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AHanuTUYeCKMUi NAcnopT Ha FOTORYHO NPOAYKLMIO

TNuueHana Ha ocywecTBneHne NPoOU3BOACTRBA NEKAPCTBEHHLIX cpeacTs NeD0153-NC

000 "Hoeaptuc Hepa"
Poccus, Cankr-NetepBypr,
[opora B Kamerky, a.40, kopn. 3, nutepa A

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

KoHTponb kadectea
Quality Control

Homep nacnopra:
Certificate number

Bepcus:1.0
Version

4-698-0725

1. OBLUASA UHOPOPMALIWUA
GENERAL INFORMATION

HaumeHoBaHue npoaykumn:
Product Name

[anByc® Tabnetku 50 mr Ne 28

MpoBepeHo Ha COOTBETCTBME C:

Checked against

JIN-Ne(000761)-(Pr-RU)-240424 Mansyc® Tabnetkn 50 mr Mogynb
Mapkwuposka J1MN-Ne(000761)-(PIr-RU)-200723

Cneundukaums kavecTsa Ha Maneyc®, Tabnetkn 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcus 13.0

BHyTpeHHWi Kop Homep cepuu IJ
HepacdhacoBaHHoM npoaykuun: | 42027188 Hepacd)acoBaHHoM npoaykunu PS3635
Product Code Bulk Batch Number Bulk
BHyTpeHHUA koA ynaKkoBaHHOW Homep cepum ynakoBaHHOW
npoayKuuu: 44068548 npoayKumu: PS60810725
Product Code FDF Batch Number FDF
Ta NPOU3BOACTBA:
ﬂ:nufacfgrfng Datéq 29.07.2025
1 Paamep cepuu 3a BbIYETOM
Eadon s 35 147 yn npo6: 35134 yn
Batch size without samples ~
2. NONYYEHHBLIE PE3YNbLTATHI
TEST RESULTS
Ne MNokazarens* MeTtog ucneitanuii / TpeGoBanue Pesynbrar
3 Parameters Analytical method / Requirement Result
BuayanbHbii Benoro useTa kpyrnbie rnagkue
e T— Ot Genoro Q[Oo CBETNO-XENTOTO LBeTa | TabneTku CO CKOLLEHHBIMU Kpasimu,
1 Appearance Kpyrnble rnagkme TabneTky co CKOLLEHHbIMKM | C rpaBupoBkoit «NVR» Ha ogHon
Kpasamu, ¢ rpasuposkori «NVR» Ha ogHoii | cTopoHe u  «FB» Ha  Agpyroii
cTopoHe 1 «FB» Ha apyroi cTopoHe. CTOpOHE.
BOXX. Bpemsi yaepxvBaHWs OCHOBHOTO
nMKa Ha XxpomaTorpamMme UCMbITYeMoro
pacTeopa, MPUrOTOBIIEHHOTO ana
KONW4YEeCTBEHHOro oOnpeAeneHvs, AO0MKHO
COOTBETCTBOBaTbL BpemMeHW yaepxusavus | CooTBeTCTBYET
WaeHTUdMKaUMS nMKa Ha xpomartorpamme CTaHAapTHOro
> | Identification pactBopa 1a. Otnuume BO BpemeHax
YOEpXUBAHUA [OMKHO COCTaBMNATb He
= BnnﬂarnmnTnH bornee + 2,00/0.
TCX. Ha xpomartorpamme WCMbITYEeMOro
pacTeopa OCHOBHOE MATHO MO NOMOXEHWHD,
oKpacke " BENWYMUHE AomxHo | CooTBeTCTBYET
COOTBETCTBOBaTL NATHY Ha XpoMaTtorpamme
CTaHAapTHOro pacTeopa.
BOXKX
3 | PacTBopeHue He wmenee 80% (Q) sunparnunTuHa ot 99%
Dissolution HOMWHAINbHOMO  COAEpPXaHus  O0MKHO
nepentu B pacteop Yepes 30 MUHYT
4 Bopa MeToga K. duwepa, 2 6%
Water He Gonee 2,9 % '
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AHanuTU4YecKuUi NacnopT Ha FOTOBYIO NPOAYKUUIO

Iuuenaua Ha ocyllecTBNEeHe NPOM3BOACTRBA NEKAPCTBEHHLIX cpeacts Ne00153-NC

000 "HoeapTtuc Hepa"
Poccus, Caxkr-NeTtepbypr,
Hopora B Kametky, 4.40, kopn. 3, nutepa A

