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JlMueH3us Ha ocyllecTBNEHWE NPOM3BOACTRA NEKapCTBEHHLIX cpeacTs Ne00153-NC

Version: 2.0, CURRENT

AHanNUTUYECKUi NacnopT Ha roTORYIO NPOAYKUMIO
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Poccus, Cankr-Tletepbypr,
[Hopora B KameHky, A.40, kopn. 3, nutepa A
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novartis.neva@novartis.com

KoHTtpons kavectea

Quality Control
Homep nacnopra: 774 Bepcus:2.0
Certificate number 4-774-0925 Version
1. OBWASA UH®OPMALIUA
GENERAL INFORMATION
HaumeHoBahue npopykuum: raneyc® Ttabnetku 50 mr Ne 28

Product Name

npoaepeﬂo Ha COOTBEeTCTBUE C:

Checked against

Cneundukaums kayectsa Ha Maneyc®,
SPEC_FDF 00102805, sepcusa 13.0

JMN-Ne(000761)-(PIr-RU)-240424 Mansyc® tabnetkn 50 mr Moaynb
Mapkuposxka JM-Ne(000761)-(PT-RU)-200723

Tabnetkn 50 mr Ne28, Ne56

BHyTpeHHUA Kog Homep cepun
HepactpacoBaHHOW Npoaykuun: | 42027188 HepacthacoBaHHoOW npogykuuy PT6877
Product Code Bulk Batch Number Bulk
BHyTpeHHWIA Kog ynakoBaHHOW Homep cepum ynakoBaHHOW
npoayKuum: 44068548 npoayKuuu: PU15510925
Product Code FDF Batch Number FDF
aTta npousBopcTBa:
ﬂanufactgrfng .'.'Jfan‘e{:ll 04.09.2025
2 Pasmep cepuu 3a BblYeTOM
e 30 173 yn npo6: 30 159 yn
Batch size without samples
2. NONYYEHHBLIE PE3YNbTAThI
TEST RESULTS
Ne Mokazarenb* MeTtog ucnbitaHui / TpebGoBaHue Peaynbrar
Parameters Analytical method / Requirement Result
BuayanbHblii benoro uBeTa Kpyrnbie rnagkue
OTr 6Genoro [0 CBETNO-XKENTOro LUseTa | TabneTkn Co CKOLWEHHLIMK KpasmMu,
1 Onucaue Kpyrnble rnagkue TabneTku co ckoweHHeiMK | ¢ rpaBupoBkoid «NVR» Ha ogHoii
Appearance Py L = PaRHp =
Kpasmun, ¢ rpasupoekoil «NVR» Ha oaHoi | ctopoHe u  «FB» Ha  pgpyroi
cTopoHe u «FB» Ha gpyroli CTOpoHe. CTOPOHeE.
B3XX. Bpems yaepxvBaHWR OCHOBHOMO
nuKa Ha Xxpomartorpamme WCMbITYEMOro
pacTeopa, NpUroToBNEHHOrO ans
KONMWYECTBEHHOrO OMNpeAeneHuns, [AOIMKHO
COOTBETCTBOBATL BpemeHn YyaepkusaHus | CooTBeTCTBYET
WaeHTndmkauvs nMKka Ha XpomarorpaMme CTaHAapTHOro
o | Identification pactBopa 1a. Ortnuyme BO BpemeHax
YOEPXKMBAHWA [OMKHO COCTaBNATL He
- BungarnunTux Gonee + 2,0%.
TCX. Ha xpomartorpamme WCMbITyeMOoro
pacTBOpa OCHOBHOE MATHO NO MONOKEHWIO,
oKkpacke " BenuynHe gomkHo | CooTeeTcTeyeT
COOTBETCTBOBATL MATHY HAa XpoMaTtorpammMe
CTaHAApTHOro pacreopa.
B3XX
3 | PacTeOpeHue He wmenee 80% (Q) eungarnuntuHa ot 100%
Dissolution HOMUHANLHOrO  cogepXaHws  JOIKHO
neperTi B pacteop 4yepes 30 MUHYT
4 Bopa MeTtoa K. duwepa, 2 5%
Water He Gonee 2,9 % ?
