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AHanuTU4YeCcKWUi NacnopT Ha roToBYIO NPOAYKLUIO

TNuuyexana Ha ocyllecTeneHne NPoM3BoACTBA NEKApPCTBEHHLIX cpeacTs Ne00153-/1C

000 "HoeapTuc Hesa"
Poccun, Cankr-lNMetepbypr,
[Hopora B KameHky, 1.40, kopn. 3, nutepa A

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

KoHTponb kauecTea
Quality Control

Homep nacnopra:
Certificate number

Bepcusi:1.0

4-966-1125 Versi
ersion

1. OBLWASA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHMe NpoayKLUN:
Product Name

Maneyc® Tabnetkun 50 mr Ne 28

MpoBepeHo Ha cOOTBETCTBME C:

Checked against

NN-Ne(000761)-(Pr-RU)-240424 raneyc® tabnetku 50 mr Moy nk
Mapkuposka J1M-Ne(000761)-(Pr-RU)-200723

Cneundmkauums kavectea Ha Maneyc®, TabneTtkn 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcus 13.0

BHYTpeHHWIi kog Homep cepun “I
HepacchacoBaHHoW npoaykumuu: | 42027188 HepacdacoBaHHoM npoaykuuu PT6877
Product Code Bulk Batch Number Bulk
BryTpeHHUIA Ko YNnakoBaHHOW Homep cepum ynakoBaHHOWM
npoayKumu: 44068548 npoAayKunn: PU78710925
Product Code FDF Batch Number FDF
Ta npousBoAcTBa:
ﬂ:nufactﬂring Dar:eq 04.09.2025
{ Pazmep cepuu 3a BbIYETOM
g:g:‘;fecep"“' 4 480 yn npo6: 4427 yn
Batch size without samples
2. NOJTYYEHHBIE PE3YNbTAThI
TEST RESULTS
Ne MNokazarenn* Meton ucneiranuii / TpeGoaHue PeaynbTar
Parameters Analytical method / Requirement Result
BuayanbHbii Benoro uBeTa Kpyrnble rnagkue
Ohnasse Ot 6Genoro A0 cBeTno-XenToro useTa | TAGNETKN CO CKOLUEHHBIMUA Kpasmu,
1 Appearance Kpyrnble rnagkme TabneTky co ckoleHHbIMK | ¢ rpaBupoBkoii «NVR» Ha ogHoi
kpasmu, ¢ rpasupoekon «NVR» Ha ogHoit | ctopoHe u  «FB» Ha  apyroi
cTopoHe u «FB» Ha apyroi cTopoHe, CTOPOHE.
B3XX. Bpemsi yaepxwBaHWs OCHOBHOrO
nMka Ha xpomarorpaMMme WCMbITYeMOro
pacTeopa, MPUroTOBNIEHHOMO ansa
KONMUYECTBEHHOrO OnpeaeneHus, HOIMKHO
COOTBETCTBOBaTL BpeMeHU yaepxusanus | CooTBeTcTBYET
WaeHTUDMKALUS nMKa Ha XpomarorpaMme CTaH4apTHOro
o | Identification pacteopa 1a. OTnuuMe BO BpemeHax
YOEPXKMBAHMA AOMKHO COCTaBNATb He
- BAngarnunTuH bonee + 2,0%.
TCX. Ha xpomarorpamme WCNbLITYEMOrO
pacTeopa OCHOBHOE MATHO MO MONOXEeHWo,
oKpacke " BENNYMHE AomkHo | CooTBeTcTBYET
COOTBETCTBOBATL NATHY HA XpomaTorpamme
CTaHAapTHOro pacTeopa.
BOXX
3 | PacTBopenue He wmenee 80% (Q) BunparnuntuHa oT 100%
Dissolution HOMWHANbHOrO  coAepXaHws  JOSDKHO
nepenTun B pacTeop Yepes 30 MUHYT
Bopa MeTtoa K. ®uwepa, o
4 Water He 6Gonee 2,9 % 22%
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BOXX 202-01 - 0,1%;
202-01 (amupa): He Bonee 0,5% 209-01 — meHee 0,1%;
Mpumeck 209-01 (UMKNUYECKMIA aMUANH): 207-01 — He oBHapyeHo,
5 | Impurities He bonee 0,2% EavHnyHas  Hecneuvdpuumpyemas