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

KoHTponb kayecTea

Quality Control
Homep nacnopra: Bepcua:1.0
Cerﬁﬁcapre numberp 4-698-0725 Vergfon
Ne MNMokasatens* MeTopn ucneitanuii / TpeGoraHue Pesynetar
Parameters Analytical method / Requirement Result
B3XX 202-01 — meHee 0,1%;
202-01 (amup): He Gonee 0,5% 209-01 — He obHapyxeHo;
0 209-01 (UMKNMYECKNIA aMUANH): 207-01 — He oBHapyxeHo;
pumMecu o
& | wnputios He 6onee 0,2% EauHMyHas Hecneundguumpyemas
P 207-01(aukeTonunepasuH): He Bonee 0,2% | npumech — He 0BHapyXeHo;
- BungarnuntuHa ; B Py !
EavHnyHas Hecneuuduuvpyemas npumecs
- He 6onee 0,2% Cymma Bcex npumecert — MeHee
Cymma Bcex npumeceli - He 6onee 0,8% 0,1%
OpHopoaHOCTL
enuHUL
g | Ao3upoBaHus PacyeTHO-MaccoBbIf AV=16
Uniformity of dosage | AV < 15,0 i
units
-BungarnunTuH
KonuyecreeHHoe
onpegeneHue SO,
7 Assay Ot 95,0% go 105,0% sunaarnuntuHa oT 101,1%
i i —— HOMMHaIIbHOro cCoaepKaHna
Mo 14 Tabnetok B 6nnctep NA/ANMBX u Mo 14 TabneTtok B 6Bnuctep
anoMuHneBoin donsru. MA/ANMBX u antomuHm1eBoi
y Mo 2 unu 4 6nuctepa BMecTe ¢ NNCTKOM- conbru.
nakoBKa
8 Packing BKMNagbIllLUeM B KapTOHHYIO Maudky. Mo 2 6ninctepa eMecTe C NMCTKOM-
[HonyckaeTca Hanuyme KoHTpons BKNaAbILLEM B KAPTOHHOWM Nauyke.
NepBUYHOrO BCKPbLITUA Ha KApTOHHOI KoHTponb Nepsu4YHOro BCKPLITHA
nadxe. Ha KapTOHHOM Nayke NpucyTCTBYET.
MepBHUYHanA BHYTPEHHSAA YNaKkoBKa MepBUYHaA BHYTPEHHARA
Ha Bnucrepe ykasbiBaeTca: ynakoBxa
1. Toprosoe HaumeHoBaHWe Npenaparta c Ha 6nuctepe ykasaHo:
npeaynpeauTensHon Mapkuposkoi ® 1. ToproBoe HavmeHoBaHue
2. MexpyHapoaHoe HenaTeHToBaHHOe npenapara ¢ npeaynpeanTenbHoi
HavMeHoBaHue (aybnupyeTtcs Ha MapK1poBkon ®
aHrNUIACKOM A3bIKe) 2. MexpayHapoaHoe
3. IloroTnn gepxarensa perucTpauMoHHOro | HenaTeHToBaHHOe HavMeHOoBaHue
yOOCTOBEPEHUSA (Ha aHrMUIACKOM A3LIKE) (nyBnmpyeTca Ha aHrMMIACKOM
4. lekapcTBeHHas dopma A3bIKE)
9 MapkupoBka 5. Noauposka 3. llorotun gepxatens
Labelling 6. Homep cepun perucTpaunoHHOro yaocToBepeHns
7. lata ncrteyeHws cpoka rogHocTu (B (Ha aHrAMnckom s3blKe)
dopmare: rogeH fo...) 4. JlekapcTeeHHan gopma
8. data npousBoacTea 5. [loavpoeka
9. [lonyckaeTcsl HAHECEHMWE BHYTPEHHUX 6. Homep cepun
YNaKoBOYHBIX KOAOB KOMNaHuW. B cnyyae 7. JaTta ucredeHus cpoka rogHoCTU
npowasoAcTea Ha nnowagake 000 (e chopmare: rogeH ao...)
«HosapTuc Hesa» Ha GnucTtepe ykasbiBatoT | 8. [lata npousBoACTBa He yKasaHa
TONBLKO NepemMeHHble AaHHble 6e3 ykasanus | 9.BHyTpeHHWe ynakoBouYHble Koabl
npecduKcoB HoOMepa cepun 1 AaThl KOMNaHWW OTCYTCTBYIOT.
OKOHYaHWS cpoka ro4HOCTU.
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JInueHsua Ha ocywecTBNeHne NPoU3BOACTBa NekapcTeeHHbIx cpeacTs Ne00153-NC
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AHanuTUYeCKMi NacnopT Ha roToBYIO NpoayKuuro