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Ne lNokasarens* MeTog ucneitanuii / TpeGoBaHue Pesynbrar
Parameters Analytical method / Requirement Result
B3KX 202-01 — meHee 0,1%:;
202-01 (amng): He Gonee 0,5% 209-01 — meHee 0,1%;
n 209-01 (UumKnuueckuin ammuamnH): 207-01 — He oBHapyxeHo;
pumMecu b
5 | Impurities He Gonee 0,2% EauHuyHas  Hecneuuduumpyemas
- ; 2% | npumech — He 0BHapyKeHo;
B S —— 207-01(aukeTonunepasunH): He Bonee 0,2% p
EanHnyHas Hecneundmumpyemas npumMech
- He Bonee 0,2% Cymma Bcex npumeceil — MeHee
Cymma Bcex npumecein - He Gonee 0,8% 0,1%
OpHopogHocTh
eauHuL
g | Ao3nposaHus PacyeTHo-MaccoBbI AV=2 3
Uniformity of dosage | AV < 15,0 !
units
-BungarnunTtuH
Kon:qecmeuuoe BIKX
7 zgga;leneuue Ot 95,0% ao 105,0% BungarnunTiiHa oT 100,8%
» BHﬂJ.]aFﬂHI'ITII‘IH HOMWHanNbLHOro cogepaHva
Mo 14 Tabnetok B 6Gnuctep MNA/AN/MBX w Mo 14 Tabnetok B 6nucTep
anoM1HMEeBOR donbru. MA/AN/MBX 1 anloMUHVIEBOWA
Mo 2 unw 4 Bnuctepa BMeCTe C NACTKOM- chonbru.
YnakoBka
8 Packing BKMNaAbILIEM B KAPTOHHYIO Nauky. Mo 2 6nuctepa BMecTe ¢ NUCTKOM-
[HonyckaeTca Hanu4ne KOHTpons BKNAAbILLEM B KAPTOHHOW Nadke.
MNepBUYHOro BCKPLITUA HA KAPTOHHOM KoHTponb NeEpBUYHOrO BCKPLITWA
navxe. Ha KapTOHHOV Nayke NPUCYTCTBYET.
MNepBu4Han BHYTPEHHASA YNaKkoBKa MNepBuyHas BHYTpPeHHAA
Ha 6nuctepe ykasbiBaeTcs: ynaxkoBka
1. ToproBoe HauMeHoBaHue Npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeanuTensHoi Mapkuposkoi ® 1. ToproBoe HaumeHoBaHue
2. MexayHapoaHoe HenaTeHTOBaHHoe npenapara ¢ npeaynpeauTenbHO
HaumeHoBaHue (aybnupyeTtcs Ha Mapkuposkoi ®
aHrMNIACKOM A3bIKE) 2. MexayHapoaHoe
3. JloroTun gepxarens permcTpaumoHHOro | HenaTeHToBaHHOe HauMeHoBaHUe
yA0CTOBEPEHWS (HA aHrMUIACKOM A3LIKE) (ny6nupyeTca Ha aHrNMIACKOM
4. llekapcTBeHHas cdhopma A3blke)
9 MapkupoBka 5. floanpoeka 3. Norotun gepxarens
Labelling 6. Homep cepum perucTpaLumoHHOro yao0cToBEpeHns
7. [lata ucteyeHusi cpoka rogHocTu (B (Ha aHrnUnCKoM A3bIKe)
cdropmare: rogeH go...) 4. NekapcTeeHHas dopma
8. [lata npowsBoacTea 5. [loanpoBka
9. [lonyckaeTcs HaHeceHWe BHYTPEHHUX 6. Homep cepuu
YNaKoBOYHbIX KOAOB KoMnaHuu. B cnyvae 7. [laTta ucreveHus cpoka rogHoCTU
npou3soAcTea Ha nnowaake OO0 (B thopmarte: roaeH go...)
«HosapTuc Hesa» Ha 6nucTepe ykasbiaoT | 8. [Jata nponsBoACTBa HE ykasaHa
TOnNbKO NepemeHHble AaHHble 6e3 ykasaHua | 9.BHyTpeHHWe ynakoBouHble Koabl
npedunKkcoB HOMepa cepui  AaTtbl KOMMNaHW1 OTCYTCTBYIOT.
OKOHYaHWR CpoKa rogHOCTU.
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5 Parameters Analytical method / Requirement Result

