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Version: 2.0, CURRENT

AHanuTHM4ecKMiA NacnopT Ha roTOBYHO NPOAYKLWIO

NnueHans Ha ocyllecTeneHne NPOW3BO/ACTBA NEKAPCTBEHHLIX cpeacTas Ne00153-NC

00O "Hosaptuc Hesa"

Poceus, Cankr-NeTtepbypr,
[Hopora B KameHxky, 4.40, kopn. 3, nutepa A

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

KonTponk kavecTBa

Quality Control

Homep nacnopra:
Cerificate number

4-773-0925

Bepcua:1.0
Veersion

1. OBLWAA MHOOPMALIMA
GENERAL INFORMATION

HaumeHoBaHue npogyxKkumu:
Product Name

laneyc® TabneTku 50 mr Ne 28

lNpoBepeHo Ha COOTBETCTBUE C:

Checked against

JIM-Ne(000761)-(PM-RU)-240424 NanByc® Tabnetku 50 mr Moayns
Mapkuposka I1M-Ne(000761)-(Pr-RU)-200723
Cneuudpmkauus kavectsa Ha Mansyc®, Tabnetkn 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcusa 13.0

BHyTpeHHuit kog Homep cepun
HepacacoBaHHo npoaykuun: | 42027188 HepacdacoBaHHOW npoaykuuu PT6876
Product Code Bulk Batch Number Bulk
BHyTpeHHMI Kof yNakoBaHHOW Homep cepuu ynakosaHHO#
npoaykuuu: 44068548 nNpoayKuuu: PU20730925
Product Code FDF Batch Number FDF
Ta NPoOX3BOACTEA:
ﬂ:nufaclgn‘ng Datéq 04.09.2025
i Paamep cepun 3a BbiYeTOM
Loahen celin: 34 230 yn npo6: 34217 yn
Balch size without samples
2. NMONYYEHHBIE PE3YNbLTAThI
TEST RESULTS
Ne MNMokasarenb* MeTtog ucneitanuii / TpeGosaHue PezynbTtar
Parameters Analytical method / Requirement Result
BuayanbHblii Bernoro useTa Kkpyrnble rnagkue
it Ot Genoro pfo ceerno-xentoro LBerta | TABNETKN CO CKOLIEHHBIMU Kpasmu,
1 Appearance Kpyrnble rmaakue TabneTkmn co CKOLWEHHbIMK | ¢ rpasuposkoin «NVR» Ha ogHOM
kpasmn, ¢ rpasupoBkoin «NVR» Ha opgHoii | cTopoHe u  «FB» Ha  pgpyroi
cTopoHe U «FB» Ha apyroi cTopoHe. CTOpOHE.
BOXX. Bpems yoepXWBaHWs OCHOBHOO
nMKa Ha Xxpomartorpamme WCNbITyeMoro
pacTeopa, NPUroTOBNEHHOIO ans
KONUYECTBEHHOTO ONpeneneHns, A0MKHO
COOTBETCTBOBATL BpPeMEHU yaepxusaHwus | CooTBeTCTBYET
M.quT“(p“KaLI“H NMAKa Ha Xpomatorpamme CcraHgapTHOro
o | Identification pacteopa 1a. OTtnuuve BO BpemMeHax
YAEPKUBAHUA AOMKHO COCTaBNATb He
- Bunparnuntus Gonee + 2,0%.
TCX. Ha xpomarorpamme WCMbLITYEMOro
pacTeopa OCHOBHOE MATHO MO MONOXEHWIO,
oKkpacke " BENUYUHe pomkHo | CooTeeTcTRyeT
COOTBETCTBOBATHL MATHY Ha XpomaTorpammve
CTaH4apTHOro pacTsopa.
B3O»XX
3 | PactBopenue He wmenee 80% (Q) sungarnuntuHa oT 100%
Dissolution HOMWHANbHOrO  COAepXaHWs  AOMKHO
nepeiity B pacteop Yyepes 30 MUHYT
4 Boga MeToa K. ®uwepa, 2 6%
Water He 6onee 2,9 % S
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Form to SOP-8013721

AHanNWTU4YECKUIA NacnopT Ha rOTORYIO NPOAYKLMIO

JluueHaus Ha ocywecTeneHne Npon3BOACTBa NekapcTeeHHbIX cpeacTs Ne00153-11C

000 "HoeapTuc Hepa"
Poccua, Caxkr-MNetepbypr,
fAopora B Kamewky, .40, kopn. 3, nurepa A

