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1. OBLLUASA UHOOPMALINA

GENERAL INFORMATION

HaumeHoeaHue npogyxuun:

Product Name

ansyc® Tabnetku 50 mr Ne 28

I'Ipoaepeﬂo Ha CooTBeTCTBME C.

Checked against

Crneundmkauma kadecTtsa Ha Maneyc®,
SPEC_FDF_00102805, sepcusa 13.0

JIM-Ne(000761)-(Pr-RU)-240424 Maneyc® Tabnetkn 50 mr Mogynb
Mapkupogka JTM-Ne(000761)-(Pr-RU)-200723

Tabnetkn 50 mr Ne28, Ne56

BHyTpeHHUIA Kog Homep cepuu
HepacdacoBaHHON npoaykuun: | 42027188 HepactpacoBaHHOM npogykuuu PV1334
Product Code Bulk Batch Number Bulk
BHyTpeHHUIA KOA YyNaKOBaHHOW Homep cepuu ynakoBaHHoOM
NpPoayKUNK: 44068548 NpoayKUuu: P\Vv99481025
Product Code FDF Batch Number FDF
ara npouMsBogcTea:
ﬂanufac!ﬂrmg Dzate‘-:|I 11.10.2025
; Paamep cepuu 3a Bbl4eTOM
LasMep cepmt: 34 837 yn npo6: 34 824 yn
Batch size without samples
2. NONYYEHHBLIE PE3YNbTATbI
TEST RESULTS
Ne Mokasarenb* MeTog ucneitanui / TpeGosanue Pesynbrar
Parameters Analytical method / Requirement Result
BuayanbHbii Benoro useta kpyrnblie rnagkue
o Ot 6enoro [o0 CBETMNO-KENTOro upeTa | TAbNeTkM CO CKOLUEHHLIMU KpasiMmu,
1 ipotikiai Kpyrnble rnagkue TabneTku co ckowweHHbIMU | ¢ rpaBupoBkoil «NVR» Ha ogHoi
Appearance Py A 5 o parsap sl
kpasimu, ¢ rpasupoBkoii «NVR» Ha ofgHol | ctopoHe u  «FB» Ha apyroi
cTopoHe U «FB» Ha ApYroi CTOpoHE. CTOpOHE.
BOXX. Bpema yaepXuBaHWA OCHOBHOIO
nMKa Ha xpomarorpaMmMe WCnbITYemoro
pacTeopa, NPUrOTOBNEHHOIO ans
KONUYECTBEHHOrO ONpefeneHus, AOIMKHO
COOTBETCTBOBATb BPeMeHW yaepxusaHus | CooTBeTCTBYET
WaexTudmkauus nMKa Ha XxpomaTtorpamme cTaHgapTHOro
o> | Identification pactBopa 1a. OTnuume BO BpeMeHax
yaepXweaHuAa  OOMKHO COCTaBnATb He
= BM!L!J,&FJTHI‘ITMH 50]166 i 2,0%.
TCX. Ha xpomarorpamme WCNbITYEMOro
pacTeopa OCHOBHOE NMATHO NO NONOMEHWID,
okpacke n BENMUYUHE pomkHo | CooTBeTcTBYET
COOTBETCTBOBATL NATHY Ha XpomaTorpamme
cTaHAapTHoro pacrsopa.
B3XX
3 | PacTBopenue He meHee 80% (Q) sungarnunTuHa oT 101%
Dissolution HOMWHANbLHOrO  COAEpPXaHus  AO0MKHO
nepewTi B pacteop Yyepes 30 MUHYT
4 Boga MeTtog K. ®uwepa, 2 4%
Water He 6onee 2,9 % '
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KoHTpone kavecTsa