Harta npou3BoACTBa HE YKa3blBaeTCs.
BropuyHana ynakoBka (kapToHHas nayka)
Ha KapToHHOIA Nayke yKasblBaeTcs:

1. Toproeoe HaumeHoBaHWe npenaparta ¢
npeaynpeanTensHol MapKkupoBKoin ®

2. MexxgyHapoaHoe HenaTeHToBaHHOe
HaumeHoBaHwe (aybnupyetcs Ha
aHITUACKOM A3bIKE)

3. lloroTun Aepxartens perncTpaunoHHoro
YAOCTOBEPEHUA (Ha aHTMWIACKOM S3blke)

4. HaumeHoBaHKue aepxarens
perucTpauuoHHOro yaA0CTOBEPEHNS 1
nNpou3BoAUTENS NeKapCTBEHHOr
npenapara (BbINyCcKaoLWiA KOHTPOmb
KayecTBa)

5. Agpec (cTpaHa) aepxarens
perncTpaLuoHHOro yaocToBepeHus
NpPoW3BOAWNTENSA NEeKapCTBEHHOMO
npenapara (BbiNycKaloLWmii KOHTPOIb
KayecTBa)

6. JlekapcTeeHHas dopma

7. fosupoBska

8. KonnyecTBo nekapcTBEHHOro npenapara
B yNakoBke

9. HaumeHoBaHue 1 cogepXaHue
[AencTeyioLero BeLecTea

10. YkasaHue o cogepaHni Nakrosbl
6e3BoaHON B kayecTee BCMOMOraTensHoro
BelyecTBa u ee konuuyecTee B 1 Tabnetke
11. YcnoBusi xpaHeHns

12. MNMyTb BBEASHMSA

13. Ycnoeua otnycka

14. NpegynpeauTenbHble HAANWUCH:
«MoapobHbIe ykazaHWUs No NpUMEHeHNHo
npuBeAeHbl B NACTKE-BKNaapILLe»,
«XpaHuUTbL B HEAOCTYNHOM ANSA AeTen
mMecTe»

15. Homep cepum

16. flata npoussoacTea

17. faTa ucreveHus cpok rogHocTy (B
dopmate: rogeH go...)

18. Wrpux-kog

19. [lonycKkaeTcs HaHECEHUe BHYTPEHHUX
yNaKoBOYHbLIX KOAOB

20. JononHuTenbHO MoryT BbiTb HAHECEHbI
cpeAcTBa naeHTUdMKaumm ans
MOHWUTOPUHIa ABWKEHUS NEKAPCTBEHHbIX
npenapaTos OT Npou3BOAWNTENS A0

Ha 6nuctepe ans Homepa cepum 1
AaTbl OKOHYaHWUA CpoKa roAHOCTK
yKasaHbl TONbKO NepeMeHHbIe
laHHble 6e3 ykasaHua npeguKcos.
Hata npownssofcTBa He ykasaHa.
BropuyHas ynakoBka (KapTOHHas
nauka)

Ha KapToHHOW Nayke yKasaHo:

1. ToproBoe HavMeHoBaHWe
npenapara c npegynpeauTensHoi
MapKupoBskoi ®

2. MexayHapoaHoe
HenaTeHToBaHHOE HauMeHOoBaHWe
(AyBnupyeTcs Ha aHrMIACKOM
a3bIKe)

3. llorotun aepxarens
perucTpauuoHHoro yAocToBepeHUs
(Ha aHrNUIACKoM A3blKe)

4. HanmeHoBaHue pepxartens
per1ucTpaLnoHHOro y0CTOBEpPEHUS
W NPOM3BOAUTENA NeKapCTBEHHOIO
npenapara (BbinyckaoLwmii
KOHTpOnb KayecTsa)

5. Agpec (cTpaHa) aepxarens
perncTpaumuoHHOro YAoCTOBEPEHNS
1 NPOU3BOANTENS NEKApCTBEHHOro
npenapara (Bbinyckalowuin
KOHTpOnb KavecTea)

6. llekapcTBeHHas hopma

7. doanpoBka

8. Konn4ecTBo NeKapcTBEHHOIO
npenaparta B ynakoske

9. HaumeHoBaHVe 1 cogepxaHue
JeicTeylollero BeLlecTsa

10. YkasaHue o cogepxaHum
nakTo3bl 6e3s04HON B KaYecTBe
BCNoMoraTensHOro BeLlecTsa 1 ee
konuuecTse B 1 TabneTtke

11. Ycnosusa xpaHeHuns

12. lNyTb BBEOEHWSA

13. Ycnoeusa otnycka

14. MNpeaynpeauTenbHble HaaNWUCK:
«MoapobHbie ykazaHma no
NPUMEHEHUIO NPUBEAEHBI B NICTKE-
BKNafbilLe», «XpaHuThL B
HEeOOoCTYNHOM ANA AETER MecTe»
15. Homep cepum

16. [aTta nponsBoacTea
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KOHeYyHoro notpeburens (HaHeceHue 17. [Jata ncte4yeHmns cpok rogHocTn
BO3MOXHO C UCNONb30BaHUEM CTUKepa). (B dpopmarte: rogeH go...)
18. Wrpux-kog
19. HaHeceHb! BHYyTpeHHNE
yNakoBOYHbIE KOAbI.
20. lononHUTensHO HaHECEeH,!
cpeAcTBa ngeHTudukalumm ans
MOHUTOPWHIa ABWKEHUA
neKapcTBEHHbIX NpenapaToB oT
npou3BoavTens Ao KOHeYHOro
notpebutens (6ea ucnons3oBaHuA
cTuKepa).
10 gfoam'j;:"e B opuruHansHoii ynakoske npu Temneparype He Bbiwe 30°C.
Cpok rogHocTH
(MepuoguyHOCTL
11 | koHTpons) 3 ropa 31.08.2028
Shelf life
requency of control)

* - MNokasatene «Mukpobuonoruyeckan YnMCToTa» He ABNAETCA PYTUHHLIM METOAOM aHanM3a u MoXeT OTCYTCTBOBaTL B
nacnopTe KoMnaHwuu.

3. 3AKIIOYEHUE
CONCLUSION

NekapcTeeHHblii npenapar ansyc® Tabnetkn 50 mr Ne 28, Homep cepumn PU15510925 cooTeeTcTayeT
TpeboBaHuam HopmaTtueHo aokymeHTaLun JM-Ne(000761)-(Pr-RU)-240424 Maneyc® Tabnetku 50 mr Mo,qyn/s/

Mapkuposka J1M-Ne(000761)-(PI-RU)-200723.

vr Crapwwii  cneuuManuctT o
BEPAMN | ourhonio kauecTsa AnekceeBB.0. | 20 9 2025
Approved by
HomkHocTe (Position) DA (Full name) fara (Date) |
J
Version Description of change (
(Bepcus) (Onucaxune n3mMeHeHWiA) i
1.0 Hosblin nacnopt
2.0 CroppeKkTupoBaH pasMep Cepwu cornacHo akty 4-774-0925 1,
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