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

KoHTpornbk kavecTea

Quality Control
Homep nacnopra: Bepcus:1.0
Csrﬁﬁc!r:t’e numberp 47750625 Verg'on
Ne Mokazarens* Metog ucnbiTanmi / Tpgﬁoaauue PezynbTtar
Parameters Analytical method / Requirement Result
B3XKX 202-01 — meHee 0,1%;
202-01 (amua): He Gonee 0,5% 209-01 — meHee 0,1%;
Mpumecy 208-01 (umKnUYecKuin ammuaun): 207-01 — He oBHapyxeHo;
5 | Impurities He Bonee 0,2% EavHnunas  Hecneumduumpyemas
- BunaarmnTuHa 207-01(aukeTonunepasuH): He Gonee 0,2% | NpuMech — He 0BHaPYXeEHO;
EanHuyHas Hecneuuduumpyemas npumecs
- He Gonee 0,2% Cymma Bcex npumeceii — MeHee
Cymma Bcex npumeceit - He Bonee 0,8% 0,1%
OgHopogHOCTh
eauHnL
g | Ao3vpoBaHua PacuyeTHo-maccoBbli AV=2 0
Uniformity of dosage | AV < 15,0 e
units
-BungarnunTtux
KonuuyecteeHHoe BOYKX
7 ggg:ﬁenenue Ort 95,0% go 105,0% BungarnunTuHa ot 101,2%
- BAmBrHATTI HOMWHanNbHOro CoAepKaHuA
Mo 14 TabneTok B 6nuctep MNA/AN/TNBX 1 Mo 14 TabneTok B Gnuctep
anioMUHMeBon honbru. MA/ANMBX v antoMuHWeBoiA
Mo 2 unun 4 6nucrepa BMECTE C NIMCTKOM- tonbru.
YnakoBka
8 Packing BKINaabilUem B KApTOHHYIO Mauky. Mo 2 6nucTepa BMECTE C NUCTKOM-
HonyckaeTca Hanuune KoHTpons BKNagblllemM B KAPTOHHOIM navke.
NEPBUYHOTO BCKPLITUA HA KAPTOHHOR KoHTpone nepBUYHOro BCKPbLITAS
nayke. Ha KapTOHHOW Nayvke NpucyTCTBYET.
MepBuyHan BHYTPEHHSAA yNakoBKa MepBUYHas BHYTPEHHASA
Ha 6nucTepe ykasblaercs: ynaxkoBka
1. ToproBoe HaumeHoBaHWe npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeanTensHon MapKupoBKon ® 1. Toprosoe HaumeHoBaHNe
2. MexayHapoaHoe HenaTeHTOBaHHoe npenapara ¢ npeaynpeanTernsHon
HavuMeHoBaHwe (aybnupyeTtcs Ha MapKupoBKoi ®
aHrMWACKOM A3kIKe) 2. MexgyHapogHoe
3. NloroTnn gepxartens pervcTpaUMoHHOrO | HenaTeHTOBaHHOE HaUMEHOBaHUE
YOOCTOBEPEHUS (Ha aHrNUIACKOM A3bIKE) (AybnupyeTcs Ha aHrMUIACKOM
4. lexapcTBeHHan opma A3bIKe)
9 MapkupoBka 5. floanposka 3. Ilorotun gepxarens
Labelling 6. Homep cepuu PEerncTpaLuoHHOro yA0CToBEpeHUs
7. OaTa ucteueHns cpoka rogHocTH (B (Ha aHrnUIACKoM A3bIKe)
cdopmare: rogeH go...) 4. lNexapcTBeHHas dopma
8. [lata nponsBoacTea 5. [loavpoeka
9. flonyckaeTca HaHeCeHUe BHYTPEHHMX 6. Homep cepun
YNaKoBOYHbIX KOAOB KOMNaHwuu. B criyyae 7. [JaTta ncTe4eHns cpoka rogHoCTK
npov3soAcTea Ha nnowaake 000 (e chopmare: rogeH go...)
«HosapTtuc Hesa» Ha 6nucTepe ykasbiBatoT | 8. [lata NnpovaBoACcTBa He ykasaHa
TOMBKO NepeMeHHble AaHHble 6e3 ykasaHua | 9.BHYTpeHHUe ynakoBOoYHble KOAb!
npedgKcoB HOMepa cepun 1 gaThbl KOMMNaHWK1 OTCYTCTBYIOT.
OKOHYaHWA CpoKa ro4HOCTU.
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NuueHaua Ha ocywecTeneHne NPOU3BOACTBEA NeKapCTBEHHbIX cpeacTs Ne00153-11C
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AHanuTMYecKkuit NacnopT Ha roTOBYHO NPOAYKLMIO