Quality Control
Hoga_ep nacnopra: 4-889-1025 Beppuﬂ:1 .0
Certificate number Version
Ne lNMokazarens* Metog ucnbitaHuii | TpeboeaHue PeaynbTar
Parameters Analytical method / Requirement Result
B3OXX 202-01 — meHee 0,1%;
202-01 (amua): He Bonee 0,5% 209-01 — He oBHapyxeHo;
n 209-01 (UMKNMYECKUIA aMUOVH): 207-01 — He obHapyXeHo;
pumMecHu &
5 | hpuri He Bonee 0,2% EovHnyHaa  Hecneumduumpyemas
purities : 0 .
- BungarmunTiHa 207-01(avkeTonunepaswH): He Bonee 0,2% | npumeck — He oBHapYXeHo,
EavHu4Haa Hecneunduuvpyemas npumech
- He Bonee 0,2% Cymma BceEX npuMecen — MeHee
Cymma Bcex npumeceii - He bonee 0,8% 0,1%
OpHopogHOCTL
eauHuY
g | Ao3mpoBanms PacuyeTHo-MaccoBbliA AV=2 0
Uniformity of dosage | AV 15,0 ;
units
-BunparnuntuH
KonuyectBeHHoe BIKX
7 ggg:jf‘e"e”“e OT 95,0% o 105,0% BunaarnunTina ot | 100,0%
s — I?ommnanbnoro copepxaHus
Mo 14 Tabnetok B 6nuctep MA/AJITIBX n Mo 14 TabneTok B 6nucTep
anioMUHNEBOW honbru. MA/ANMBX v antoMuHueBon
Mo 2 nnun 4 6nncTepa BMECTE C JIMCTKOM- chonbrin.
YnakoBka
8 Packing BKNaAbILLEM B KAPTOHHYIO Nayky. Mo 2 6nucTepa BmecTe C MCTKOM-
Jonyckaercs Hann4yue KOHTpons BKNAAbILIEM B KAPTOHHOWN Nayke.
NepBUYHOro BCKPLITUA HA KapTOHHON KoHTponb nepBrMYHOrO BCKPLITUA
nayke. Ha KAapTOHHOMW Nayke NpucyTCTBYET.
MepBUYHaA BHYTPEHHANA YNaKOBKa MepBUYHan BHYTPEHHAS
Ha 6nucTtepe ykasbiBaeTcs: ynakoBKa
1. ToproBoe HauMmeHoBaHwe npenapara c Ha 6nucTepe ykasaHo:
npegynpeauTensHOi MapkupoBkon ® 1. ToproBoe HanmeHoBaHWe
2. MexayHapoHoe HenaTeHTOBaHHoe npenapara ¢ npeaynpeanTenbHon
HaumeHoBaHue (aybnupyeTcs Ha MapkupoBkon ®
aHrnuiAckoM A3blke) 2. MexpyHapoaHoe
3. lloroTun gepxartens perncTpauuoHHOro | HemaTeHToBaHHOE HaumMeHoBaHue
YLOCTOBEPEHUA (Ha aHrMWIACKOM A3LIKE) (ayBnupyeTcs Ha aHrUACKOM
4. NekapctBeHHan copma A3bIKe)
9 MapkupoBka 5. Josmposka 3. NloroTvn aepxaTens
Labelling 6. Homep cepuu pEerucTpaLoHHOro yA0CTOBEPEHNS
7. [aTta ncredeHnsa cpoka rogHocTw (B (Ha aHrnNMInCKOM A3bike)
dopmaTe: rogeH go...) 4. [lekapcTeeHHas opma
8. [aTta npowssoacTea 5. [loanpoeka
9. [lonycKkaeTcA HaHECEHWE BHYTPEHHWX 6. Homep cepun
ynakoBO4HbIX KOAOB KoMnaHun, B cnyyae 7. Oata ucteyeHns cpoka roaHocTH
npoussoAcTBa Ha nnowagke OO0 (B chopmarte: rogeH Ao...)
«HosapTturc Hesa» Ha 6nuctepe ykasbiBaloT | 8. [lata npoM3BoACTBa HE yka3aHa
TONbLKO NepemMeHHble AaHHble 6e3 ykazaHua | 8.BHyTpeHHUe ynakoBOYHbIE KOAbl
npecukcos HOMepa Cepun 1 Jathl KOMMaHWKN OTCYTCTBYIOT.
OKOHYaHWA CpoKa rofiHOCTH.
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KCIHT'pOJ'Ib KadecTsa :

Quality Control
Homep nacnopra: i Bepcus:1.0
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Ne Mokazarenn* MeTtog ucnbitabuii / TpeGoBaHue PeaynbTtar
Parameters Analytical method / Requirement Result

[aTa npon3BofCTBa HE YKa3blBaeTCA.
BropuyHas ynakoBKa (KapTOHHaA nayka)
Ha kapToHHOW Nayke yKkasblBaeTca.

