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AHanMTUYECKWi NAacnopT Ha roTOBYIO NPOAYKLUIO

JlnueHansa Ha ocyllecTeneHre NPoM3BOACTEa NekapcTBeHHbLIX cpeacTs NeD0153-NC

000 "Hoeaptuc Heea"
Poccun, Cankr-Metepbypr,
[opora B KameHky, 1.40, kopn. 3, nutepa A

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

KoHTporb kavecTea
Quality Control

Homep nacnopra:
Certificate number

4-888-1025

Bepcus:1.0
Version

1. OBLUAA HHOOPMALINA
GENERAL INFORMATION

HaunmeHoBaHue npogyxkunn:
Product Name

[aneyc® Tabnetkn 50 mr Ne 28

I'Ipoaepeuo Ha COOTBETCTEBME C:

Checked against

NM-Ne(000761)-(PI-RU)-240424 T'ansyc® Tabnetku 50 mr Mogyb

Mapkupoeka J1M-Ne(000761)-(Pr-RU)-200723

Cneundpukauwvs kavectsa Ha lansyc®, Tabnetkm 50 mr Ne28, Ne56

SPEC_FDF_00102805, sepcua 13.0

BHyTpeHHWi Kog Homep cepumn
HepacthacoBaHHOI npoaykuuu: | 42027188 HepacthacoBaHHOW npoaykumn PV1333
Product Code Bulk Batch Number Bulk
BHyTpeHHUIA KOO ynakoBaHHOW Homep cepumn ynakoBaHHOW
NpoayKUnK: 44068548 npoayKuMK: PV99471025
Product Code FDF Batch Number FDF
ara npousBopcTea:
ﬂanufactgrmg f'I)&!Ffll 10.10.2025
PasMmep cepun 3a BbIYEeTOM
Easmqp cepun: 35 046 yn npo6: Wi 35033 yn
atch Size ; ;
Batch size without samples
2. NONYYEHHLIE PE3YNbTATHI
TEST RESULTS
Ne lNokasarens* Mevop neneitanuii / TpebosaHue PeaynbTar
Parameters Analytical method / Requirement Result
BuasyansHblia benoro uBeTa kpyrnble rnapkue
o Ot ©Genoro pfo ceeTrno-xentoro LupeTa | TabneTkn co CKOLUEHHBIMU KpasmMy,
1 K Kpyrnble rnaakue TabneTku co ckowweHHbIMK | ¢ rpaBupoBkod «NVR» Ha ofHoi
Appearance Py : ) pep PHOR
Kpasmn, c rpasmposkoin «NVR» Ha ogHol | cTopoHe K «FB» Ha Apyroi
cTopoHe 1 «FB» Ha apyroi cTopoHe. CTOpOHE.
B3XXX. Bpems yaepXuBaHus OCHOBHOrMO
nMKka Ha xpomarorpamme WCnbITyemoro
pacTtBopa, NPUroTOBMEHHOro ans
KONUYECTBEHHOTO OnpefeneHns, A0MKHO
COOTBETCTBOBATL BpeMeHu YyaepxusaHus | CooTBeTcTByeT
“ﬂeHT“(p“Kau“ﬂ nNMKa Ha Xpomartorpamme CTaHgapTHOro
o | Identification pacteopa 1a. Otnuune BO BpemeHax
YOepHKWBaHnA OOMKHO COCTaeBNATe He
- BunaarnunTuu Gonee + 2,0%.
TCX. Ha xpomatorpamMme WCMbITYEMOro
pacTeopa OCHOBHOE NATHO NO NONOMeHWHD,
oKpacke " BENUYMHE pomnxHo | CooTBeTcTByET
COOTBETCTBOBATHL MATHY HAa XpoMartorpamme
CTaHAapTHOro pacreopa.
B3XX
3 PaCTBDpeHHE He wmeHee 80% (Q) BUMNOarnMnNTHa oT 101%
Dissolution HOMWHaNbLHOro cofepxaHus  AOJMKHO
nepeiTtu B pacteop Yepes 30 MUHYT
4 Bopa MeTtog K. ®uwepa, 2 4%
Water He 6onee 2,9 % '
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NuueH3na Ha OCYLLECTBIEHWE MPOU3BOACTEA NEKAPCTBEHHLIX CPEACTE NeQ0153-1C
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Version: 2.0, CURRENT