- BungarnuntuHa

207-01(auketonunepasuH): He 6onee 0,2%
EanHWyHan Hecneuvduumpyemas npumMech
- He Bonee 0,2%

Cymma Bcex npumeceli - He 6onee 0,8%

NpUMECH — He OBHapYXeHO;

Cymma scex npumeceii — 0,1%

OgHopoOHOCTL
equHUL
g | Ao3upoBaHus PacyeTHO-MaccoBbIi AV=2 3
Uniformity of dosage | AV < 15,0 !
units
-BungarnuntuH
ForsriocTaanios | o
7 Assay OT1 95,0% no 105,0% sungarnuntuHa oT 100,8%
_ BMDﬂaFﬂMI’ITHH HOMWHanNbLHOro cogepxaHna
$PEASC 2.16.6,2.16.7
Kateropusa 3A:
MukpoGuonoruyeck | oguee uncno a3po6GHLIX MUKPOOPraHW3MoB

g | as uucrota

- He 6bonee 10°KOEB 1T;

Menee 50 KOE B 1 T;

Microbiological Oblee UMCNO JPONOKEBLIX W MNECHEBbIX

purity rpu6os - He Gonee 102 KOE B 11; MeHee 10 KOEB 1T;
Ortcytcteue EscherichiacoliB 11 OTtcytctBMeB 1r
Mo 14 Tabnetok B 6nuctep NA/AN/MNBX n Mo 14 Tabnetok B GnucTep
anoMUHMEBOR honbri. MA/AITMBX 1 antoMUuHWeBOI

y Mo 2 unn 4 6nucTepa BMecTe C NUCTKOM- cdonbrun.

9 nakoBKa Mo 2 6
Packing BKMNaAbILLEM B KAPTOHHYIO NauKy. o 2 6nucTepa BMECTE € NTIUCTKOM-

,uOI'IYCKaeTCF! Hanu4yue KOHTpONnA
NepBUYHOTO BCKPLITUA Ha KapTOHHOW
nadxe.

BKNaAbilLemM B KAPTOHHOMN Nayke.
KOHTPOsb NEpBUYHOrO BCKPBITYSA
Ha KapTOHHOM MayKe NpUCYTCTBYET.

10 MapxvpoBka
Labelling

MNepBuyHan BHYTPeHHAS ynakoBKa

Ha 6nucTepe ykasbiBaeTcs:

1. Toproeoe HauMeHoBaHWe npenapara ¢
npeaynpeavTensHoi MapkMposkon ®

2. MexxgyHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHue (aybnupyeTca Ha
aHIMWIACKOM f3bIKE)

3. NoroTun gepxarens perncTpaumoHHoOro
YOOCTOBEPEHNA (Ha aHFMMIACKOM A3bIKE)
4. lexapcTBeHHas opma

5. osuposka

6. Homep cepun

7. data ncteueHus cpoka rogHocTu (B
thopmaTe: roaeH go...)

8. [lata nponssoacTea

MNepBu4Han BHYTPeHHANA
ynakoBKa

Ha 6nucrepe ykasaHo:

1. ToproBoe HaumeHoBaHue
npenapara ¢ npegynpeauTensHoi
Mapkuposkoih ®

2. MexxayHapoaHoe
HenareHToBaHHOE HauMeHoBaHne
(ayBnupyeTtcs Ha aHrnuiAcKom
a3blke)

3. Norotun gepxarens
pervcTpaLuoHHOro yAoCToBEpeHus
(Ha aHrnNMACKOM A3bIKE)

4. NlexapcTBEHHan chopma

5. Jo3svpoBka
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9. [lonyckaeTcs HAHeCeHWe BHYTPEHHUX
YNakoBOYHbIX KOAOB KoMMaHun. B cnyvae
npouasoacTea Ha nnowagke 000
«HoeapTuc Heea» Ha GnucTepe ykasbiBaloT
TONBKO NepeMeHHble AaHHble 6e3 ykasaHua
nNpeduKCoB HOMepa cepui 1 Aathl
OKOHYaHWA CpoKa rogHoOCTH.