1. Toprosoe HaMMeHoBaHWe npenapaTa ¢
npeaynpeauTenbHoi Mapkupoekon ®

2. MexpayHapoaHoe HenaTeHTOBaHHOe
HaumeHoBaHwe (aybnupyeTcs Ha
aHIMNIACKOM A3bIKE)

3. NoroTun gepxarens perucTpalnoHHoro
yAOCTOBEPEHUS (Ha aHITIMACKOM A3bIKe)

4. HanmeHoBaHue gepxarens
perucTpaLyMoHHOro yaoCcToBEpeHns 1
NpOV3BOANTENA NEKapCTBEHHOIO
npenapara (BbIMyCcKaloLWWiA KOHTPONb
KadecTsa)

5. Agpec (cTpaHa) gepxartens
perucTpaLuoHHOro yA0CTOBEPEHNS 1
NpPon3BOAUTENSA NEKapPCTBEHHOIO
npenapaTa (BbiNyCKaOLMA KOHTPOIb
KadyecTsa)

6. lekapcTBeHHasn dopma

7. [osupoBska

8. KonnyecTso nekapcTBeHHOro npenapara
B yNaKoBKe

9. HaumeHoBaHWe 1 copaepaHune
AEelCTBYIOLLEro BellecTea

10. YkazaHve o cogepXaHun nakrosbl
6e3B04HON B KAYECTBE BCMOMOraTenbLHOro
BellecTBa U ee KonudecTee B 1 TabneTke
11. YenoBua xpaHeHus

12. MyTb BBEAEHWA

13. Ycnosua oTnycka

14. MpenynpeauTenbHble Hagnmcu:
«MoapobHble yKazaHws No NPUMEHEHWIO
npvBeAeHbl B NACTKE-BKNaAbILLIEY,
«XpaHUTb B HEAOCTYNHOM ANs AeTen
mecTe»

15, Homep cepuu

16. [laTta nponseoacTea

17. [lata ncTeyeHus cpok roAHocTH (B
copmate: rogeH Jo...)

18. WTpwnx-koa

19. [onyckaeTcst HAHECeHWEe BHYTPEHHUX
YNaKoBOYHbIX KOA0B

20. JononHUTENbHO MOryT BbITh HAHECEHb!
cpeacTBa uaeHTUUKaUMmn 4ns
MOHUTOPWHTa ABWKEHNA NEKAPCTBEHHbIX
npenapaToB OT Npowu3BoaguTENa 40

Ha Bnuctepe Ans HoMepa cepun 1
[OaTbl OKOHYaHWA Cpoka roAHOCTI
yKasaHbl TOMBKO NepemMeHHble
AaHHble 6e3 ykasaHus npeduKcos.
[aTa npon3BoAcTBa He yKasaHa.
BropuuHas ynakoBka (kapToHHas
nadvka)

1. Toproeoe HavMMeHoBaHWe
npenapara ¢ npeaynpeauTenbHow
Mapkmposkoin ®

2. MexayHapogHoe
HenaTeHTOBaHHOE HaumeHoBaHme
(ayGnupyeTcsa Ha aHrnMiAcKom
A3bIKE)

3. NoroTun gepxarens
pEerucTpaunoHHoro yA0CcToBepeHns
(Ha aHrnMncKom A3bIKe)

4, HammeHoBaHue gepxarens
pervcTpaumoHHOro yaAoCTOBEpEHNS
1 NPOU3BOAMNTENS NEKAaPCTBEHHOrO
npenapara (BbinyckaroLuii
KOHTpONb KayecTsa)

5. Appec (cTpaHa) gepxarens
perncTpauMoHHOro yA0CTOBEPEHNUA
1 NpoOU3BOAUTENA NIEKapCTBEHHOIO
npenapaTta (BbinycKalowui
KOHTpOnb KayecTea)