AHanuTUYecKuin NAacnopT Ha roTOBYHO NPOAYKUKIO

000 "HoeapTtuc Hesa"
Poccus, Cankt-MNeTepbypr.
[opora B Kamexky, A.40, kopn. 3, nurepa A

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

KoHTponk kavyectsa

Quality Control
Homep nacnopra: 4-888-1025 Beppuaﬂ .0
Certificate number Version
Ne Mokasarenn* MeTtog ucnkiTaHui / TpeGoeaHue PeaynbTar
i Parameters Analytical method / Requirement Result
B3XKX 202-01 — menee 0,1%;
202-01 (amug): He Gonee 0,5% 209-01 — He oBHapyxeHo;
I1 209-01 (UMKNUYECKUA aMmnanH): 207-01 — He oBHapyxeHo;
pumMecHu g
5 | Impurities He Bonee 0,2% ‘ . EgvHuuHan  Hecneuuduumpyemas
Y —— 207-01(auketonunepaavt): He Gonee 0,2% | npymecs — He 0BHapyKeHO;
EanHuyHaa Hecneuwduumpyemas npumecs
- He Gonee 0,2% Cymma Bcex npumecenl — MeHee
Cymma Bcex npumeceit - He Gonee 0,8% 0,1%
OpHoOpoaHOCTL
eauHuL,
g | Aosuposanms PacuyeTHO-MacCcoBbIi AV=2 2
Uniformity of dosage | AV = 15,0 !
units
-BungarnuntuH
yecTB
Koo > | £k
7 Assay Ot 95,0% ac 105,0% sungarnunTuHa ot 99,6%
A HOMMHaMNbLHOrO CoAepPXKaHna
Mo 14 TabneTok B 6nuctep NMA/AN/MBX v Mo 14 Tabnetok B 6nncTep
anmnoMuHneBon ponbri. NA/ANITIBX 1 antoMUH1EBORA
y Mo 2 unu 4 6nucTepa BMeCTe C NNCTKOM- onbru.
naxkoBKa
8 Packing BKNagplllem B KAPTOHHYIO Madky. Mo 2 6nucrepa BMecTe C NNCTKOM-
[lonyckaeTcsa Hanvuue KOHTpons BKNaAbILLIEM B KAPTOHHOWM NadKe.
NepBNYHOrO BCKPLITWS HAa KapTOHHOM KoHTponb NepeUYHOTO BCKPLITAA
navke. Ha KapTOHHOW Nayke NpUCyTCTBYET.
MepBUYHAA BHYTPEHHARA YNakoBKa MepBrYHaA BHYTPEHHAS
Ha 6nuctepe ykasbiBaeTca: ynakoBka
1. ToproBoe HaumeHoBaHWe nNpenapara ¢ Ha 6nvcrepe ykasaHo:
npeaynpeauTenbHOi MapKnposkoii ® 1. ToproBoe HanMeHoBaHne
2. MexpyHapoaHoe HenateHToBaHHoe npenapara ¢ npeaynpeanTensHomn
HaumMeHoBaHue (aybnupyeTca Ha MapKupoBkoii ®
AHrNUACKOM A3bIKE) 2. MexagyHapoaHoe
3. NloroTvn Aepxarens perncTpauMoHHOro | HeNnaTeHToBaHHOe HaMMeHOoBaHue
YZIOCTOBEPEHVS (Ha aHrIIMACKOM fA3blKe) (oybnupyeTca Ha aHrnNUIACKoM
4. lexapcTBeHHan dopma A3bIKE)
9 MapkupoBKka 5. Noaunposka 3. Norotun pepxarens
Labelling 6. Homep cepuu PerncTpaunoHHOro yaA0CTOBEPEHUA
7. laTa ucteveHuns cpoka rogHocTu (B (Ha aHrNUIACKOM A3biKe)
dropmarte: rogeH Jo...) 4. NNekapcTeeHHan dopma
8. laTa npoun3soAcTBa 5. JosnpoBka
9. [lonyckaeTca HaHeceHWe BHYTPEHHUX 6. Homep cepum
yNaKkoBOYHbIX KOAOB KomMnaHun. B cnyvae 7. QaTa ncre4veHus cpoka rogHoCTH
npoussoacTea Ha nnotagke OO0 (B hopmare: rogeH ao...)
«HosapTuc Hea» Ha 6nucTepe ykasbiBaioT | 8. [laTa nponssOACTBA He ykasaHa
TONBKO NepemMeHHble AaHHble 6e3 ykasanua | 9.BHyTpeHHue ynakoBOUHbIE KOAb
npeduKcoB HOMEpPa cepun 1 AaThbl KOMNaHWN OTCYTCTBYHOT.
OKOHYaHWA cpoka roHOCTH.
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NMuueHausa Ha ocywecTeNeHe NPOM3BO/ACTEa NexKapcTeeHHbIx cpeacts NeQ0153-11C
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Version: 2.0, CURRENT