[aTa npon3BoOACTBA He yKa3blBaeTcs.
BropuyHas ynakoBka (KapToHHas na4ka)
Ha kapToHHO Nayke YKa3blBaeTcs:

1. ToproBoe HavMeHoBaHWe npenapara c
npegynpeauTenbHoi Mapkuposkon ®

2. MexxgyHapoaHoe HenaTteHToBaHHoe
HaumeHoBaHue (gybnupyeTcs Ha
aHIMWACKOM A3LIKE)

3. NoroTun pepxaTtens perncTpaLnoHHoro
YLOCTOBEPEHUSA (HA aHITMIACKOM A3biKe)
4. HanmeHoBaHue gepxaTtensa
perncTpaumnoHHoro yaoCcToBepPeHNs 1
NPOU3BOANTENS NEKaPCTBEHHOrO
npenapara (BbinMycKaloLwwWiA KOHTPONb
Ka4ecTsa)

5. Aopec (cTpaHa) Aepxarens
pPEerucTpayuoHHOro yaoCToBepeHns 1
npoussoauUTENsA NekapcTBEHHOr
npenaparta (BbINyCKatoLLMWIA KOHTPOMb
KayecTsa)

6. llekapcTeeHHas copma

7. Dosnpoeka

8. KonvyecTBo NekapCTBEHHOrO Npenapara
B yrnakoBke

9. HaumeHoBaHve 1 cogepxaHune
[OECTBYIOLLero BellecTsa

10. YkasaHue o coAepXaHu NakToabl
6e3BOAHOI B KAYECTBE BCMOMOraTenbHoro
BellecTea u ee konuyectse B 1 Tabnetke
11. Ycnosua xpaHeHus

12. MNyTb BBEAEHUA

13. Ycnoeus otnycka

14. MNpeaynpeauTensHble Haanucu:
«MoapobHble ykazaHWsA no NpUMEHeHNo
NpYBEAEHLI B NUCTKE-BKNaabile»,
«XpaHnTb B HEJOCTYNHOM AnA AeTel
mMecTe»

15. Homep cepumn

16. fata npou3ssoacTea

17. [aTa ucteyeHns CPoK rogHOCTU (B
cdopmare: rogeH ao...)

6. Homep cepun

7. [laTa ncTe4eHus cpoka rogHocTu
(B hopmare: rogeH Ao...)

8. [laTa npon3BoACcTBa He yKasaHa
9.BHyTpeHHVe ynakoBOYHbIE KOAbl
KOMNaHWK1 OTCYTCTBYIOT.

Ha 6nuctepe ans Homepa cepuu u
[aThl OKOHYaHWA CPOKa roAHOCTH
yKasaHbl TONbKO NepeMeHHble
AaHHble 6e3 ykaszaHua npednKcos.
[aTa npovaBoACcTBa He yKasaHa.
BropuuyHas ynakoBka (KapToHHas
nauka)

Ha KkapToHHOW Nayke yKasaHo:

1. Toprosoe HauMeHoBaHWe
npenapara ¢ npeaynpeanTensHoi
MapKuposkoii ®

2. MexayHapoaHoe
HenaTeHTOBaHHOE HauMeHOoBaHWe
(aybnupyeTcsa Ha aHrnUncKom
A3bIKE)

3. JloroTun aepxarens
perncTpaumuoHHOro YAoCTOBEPEHUS
(Ha aHrNWIACKOM A3bIKE)

4. HanmeHoBaHue gepxaTens
perucTpaLuoHHOro y40CTOBEpeHKA
1 NPOV3BOAWUTENS NEKaPCTBEHHOTO
npenapara (BbinycKaoLwuin
KOHTpOMNb Ka4ecTea)