6. NekapcTeeHHan copma

7. QosnpoBka

8. Konn4yecTBo NnekapcTBeHHOro
npenapara B ynakoBke

9. HanmeHoBaHuWe 1 cogepxaHue
AelcTeyloLLUero BellecTsa

10. YkazaHve o cogepKaHum
nakTo3bl 6e380AHON B KaYecTee
BCMNOMOraTenbHoro BeLecTsa 1 ee
konuyecTee B 1 TabneTke

11. YcnoBusa xpaHeHus

12. NyTb BBEACHUSA

13. Ycnosusa oTnycka

14. MpeaynpeavTenbHble Hagnweu:
«MNoapobHele ykazaHua no
NPMMEHEHMIO NpUBEAEHbI B NUCTKE-
BKNagbilwe», « XpaHuTb B
HeOoCTYMHOM ANs AETEN MecTe»
15. Homep cepuu

16. [lata npon3eoAcTEa

Page 3 of 4

Business Use Only - CONDOR




N () VARTI S Doc No.: Q(_)_C.OFAH(M 072576
Form to SOP-8013721 Version: 2.0, CURRENT
AHanuTUYeCKUil NacnopT Ha roTOBYIO NPOAYKLUMIO

NuueH3na Ha ocyulecTBNeHe NPOM3BOACTEA NEKapCTBEHHbIX cpeacTs Ne00153-NC 000 "HosapTtuc Hesa"
Poccus, Cankr-lNetepbypr,
[Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTpornb kauecTea

Quality Control
Homep nacnopra: Bepcus:1.0
CedfﬁcaFt'e numberp 4-889-1025 Vergfon
Ne Mokasarens* Metoa ucnwitanuit / TpeGoeaHue PesynbTtar
Parameters Analytical method / Requirement Result
KoHeyHoro noTpebuTens (HaHeceHue 17. lata ncTeyeHUss CPOK rogHOCTU
BO3MOXHO C UCMONb30BaHUEM CTUKEPA). (B dhopmare: rogeH fo...)
18. Wrpux-koa
19. HaHeceHb! BHYTpeHHUe
YNaKoBOYHbIE KOAbI.
20. lononH1TENbHO HaHEeCeHbI
cpeAcTBa naeHTUUKaLUmMmn ans
MOHWUTOPWHra ABVXEHUR
neKkapcTBEHHbIX NpenapaToB oT
NPOM3BOOMUTENS A0 KOHEUYHOTO
notpebutens (6e3 ncnonb3oeaHns
CTUKepa).
10 ég}i:;:"e B opurnHanbHon ynakoske npu TemnepaTtype He Boiwe 30°C.
Cpok rogHoCcTH
(MepuognyHOCTb
11 | KOHTpONSA) 3 ropa 30.09.2028
Shelf life
requency of control) o

* - Nokasartens «MHKPOﬁHOHOI‘H‘-IECKaﬂ YUCTOTa» HE ABMASTCA PYTUHHBIM METOAOM aHanu3a n MOXeT OTCYTCTBOBATL B
nacnopTe KoMnaHun.,

3. 3AKNKYEHUE
CONCLUSION

INekapcTBeHHbIA Npenapat Maneyc® TabneTtkn 50 mr Ne 28, Homep cepuu PVQQ481&§5@QIE€F€EB¥ET
TpeboBaHMAM HOpMaTMBHOIA AokymeHTaumm JM-Ne(000761)-(Pr-RU)-240424 Fanéy;;@"raﬁnerkwﬁo %\Monynb
4 \ \‘.\

/,

 Mapkupoeka J1M-Ne(000761)-(Pr-RU)-200723. [+ / NN
[f £ e - ) '
KoopauHaTtop huramko- | 3—— 'm—j-ef‘i“) J)
YTBEPAMN |\ nueckoin nabopaTopun Cnyuatko O.C. gbovarti e €gjerles
Approved by .\ Kosvponl csvecrss’ /8210
Domirocts (Position) DD (Full name) 1Y ¥ /n.‘,./ {Signature)
- 7
Version Description of change i
(Bepcusa) (OnucaHwe nsmeHeHun)
1.0 Hoeein nacnopt
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