000 "HosapTtuc Hepa"
Poccua, Cadkr-Tetepbypr,
Hopora 8 Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTponk kadyectea

Quality Control
Homep nacnopra: Bepcus:1.0
Ceriificate number 4-698-0725 Version
Ne Mokasarens* MeTton ucniitanuii / TpeGoBatue Peaynbrar
Parameters Analytical method / Requirement Resuit

[aTa npousBoACTBa He YKa3bIBAETCA.
BropuyHas ynakoBka (KapToHHaA navka)
Ha kapToHHOW nayke ykasbiBaeTcs:

1. ToproeBoe HaumeHoBaHWe npenaparta ¢
npeaynpeguTensHoi Mapkuposkon ®

2. MexayHapogHoe HenaTeHToOBaHHoe
HauMmeHoBaHve (aybnupyercs Ha
aHrNUACKOM A3bIKE)

3. IloroTun gepxarens perucTpaLnoHHoro
YOOCTOBEPEHNA (Ha aHrNUACKOM A3bIKE)
4. HaumeHoBaHWe fepxartens
perucTpaLnoHHOro yA0CTOBEPEHUS U
Npou3BOAUTENS NEKaPCTBEHHOro
npenapara (BbINyCcKaloLWiA KOHTPOb
KayecTsa)

5. Agpec (cTpaHa) aepxarens
perucTpauvoHHOro YA0CTOBEPEHWA 1
NPOW3BOANTENS NEKapCTBEHHOro
npenapara (BbINyCKaoLWWIA KOHTPOrb
KavecTBa)

6. llekapcTBeHHas dopma

7. [loanposka

8. KonnuyecTBo nekapcTBEHHOro npenapara
B ynaKoBke

9. HanmeHoeaHue n cogepxaHue
feicTaylollero BeLlecTsa

10. YkasaHue o cogep)kaHum nakTosbl
6e3B0AHON B Ka4ecTBe BCNOMOraTensHoro
BeLecTsa u ee konunyecTse B 1 Tabnetke
11. Ycnosus xpaHeHWs

12. MyTb BBEOQEHWNA

13. Ycnosus otnycka

14. MNpeaynpeanTenbHbIE HAANUCHK:
«[ToapobHbIe yKkazaHWUsa No NpUMeHeHMo
npuBeaeHbl B NMUCTKe-BKNagbilue»,
«XpaHWTb B HEAOCTYNHOM 45 AETel
MecTe»

15. Homep cepum

16. Jata npomnssoacTea

17. JaTa ucteyeHust Cpok rogHoCTu (B
copmare: rogeH go...)

18. WTpmnx-kopm

19. [onyckaeTcst HaHeCeHWe BHYTPEHHUX
YNaKoBOYHbIX KOAOB

20. JononHUTENBEHO MOryT BbITh HAHECEHBI
cpencTea uaeHTuuKkaymm gns
MOHUTOPWHIa ABWKEHUS NEKAPCTBEHHbIX
npenaparos OT NPOWU3BOAMTENSA A0

Ha Bnuctepe gns Homepa cepun 1
AaTbl OKOHYaHWUS CPOKa roAHOCTH
yKa3aHbl TOMBKO NepemMeHHble
AaHHble Be3 ykazaHusa npedmKcoB.
[ata npouasoAcTBa HE ykasaHa.
BTopuuHas ynakoBka (KapToHHas
nayvka)

Ha kapToHHOI Nayke ykasaHo:

1. Toprosoe HaMmeHoBaHm1e
npenapara c npegynpeauTensHon
MapKupoBkoii ®

2. MexxayHapoaHoe
HenaTeHToBaHHOE HauMeHOBaHWe
(aybnupyeTcs Ha aHrMUACKOM
A3blke)

3. NNoroTnn aepxarens
perncTpauvoHHoOro yAocToBepeHus
(Ha aHrnUIACKOM A3bIKe)

4. HanmeHoeaHve aepxarens
PerncTpauuoHHOro yA0CTOBEPEHNS
W NPON3BOANTENSA NEKapCTBEHHOrO
npenapara (BkInycKaoLuia
KOHTpOnNbL kavyecTea)