000 "Hosaptuc Hesa"
Poccua, Cankr-MetepBypr,
[opora B Kamenky, a.40, kopn. 3, nutepa A

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

KoHTponb kayecTea

Quality Control
Homep nacnopra: Bepcuna:1.0
Certificate number 4-773-0925 Version
Ne lNMokasarens* Metoa ncnbitanuii / TpeGoBaHue Peaynbrar
Parameters Analytical method / Requirement Result

[Hata npouseoacTBa He YKa3biBaETCs.
BTopuyHana ynakoBka (kapTOHHaA nayka)
Ha KapTOHHO Nayke yKkasblBaeTCs:

1. ToproBoe HauMeHoBaHUe npenapara ¢
npegynpeautensHoi MapkupoBKoi ®

2. MexxgyHapoaHoe HenaTeHToBaHHoe
HaumeHoeaHwe (aybnupyeTcs Ha
aHrMUIACKOM f3bIKe)

3. llorotvn AepxaTens perncTpaumoHHoro
YAOCTOBEPEHWs (Ha aHrMUACKOM A3blke)
4. HavmeHoBaHue gepxarens
perncTpaunoHHoro yAoCTOBEPEHNSA U
NPON3BOAWUTENS NEKaPCTBEHHOM
npenapara (BbinycKawLuWiA KOHTPOMb
KayecTea)

5. Appec (cTpaHa) gepxarens
perncTpauUnoHHoOro yAoCToBepeHns n
NPOW3BOAUTENSA NEKAPCTBEHHOrO
npenapara (BbINycKaloLLWiA KOHTPOIb
KayecTBa)

6. NNekapcTBeHHasn cdopma

7. Nloanpoeka

8. KonnuyecTBo nekapcTBeHHOro npenapara
B ynakoBke

8. HammeHoBaHue 1 cogepxaHue
OenCTBYIOLEero BelecTea

10. YkasaHue o cogepaHumn NaKTosbl
Ge3s0/HOI B Ka4ecTBE BCNOMOraTesisHoro
BelllecTsa U ee konuyecTee B 1 Tabnetke
11. YenoBua xpaHeHus

12. TyTb BBEAGHUA

13. Ycnosus otnycka

14. MpeaynpeanTensHbie HaaNUcK:
«MoapobHele ykazaHus no npUMeHeHuo
npYBeAeHs! B NUCTKE-BKNagbILLe»,
«XpaHuTb B HEAOCTYNHOM ANA AeTen
mecTe»

15. Homep cepum

16. lata npousBoacTea

17. [lata ucteyeHns cpok rogHocTH (B
thopmare: rogeH [o...)

18. WTpux-koa

18. [lonyckaeTcs HaHeCEeHUe BHYTPEHHWX
YNakoBOYHbIX KOAOB

20. [lononHWTensHO MOryT BbiTh HAHECEHbI
cpeacTea naeHTUdMKaumMm ans
MOHUTOPWHIa ABIWKEHUS NEKAPCTBEHHLIX
npenaparos OT NPoW3BoAWUTENS 0

Ha 6nuctepe ana Homepa cepuu 1
AaTbl OKOHYaHWSA CPOKa rogHOCTH
yKasaHbl TONMbKO NepemMeHHbIe
AaHHble 6e3 ykasaHua npedunKcos.
[arta npousBoAcTBa He yKasaHa.
BropuyHas ynakoBka (KapTOHHas
nadka)

Ha kapToHHO nayke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara c npeaynpeauTensHoi
MapKnposkoi ®