5. Appec (cTpaHa) aepxarens
perucTpauuoHHOro yAoCTOBEpeHus
¥ NPON3BOAMTENA NEKapCTBEHHOrO
npenapata (BbinycKalowmni
KOHTPONb KavecTea)

6. llekapcTBeHHana thopma

7. DosnpoBka

8. KonuyecTBo nekapcTBEHHOro
npenapara B ynakoeke

9. HaumeHoBaHwe 1 cogepxaHue
JAeicTeyoLero seLlecTsa

10. YkasaHue o cogepaHun
nakTo3bl 6€3BOAHOI B KauecTse
BCMOMOraTensLHoro BewecTsa v ee
konuyectee B 1 TabneTtke

11. Ycnosus xpaHeHus

12. MyTb BBEAEHUA

13. YecnoBua oTnycka
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18. Wtpux-kog 14. MpeaynpeauTenbHble Haanueu:
19. [lonyckaeTcsa HaHeCeHWe BHYTPEHHNX «lMopapobHble ykasaHus no
yNakoBOYHbIX KOA0B NPUMEHEHUIO NpUBEAEHBI B NUCTKe-
20. [lononHUTENbHO MOTYT BbITh HAHECEHB! | BKNaAbILE», «XpaHnuTb B
CpeacTBa naeHTUduKauum ans HEeAOCTYNHOM ANA AeTel MecTe»
MOHWTOPWHTa ABWKEHUA NEeKapCTBEHHbIX 15. Homep cepumn
npenapaTos OT NPOW3BOAWNTENS A0 16. [lata npou3soacTBa
KOHeuYHoro notpeburens (HaHeceHne 17. [laTa ucTe4yeHnn CpoK roqHocTH
BO3MOYHO C UCNONb30BaHWEM CTUKepa). (B chopmaTe: rogeH fo...)
18. WTpux-koga
19. HaHeceHbl BHYTpeHHuEe
YyNakoBOYHbIE KOABI.
20. JononHWTenNbHO HaHeceH.!
cpeacTea uaeHTudMKaummn ona
MOHWUTOPWHra ABIDKEHUSA
nekapcTBEHHbIX NpenapaTos oT
NPOV3BOANTENS A0 KOHEYHOro
notpeburens (6es ucnons3oeaHna
cTUKepa).
11 )S(?auel-me B opuriHansHoi ynakoske npu Temneparype He Beiwe 30°C.
orage
Cpok rogHocTH
(MepuognyHOCTL
12 | koHTpONA) 3 ropa 31.08.2028
Shelf life
requency of control)

* - MNokasartens «Mukpobuonoruyeckas YACToTa» He ABNASTCA PYTUHHBIM METOAOM aHanu3a U MOXeT OTCYTCTBOBAThL B
nacnopte KOMnaHuu.

3. 3AKNHOYEHUE
CONCLUSION

NekapcTaeHHbIN npenapar Maneyc® Tabnetku 50 mr Ne 28, Homep cepun PU78710925 cooTEié‘rCmy_er
TpeGoBaHWAM HOPMATUBHOI AokymeHTauun JTM-Ne(000761)-(PT-RU)-240424 Masisye® Tabnetku 50 mr Moaynb
Mapkuposka J1M-Ne(000761)-(PIr-RU)-200723. \3

.
KoopawuHatop huanko- p! ’ Z -
Yveepaun i Cnyuatko O.C. | 7 9./ X §\ ¢ mefIie,) Cel (2,
A by XMMuyeckon naboparopun { e L‘J’ ;
HorkHocTe (Position) ®KO (Full name) Nard (Datg) ‘-"_"_ﬂ Wwis (Slgnature)
Version Description of change
(Bepcus) (OnucaHve nameHeHui)
1.0 Hosbil nacnopT
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