5. Agpec (cTpaHa) nepxarens
perucTpaumnoHHOro yaocToBepeHns
1 NPOU3BOAWNTENSA NEKapCTBEHHOIo
npenapara (BbiNycKarLwuia
KOHTpONb Ka4ecTrea)

6. JlekapcTBeHHas copma

7. Doanpoeka

8. Konn4ecTeo nekapcTeeHHoro
npenapara B ynakoske

9. HanmeHoBaHue v coaepxaHume
AelicTeyloLero BeLlecTea

10. YkasaHue o cogepkaHum
naxktoabl 6e3B0HON B KaYecTBe
BCNoMOraTenbHoro BeLecTsa 1 ee
konudyecTse B 1 TabneTtke

11. Yenosus xpaHeHna

12. MNyTb BBEAEHUA

13. Ycnoeus oTnycka

14. MNpepynpeputenbHble Hagnuew:
«MoapobHble ykazaHusa no
NPUMEHEHUIO NPUBEAEHBI B NMCTKE-
BKNagbiwe», «XpaHuTb B
HEeAOoCTYNHOM ANR AeTel MecTe»
15. Homep cepum

16. ata nponssoacTea
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AHanuTUYecKnii NACNOPT Ha rOTOBYIO NPOAYKLMWIO

NMueH3nsa Ha ocyulecTBNEHUE NPOM3BOACTEA NeKkapcTBeHHbIX cpeacTs Ne00153-NC 000 "HosapTuc Hesa"
Poceua, Caxkr-Tetepbypr,
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KOHTpOJ'lb KavecTtea
Quality Control

gonpep nacnopra: 4-698-0725 Bepcusa:1.0
ertificate number Version
Ne MNokasarens* MeTtoa ucnbitanui / TpebopaHue PesynbTar
Parameters Analytical method / Requirement Result
KOHeYHoro notpeburens (HaHeceHue 17. [laTa ucte4eHNs CpoK rogHoCTK
BO3MOXHO C UCMOMb30BaHUEM CTUKEPA). (B dhopmaTe: rogeH fo...)

18. WTpux-kog

19. HaHeceHb! BHYTpeHHME
yNakoBO4YHbIE KOAbI.

20. JononHWUTENLHO HaHECEeHbI
cpeacTBa UAEHTUUKaUmUM ans
MOHWUTOPUHIa ABUKEHUS
NekapCcTBEHHBIX NpenapaTos oT
NPOM3BOAUTENSA 40 KOHEYHOTO
notpebutens (6e3 Ncnonb3oBaHNA
CTUKepa).

XpaHeHue

Storage B opuruHansHoi ynakoeke npu TemnepaType He Bbiwe 30°C.

10

Cpok rogHoCTH
(MepuognyHOCTL
11 | KOHTpoOnSA) 3 roga 30.06.2028
Shelf life

requency of control)

* - MNokasatens «MukpoBuonormyeckas YyucToTa» He ABNAETCA PYTUHHBIM METOA0M aHannaa n MOXeT OTCYTCTEOBATL B
nacnopte KoMnaHwu,

3. 3AKNKOYEHUE
CONCLUSION

NekapcTtBeHHbIN Npenapat ansyc® Tabnetkn 50 mr Ne 28, Homep cepun P860810?f5 cco‘]'nem'mye'r
TpeboBaHUAM HopMaTUBHOIA fokymeHTauun JTM-Ne(000761)-(Pr-RU)-240424 FgﬂByo@ TaﬁneTKM‘ 50 lﬁr Mogaynb
‘\

Mapkupoeka J1M-Ne(000761)-(P-RU)-200723. Vaf
K qJ /J -" Mvsey fou | \
oopanHaTo W3MKO- he | -
YTRepann xuMﬁHeCKoﬁ?'laGOPaTOpun Cryuarko O.C. | 75 - A Kolanilw r‘q“ 3 d(’” e
Approved by &
\ e
Oonwrocts (Position) DO (Full name) \.\_‘"lﬂ;‘:.l-:-ll"';‘.l‘ " ' _Plogn#ts (Signature)
Version Description of change
(Bepcwus) (OnucaHwe nameHeHWiA)
1.0 HoBbli nacnopT
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