AHanNUTUYeCKWA NAcnopT Ha rOTOBYIO NPOAYKUUIO

000 "Hosaptuc Hesa"
Poccus, Cankt-MNetepbypr,
[Nopora B KameHky, A.40, kopn. 3, nutepa A

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

KOHTpOJ’Ib KavecTea
Quality Control

Homep nacnopra: Bepcusa:1.0
Certificate nhumber 4:808-1020 Version
Ne Mokazatenn* Mevopn ucnuitanuii / Tpe6oraHue PesynbTat
2 Parameters Analytical method / Requirement Result

[Hata npou3BoACTBa HE YKa3blBaeTCA.
BropuyHana ynakoska (KapTOHHaA nayka)
Ha kapToHHOW nadke yKasblBaeTca:

1. Toproeoe HaumeHoBaHue npenapara c
npeaynpeauTensHon MapkupoBkoi ®

2. MexpyHapoaHoe HenaTteHToBaHHoe
HammeHoBaHue (aybnupyeTcs Ha
AHIMWIACKOM A3bIKE)

3. lloroTun pgepxatens perncTpaunoHHoro
YAOCTOBEpEeHUs (Ha aHrNUIACKOM A3bliKe)

4. HanmeHoBaHwe gepxarens
perncTpaunoHHOro yAoCTOBEPEHUS 1
npov3BoAUTENSA NeKapCTBEHHOro
npenapara (BbinyCcKaloLWWiA KOHTPOSb
KayecTea)

5. Agpec (cTpaHa) gepxarens
perncTpaLUnoHHOro yAOCTOBEPEHNA U
NPCoU3BOAUTENS NEKAPCTBEHHOIO
npenapara (BbinyckaroLwmnin KOHTPONb
Ka4ecTsa)

6. llekapcTeeHHan copma

7. Oosupoeka

8. KonunyecTBo nekapcTBeHHOro npenapara
B yNaKoBke

9. HanmeHoBaHue 1 cogepxaHme
OeACTBYIOLEro BelecTsa

10. YkasaHnue o coaepaHum naxkrosbl
6e3BogHOI B Ka4ecTBe BCNOMOraTensHoro
BelllecTBa W ee konuyecTee B 1 TabneTtke
11. YcnoBusi xpaHeHus

12. NyTL BBEAEHUSA

13. Ycnoeus oTnycka

14. MNpeaynpeguTensHble HAANUCK:
«[NoapobHble yKazaHWsA No NPUMEHEHWIO
npvBeAeHsb! B NUCTKe-BKNaAbILLEY,
«XpaHnTb B HEAOCTYNHOM ANS AeTeR
mecTe»

15. Homep cepumn

16. aTta npousesoAcTea

17. [aTa ucteyeHuns cpok rogHocTu (8
dopmare: rogeH ao...)

18. WTpmnx-Koa

19. JonyckaeTcs HaHeceHue BHYTPEHHUX
ynakoBOYHbIX KOAOB

20. JononHuTensHo MoryT ObiTb HAHECEHbI
cpeacTea uaeHTucbukaumum ana
MOHUTOPWHra ABWKEHNS NEeKapCTBEHHbIX
npenapaTos OT NPOU3BOAUTENS A0

Ha 6nucrepe ana Homepa cepuu v
Oatkl OKOHYaHWA cpoKa roAHoCTH
yKasaHbl TOMbKO NepeMeHHble
JAaHHbie 6e3 ykasaHus npedukcos.
[Hata npouseoAcTBa He yKasaHa.
BropuyHas ynakoBka (KapTOHHas
nadvka)

Ha KapTOHHOW NaYyke yKasaHo:

1. ToproBoe HaumeHoBaHue
npenapara ¢ npeaynpeauTensHon
MapK1UpoBKoi ®

2. MexayHapogHoe
HenaTeHToBaHHOe HauMeHoBaHKne
(aybnupyeTcs Ha aHrMUIACKOM
A3bIKE)

3. loroTun pepxatens
perucTpaunoHHOro yA0CTOBEPEHUSA
(Ha aHrNUACKOM A3blKe)

4. HanveHoBaHKWe gepxaTtens
perucTpaLmnoHHoro yaocToBepeHus
1 NPOM3BOAUTENSA NEKAPCTBEHHOIO
npenapara (BbinycKaroLuiA
KOHTpONb Ka4ecTsa)

5. Appec (cTpaHa) aepxarens
perucTpaLyoHHOro yA0CTOBEPEHNS
W NPON3BOANTENA NEKAPCTBEHHOIO
npenapaTa (BbinycKaloLLWii
KOHTPONb KayecTsa)

6. JlekapcTBeHHan opma

7. Noavnposka

8. KonwnuyecTteo nekapcTBeHHOro
npenapaTa B ynakoske

9. HaumeHoBaHWe W coepxaHne
AefCTBYIOLWEero sewecrsa

10. YkasaHue o cogepaHun
nakTossl 6e3BoAHON B KayecTBe
BCMNOMOraTensHoro BelecTsa 1 ee
konuyectee B 1 Tabnetke

11. Yenosua xpaHeHuA

12. MyTe BBEAEHUA

13. Ycnoeus oTnycka

14. MNpepynpeguTenbHble Hagnucu:
«MoapobHble ykazaHusa no
NPUMEHEHWIO NPUBEAEHbI B SINCTKE-
BKNagpiwe», «XpaHuTb B
HEOoCTYNHOM ANA AeTen mecTe»
15. Homep cepun

16. [lata npoussofacTea
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AHanUTUYECKMin NAacnopT Ha FOTORYO NPOAYKLWIO

000 "Hosaptuc Hesa"
Poccun, Cankr-Metepbypr,
Hopora B Kamenky, .40, kopn. 3, nutepa A
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KoHTponb kayectsa
Quality Control
Homep nacnopra: Bepcun:1.0
Cerﬁﬁcapz‘e numberp 4-888-1025 Vsrgfon
Ne MokaszaTenb* MeTtoa ucneitanuii / TpeGoBaHue Pesynbtar
Paramelers Analytical method / Requirement Result
KOHEe4Horo notpeburens (HaHeceHue 17. [lata ncredeHus cpok roAHoCTH
BO3MOXHO C MCMOSb3oBaHWEM CTUKepa). (B hopmare: rogeH Ao...)
18. WTpux-koa
19. HaHeceHbl BHYTPEHHWE
YNaKoBOYHbIE KOABI.
20. JononHWTeNbHO HaHeceHsb!
cpeacTBa uaeHTudMKaumm ans
MOHUTOPWHra ABWKEHWNA
NeKapcTBEHHbIX NpenaparTos OT
NPOV3BOAUTENS A0 KOHEYHOTO
notpebutens (6e3 ncnonb3oeaHnA
CTUKepa).
10 )S(Ea?r:;:“e B opuruHanbHo# ynakoeke npu Temnepatype He sbiwe 30°C.
Cpok rogHoCcTH
(MepuopnuHOCTL
11 | KOHTpONS) 3roga 30.09.2028
Shelf life
requency of control)

* - MNokaszaTtent «MukpobGuonoruyeckas YNCToTa» He ABNAETCA PYTUHHLIM METOAOM aHanuaa v MOXeT OTCYTCTBOBAaTL B
nacnopTe KomnaHuu.

3. 3AKIMKOYEHME
CONCLUSION

NekapcTBeHHbIN npenapat Mansyc® TabneTtku 50 mr Ne 28, Homep cepun PV99471025 COOTRETE
TpeGoBaHUAM HOpMaTMBHOR AoKyMeHTaLwvK JTTT- N0{000761) (Pr-RU)-240424 I'aru;sﬂ:@ FeOITETHI 50 /

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

y KoopauHaTtop cpurauko-
TBePAWT |, viyeckoit naBopaTopum Cnyuyatko O.C.
Approved by
5.\ OHTRONE aCTea
OonsnocTe (Position) ®WO (Full name) \\‘11.'\. il H;, YMENTOB | / ‘h// inature)
R o S :
Version Description of change =
(Bepcus) (OnucaHne nameHeHin)
1.0 Hosblih nacnopt
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