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AHanuTUYecKuit NacnopT Ha roTOBYIO NPOAYKLUMIO

JineHaun Ha ocyluecTBREHUE NPOM3BOACTBA NEKAPCTBEHHbIX cpeacts Ne00153-11C

00O "HosapTuc Hepa"
Poccua, Cankr-NeTepbypr,
Hopora B KameHky, 8.40, kopn. 3, nutepa A

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

KoHTponb kavecTea
Quality Control

Homep nacnopra:
Certificate number

| Bepcua:1.0

Version

4-470-0525

1. OBLLASA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npoaykumn:
Product Name

| TanByc® Tabnetku 50 mr Ne 28

npOBepeHo Ha COOTBeTCTBME C!

1M-Ne(000761)-(PM-RU)-240424 Tansyc® Tabnetkn 50 mr Mogynb
Mapkuposka J1M-Ne(000761)-(PI-RU)-200723

Checked against Creyndukaima kayectsa Ha ManByc®, Tabnetky 50 mr Ne28, Ne56
SPEC_FDF_00102805, Bepcus 13.0

BHyTpenHuit kog | Homep cepun
HepacdhacoBaHHoM npogykumm; | 42027188 HepacdacorBaHHoM npoaykuun PN6191
Product Code Bulk | Batch Number Bulk
BHyTpeHHU# KoA ynakoBaHHON | Homep cepuu ynakoBaHHOM
nNpoayKUnK; 44068548 | npoaykuum: PP16820525
Prodluct Code FDF ] | Batch Number FDF |

aTa NnpousBoACTBa:
ﬂanufaczsring Dat:‘ 24.05.2025

- Paszmep cepuu 3a BbIMETOM

Sasvopoapui: 35 060 yn npo6: S J 35 047 yn

afch Size . ;