2. MexgyHapogHoe
HenaTeHToBaHHOe HauMeHoBaHue
(ayBnupyeTcs Ha aHrNUICKOM
A3bIKE)

3. Norotun gepxarens
pPerucTpaLluoHHOro ya0CcToBEpeHus
(Ha aHrnMACKOM fA3bike)

4. HaumeHoBaHve aepxarens
perncTpaunoHHOro YAoCTOBEPEHUS
1 NPOU3BOAUTENS NEKAPCTBEHHOrO
npenapata (BbinyckaroLwuii
KOHTpOnb KayecTea)

5. Appec (ctpaHa) aepxarens
perncTpaunoHHOro YA0CTOBEPEHNUS
1 NPOU3BOAUTENS NEKAPCTBEHHOrO
npenapaTa (BbINyCKaOLLWIA
KOHTpOnb KayecTsa)

6. llekapcTteeHHas dopma

7. Jloanpoeka

8. KonuyecTso nekapcTBeHHoro
npenapara B ynakoBke

8. HaumeHoBaHwe n cogepxaHve
AefcTeylolero BellecTsa

10. YkazaHve o cogepxaHum
naxkTo3bl 6e3BoOAHON B KavecTee
BCTIOMOraTenbHoro BeLecTea i ee
Konuyectee B 1 Tabnetke

11. Ycnosua xpaHeHuns

12. MyTe BBEACHNA

13. Ycnoeusa otnycka

14. MpeaynpeanuTenbHble HagNUcn:
«MoapobHble ykasaHus no
NpYUMEHeHWIo NpUBeAEHb! B NUCTKe-
BKMaapiwey», «XpaHuTb B
HeAOoCTYNHOM ANA AETEen MecTe»
15. Homep cepum

16. Jata npou3BoAcTBa
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AHanuTHYecKkuii NAcNoOPT Ha roTOBYIO NPOAYKLUIO

JluueHsnA Ha ocylecTBNeHne NpoM3BOACTBA NEKapCTBeHHLIX cpeacts Ne00153-NC 000 "HosapTtuc Hesa"
Pocecus, Cankt-Metepbypr,
Hopora B KameHky, A.40, kopn. 3, nutepa A

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

KOHTpOﬂb Kavyecrtsa
Quality Control

Homep nacnopra: Bepcus:1.0
Certificate number 4-773-0925 Version
Ne MokasaTtenk® MeTop ucnuitanuii / TpeboBaHue PesynbTar
il Parameters Analytical method / Requirement Result
KOHeuHoro noTpeburtens (HaHeceHue 17. daTa ncreyeHus cpok roqHocTu
BO3MOXHO C UCNONb3OBAHNEM CTUKEPa). (B chopmare: rogeH 10...)

18. WTpux-koa

19. HaHeceHbl BHyTpeHHue
YNaKoBOYHbIE KOAbl.

20. JononHnTensHO HaHeceHb!
CpeAcTBa MaeHTUMKaumn ans
MOHWTOPUWHIA ABUXKEHWNS
neKkapcTBEHHbIX NPenapaTos oT
NPOU3BOAMTENA A0 KOHEYHOTO
norpebutens (6e3 ncnons3oBaHnA

CTUKepa).
10 )éz;:;:ue B opuruHanbHoli ynakoeke npu Temnepartype He Boiwe 30°C.
Cpok rogHocTH
(MeproguyHocTb
11 | KoHTpons) 3ropa 31.08.2028
Shelf life

requency of control)

* - MNokasatenb «Mukpobuonoruyeckan YNCToTa» He ABMAETCA PYTUHHBIM METOAOM aHanuaa 1 MOXET OTCYTCTBOBaTL B
nacnopTe KOMNaHuu.

3. 3AKIHOMEHUE
CONCLUSION

JlekapcTBeHHbIl npenapat ManByc® Tabnetku 50 mr Ne 28, Homep cepun PU20730_925.§odraéfcmyer_ )
TpeGoBaHMAM HOpMaTMBHOI JokymeHTaumm JTM-Ne(000761)-(Pr-RU)-240424 I c@‘raﬁnerkm 50-mr Mopyne~
Mapxkuposka J1M-Ne(000761)-(Pr-RU)-200723. . A

Vraapmmi Crapwwi  cneumanuct  no An 50 .
ekcees B.O. | 77
i aes s KOHTPOII KavyecTea Z
fomxHocTs (Position) @O (Full name)
Version Description of change (
(Bepcus) (Onucanve nameHeHwiA)
1.0 Hosblil nacnopt
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