 1 cogepikaHue
«lMoapobHble ykasaHWs No NpUMEHEHNID JAenicTeyloLlero BelecTsa
npuBeaeHbl B NACTKe-BKNaabilley, 10. YkasaHue o cogepxaHum
«XpaHWTb B HEAOCTYNHOM 4NN AeTeil nakTo3bl Oe3BogHON B KavecTse
mecTen» BCMOMOraTenbHOro BELLEecTBa U ee
15. Homep cepum Konu4yectee B 1 Tabnetke
16. lata nponssoacTea 11. YcnoBus xpaHeHus
17. [JaTa ncre4yeHus cpok rogHocTin (B 12. MyTb BBEAEGHUS
dopmare: roaeH ao...) 13. Ycnosua otnycka
18. Wtpux-kon 14. MpeaynpeguTenbHble Haanucy:
19. onyckaeTcs HaHeceHUe BHYTPEHHNX «[ogpobHele ykaszaHus no
ynakoBOYHbIX KOAOB NPUMEHEHWUIO NPUBEAEHbI B NNCTKE-
20. [lononHutensHo MoryT GbITe HAaHECEH! | BKNaAbILLEY, «XpaHuTb B
cpeacTsa uaeHTUMUKaLKU ans HELOCTYMHOM ANA AeTeil MecTe»
MOHWUTOPUWHra ABWKEHUA NEKAPCTBEHHbIX 15. Homep cepun
npenaparoe oT NPoOM3BOAUTENS A0 16. Oara npowssoacTea
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Parameters Analytical method / Requirement Result
KOHeuHoro notpebutens (HaHeceHue 17. [aTa ucTeyeHns Cpok rogHoOCTH
BO3MOXHO C MCNOMb30BaHWEM CTUKepa). (B chopmare: rogeH go...)

18. LWTpmx-kog

19. HaHeceHb! BHYTpeHHWE
YyNaKoBOYHbIE KOABI.

20. [lononHWTensHO HaHeceHs!
cpeacTea uaeHTuukauum ana
MOHWUTOPWHra ABWKEHNA
nNekapcTBeHHbIX NpenapaTos oT
npoussoanTEns A0 KOHEYHOro
notpeburens (6e3 ucnons3osaHuUs
CTUKepa).

10 XpaHeHue

Storage B opuruHansHoit ynakoske npu Temnepatype He sbiwe 30°C.

Cpok rogHocTH
(MepuoguyHocTL
11 | koHTpon~A) 3 rona 30.09.2028
Shelf life

requency of control)

* - Mokaszatent «MukpOBGUONOruYEcKkas UMCTOTa» He ABNAETCH PYTUHHBIM METOAOM aHan!3a 1 MOXeT OTCYTCTBOBATL B
nacnopTe KOMNaHwnu.

3. 3AKNMHOYEHME
CONCLUSION

TNekapcTtBeHHbIn npenapat Fansyc® Tabnetku 50 mr Ne 28, Homep cepuu PV99511025 cooTBeTcTByeT ;
TpeBoBaH1sM HopmMaTUBHON AokymMeHTaumm JTM-Ne(000761)-(PT-RU)-240424 [ ana@«!@ﬁaﬁg |, 5%wr Mogynb | 7 /
Mapkuposka J1M-Ne(000761)-(Pr-RU)-200723. ,/> s N /
CrapwwiA  cneuwanuct  no
yreepaun | . ro0ni0 kavectsa Anekcees B.O. | o\
Approved by A - ———
, | Novartis neva LLC |3
DomiHocTe (Position) @O (Full name) [&r (Dgte) | o a0
\ plons
Version Description of change
(Bepcus) (OnucaHue nameHeHuin)
1.0 Hoeblin nacnopt
2.0 McnpasneHa owmbka B pasmMepe cepui.
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