o | Batch size without samples -

2. NMONYYEHHbIE PE3YNbTATbI

TEST RESULTS
Ne MokasaTens* MeTop ucneiTaui / TpeGosaHue PesynbTar
Parameters Analytical method / Requirement Result
BuayarnbHblit Benoro useta «kpyrnbie rnagkue
Onucanme Ot 6enoro [0 CBETNO-KENTOro UpseTta | TabneTku co CKOLLIEHHbIMM Kpasm,
1 Appearance Kpyrrble rnagkue TabneTku Co cKoweHHbIMU | ¢ rpaBupoekoit «NVR» Ha opHo#n
Kpasmy, ¢ rpasuposkoii «NVR» Ha opHoii | ctopote U «FB» Ha  apyroi
cTopoHe U «FB» Ha Apyrol cTopoHe. CTOPOHE.
B3XX. Bpewms yaepXuBaHusi OCHOBHOrO
nKka Ha Xxpomarorpamme WCNbITYeMOro
pacTBopa, MPUroTOBMIEHHOrO ans
KONWYECTBEHHOTO ONpeAeneHnst, OOIMKHO
COOTBETCTBOBATL BPEMeHU ynaepxusaHusi | COOTBETCTBYeT
UneHTUdDMKaLNS nMKka Ha Xpomartorpamme CTaHZapTHOro
5 | Identification pacteopa 1a. OTnuumne BO BpemeHax
yaepXnsaHua AOMKHO COCTaBMATb He
- Bungarnuntun Oonee + 2,0%.
TCX. Ha xpomarorpamme wCnbITYeMoro
pactsopa OCHOBHOE MATHO MO MONOXEHMIO,
okpacke ] BENUUNHE forkHo | CooTBeTcTBYET
COOTBETCTBOBATb MATHY Ha XpomaTorpamme
cTaHfapTHOro pacteopa.
B3XX
3 | PacTBOpeHue He wmenee 80% (Q) sunparnuntvha oF 98%
Dissolution HOMUHanNsLHOro cogepxanua AOJHKHO
nepewT¥ B pacTeop Yepes 30 MUHyT
4 Bopa Metoa K. ®uwiepa, 2.4%
Water He 6onee 2,9 % i
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Quality Control
Homep nacnopra: Bepcusa:1.0
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Ne MNMokasarenw* Meton ucnbitanmii / Tpe6oBaHue Pesynbrar
T Parameters Analytical method / Requirement Result
B3»X 202-01 — menee 0,1%;
202-01 (amug): He Bonee 0,5% 209-01 — He oBHapyxeHo;
Mpumecy 209-01 (umKknuYecknin aMuanH): 207-01 — He oBHapyxeHo;
5 | Imouriti He 6onee 0,2% EavnunuHan Hecneunduumpyemas
purties 207-01(auketonunepasnH): He 6onee 0,2% | NPUMECH — He OBHaPYKEHO;
- BunaarnuntuHa P &% | P Py ’
EnnHnyHan Hecrieyudulmpyemas npumech
- He Gonee 0,2% | Cymma Bcex npumeceifi — MmeHee
Cymma Bcex npumeceti - He Gonee 0.8% | 0,1% X
OpgHopogHOCTb i
eauHuy
g | AO3MpOBaHus PacueTHO-MaccoBbI AV=2 8
Uniformity of dosage | AV 15,0 '
units
-BungarnuntuH -
KonuyectBeHHoe BIXKX
7 | onPeAeneHue Ot 95,0% po 105,0% BungarnuntuHa ot 100,7%
Assay J ' )
W /— HOMMHaLHOTO CoAepKaHus |
Mo 14 Tabnetok B 6Grmcrep NA/ANMBX n Mo 14 Tabnerok B BncTep
anioMuHueBoit honbru. MA/ANTIBX n anomuHneBoi
y, Mo 2 unun 4 65McTepa BMecTe € IMCTKOM- donbri.
nakoBka
8 Packing BKNaAplLLEeM B KAPTOHHYIO NauKy. Mo 2 6nncTepa BMECTE C NUCTKOM-
[onyckaercs Hanuume KoHTpons | BKNagbilleM B KapTOHHOW rauyke.
NEepBUYHOrO BCKPLITUSI HA KapTOHHOM | KOHTPOSIb NEPBUYHONO BCKPLITMA
navke. | Ha KAPTOHHOIA NayKe NPUCY TCTBYET.
TepBuYHas BHyTpeHHsiA ynakoBKa MepBu4Has BHyTPeHHsIs
Ha 6nucrepe ykasbiBaeTcs: yrnakoBka
1. ToproBoe HauMeHOBaHWE Npenapara ¢ Ha 6nucrepe ykasaHo:
npeayripeanTensHON MapkupoBkon ® 1. Toprosoe HaumeHoOBaHME
2. MexpayHapoaHoe HeraTreHTOBaHHoe npenapara ¢ npegynpeauTensHON
HaumeHoBaHuWe (oybnupyeTtcs Ha Mapkuposkoi ®
aHITIIACKOM A3bIKE) 2. MexagyHapogHoe
3. lloroTun gepxxatens perucTpauMoHHOrO | HEMaTEeHTOBaHHOe HauMeHOBaHNe
YAOCTOBEPEHUS (Ha aHrMMINCKOM S3bike) (aybnmpyeTca Ha aHrUIACKOM
4. lekapcTBeHHan dopma A3bIKE)
9 Mapxuposka 5. Josuposka 3. NoroTun pepxarens
Labelling 6. Homep cepun perucTpaumoHHOro yS0CTOBEpEeHust
7. [lata ucteueHns Cpoka rogHoCTH (B | (Ha aHrnuiickom sAsbike)
chopmare: rogeH 1o...) 4. [lekapcTtBeHHas copma
8. Narta npouseoacTaa 5. Josnposka
9. JonyckaeTcs HaHeCeHWe BHYTPEHHNX 6. Homep cepun
ynaKkoBOYHbIX KOAOB KOMNaHuu. B cnyyae 7. [ata ncrevyeHus cpoka rogHoCT!
npouseoAcTBa Ha nnowanke OO0 (s chopmarte: roaeH po...)
«HosapTtuc Hesa» Ha 6nncTepe ykasbisatoT | 8. [laTa NPOM3BOACTBA He yKkazaHa
TONbLKO NepemeHHbIe AaHHble 6e3 ykasaHus | 9.BHyTpeHHMe ynakosouHbIe KOfbl
npednKCoB HoMepa cepum 1 gaThbl KOMMaHU OTCYTCTBYIOT.
OKOHYaHNS CpoKa rogHOCTH.

|
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Quality Control
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Ne Mokazarenk* MeTtoa ucnuitanuii / Tpe6osaHue PesynbTat |‘
F Parameters Analytical method / Requirement Result BESS|
[arta nponsBoAcTBa He YKa3bIBAETCS. Ha 6nuctepe ans Homepa cepum m
BropuyHan ynakoBka (kapTOHHasi nayka) | JaTbl OKOHYAHWUA CpoKa roaHoOCTH
Ha kapToHHOI navke ykasblBaeTcs: yKasaHbl TOSNbKO nepemMeHHbIe
1. ToproBoe HaumeHoBaHue npenaparta ¢ AaHHbie 6e3 ykasaHus npedvKcos.
npepynpeanTenbHoil Mapkupoekor ® Hara npoussoacTsa He ykasaHa.
2. MexpyHapoaHoe HenaTeHToBaHHoe BTropuuHas ynakoBka (KapTOHHast
HaumeHoBaHue (aybnupyerca Ha nayka)
aHrMNIACKOM A3bIKE) Ha KapToHHOW nayvke ykasaHo:
3. Jlorotun gepxatens perucTpaumorHHoro | 1. Toproeoe HaumeHoBaHue
YAOCTOBEPEHNS (Ha aHININACKOM A3bIKe) npenapara ¢ npeaynpeamTensHoIA
4. HavimeHoBaHue aepxaTens MapkupoBkoi ® |
perncTpaLmoHHOro y40CToBEpeHNs 1 2. MexpysapogHoe |
npousBOAUTEN: NEKapCTBEHHOro HenaTteHTOBaHHOE HauMeHoBaHKe |
npenapara (BbiNyCcKaloLWuii KOHTPOSb (aybripyeTcs Ha aHrNUICKOM
KauecTsa) A3bIKE)
5. Agpec (cTpaHa) gepxarens 3. Norotun gepxarens
perncTpaLUmMoHHOTO YAOCTOBEPEHNUS W perncTpaLmMoHHOre YA0CTOBEPEHNS
NPoV3BOAUTENS NEKAPCTBEHHOro (Ha aHrnnRcKom A3bIKe)
npenapara (BbiNyCcKaoLLMIA KOHTPONb | 4. HaumeHoBaHne gepxarens
KauecTtsa) | PErucTpaLIoHHOro YA0OCTOBEPEHMUS
6. llekapcTBeHHas hopma ¥ MPOU3BOAUTENS NEKAPCTBEHHOIO
7. Josuposka npenaparta (BbinyCcKaoWwwi
8. KonunuecTBo nekapCTBEHHOMO Nperaparta | KOHTPONb KauyecTBa)
B YraKoBke 5. Appec (cTpaHa) gepxatens
9. HaumeHoBaHue 1 cogepxaHne PErMcTpaLnoHHOro yA0CTOBEPEHNA
AeicTBYIOLLEero BeLecTsa ¥ NPOM3BOAUTENSA NEKapCTBEHHOrO
10. YkasaHue o cogepXaHum nakrosbl npenaparta (BbINyCKaloLWuA
6e380HO B Ka4YeCTBe BCMOMOrarenlbHOr0 | KOHTPOMb KavecTBa)
BeljecTsa U ee Konuyectee B 1 TabneTtke 6. llekapcTBeHHas chopma
11. Ycnosus xpaHeHus 7. Dosmposka
12. MyTs BBEACSHUS 8. Konn4ecTeo nekapcTBeHHOro
13. Ycnosus otnycka | npenapara B ynakoBke
14. MNpepynpeautensHble HAANUCHK: 9. HaumeHoBaHwue 1 copepxaHue
«MoapobHbie ykasaHus RO NPUMEHEHUIO | AevicTByloLLErO BELLECTBa
npueefeHsl B NMUCTKe-BKMagbiey, 10. YkazaHue o cogepxaHum
«XpaHuTb B HEJOCTYNHOM ONA AeTedn nakTosbl 6e3B04HON B KauecTee
MecTe» BCNOMOraTensHOro BeLecTsa 1 ee
15. Homep cepun Koruyectse B 1 Tabnetke
16. [laTa npounsBoacTea 11. Ycnosus xpaHeHusi
17. [lata ucreyeHusi Cpok rogHoCTY (B 12. NyTs BBEACHUS
cdopmare: rogeH 4o...) 13. Ycnoeusa otnycka
18. WWrpux-koa 14. MpepynpeguTenbHble HaZNUCK:
19. fonyckaeTcs HaHeCeHUe BHYTPEHHUX «MoapobHbie ykasanus no
YNaKoOBOYHbLIX KO4OB | IPUMEHEHUIO NPUBELIEHBI B JINCTKE-
20. lononHnTeneHO MOTYT BbITb HAHECEHLI | BKNagbilLe», «XpaHuTb B
cpeAcTsa naeHTUdvkaumum ans HeOOoCTYNHOM ANs AeTel mecTe»
MOHWUTOPUHra OBWKEHUA NeKapCTBEHHbIX 15. Homep cepum
npenaparoBs OT NPOU3BOAUTENS 40 16. JaTa npouseoacTBa
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Ne Moka3saresnn* Meroa ucnbitanuia / TpeGoBaHue Pesynbrar
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KOHeuHoro notpebutens (HaHeceHue 17. [lata ncreyeHns cpok roaHocTH
BO3MOXHO C MCMOMb30OBAHNEM CTUKEPA). (B dbopmarte: rogeH go...)
18. LTtpux-koa
19. HaHeceHb! BHYTpeHHUe
YNAKOBOYHbIE KOABI.
20. JononHuTenbHO HaHeceHb!
cpeacTsa naeHTudmkaumy ans
MOHUTOPUHIa ABWXEHUA
NeKapCcTBEHHbLIX NpenapaToB OT
npousBoauTens fO KOHEYHOTro
notpeburens (6e3 UcnonbL3oBaHWA
CTUKepa). I
10 o Honns B opuruHansHoi ynakoske npu TemnepaType He Boie 30°C.
Storage
Cpok rogHoCcTH
{lMepuoanuHocTb
11 | KOoHTpOSSI) 3roga 30.04.2028
Shelf life
requency of control) -

* - MNokasaTtens «MMKpOﬁMOﬂOFM‘leCKaH 4YuctoTa» He ABAAETCA PYTUHHBIM METOAO0M aHanusa U MoXeT OTCYTCTBOBaTb B
nacnopTe KomnaHuu,

3. 3AKJIIOMEHUE
CONCLUSION

TlekapcTBeHHbIn NpenapaT Mansyc® Tabnerku 50 mr Ne 28, Homep cepum PP16820525 cooTtBeTCTByET
TpeBGosaHMAM HopMaTUBHOW AokymeHTauuu JMN-Ne(000761)-(PM-RU)-240424 Maneyc® tabnetku 50-mr Moaynb
Mapkuposka JIN-Ne(000761)-(PMr-RU)-200723. _
KoopauHaTop thuanko- 7= 29— 4 - : 2
yTBepaMn |, \yyueckoit naGopatopum CnyvaHko O.C. | /¥ -~ == (e Ll Bt 2
Approved by €
______ : |
Version Description of change
(Bepcusn) (Onncanne naMeHeHWi)
1.0 Hosebiin nacnopT ]
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