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KoHTponk kayectea
Quality Control

Bepcus:1.0
Version

Homep nacnopra:

Cerlificate number 4-884-1025

1. OBLLIAA NUHOOPMALINA
GENERAL INFORMATION

HanmeHoBaHue npopykumu:

Prodtict Name Maneyc® Tabnetku 50 mr Ne 28

NMN-Ne(000761)-(PM-RU)-240424 aneyc® Tabnetkn 50 mr
Moaynb Mapkuposka J1M-Ne(000761)-(PI-RU)-200723
Cneundpukauns kavectsa Ha Mansyc®, Tabnetkn 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcus 13.0

MNpoBepeHo Ha COOTBETCTBUE C:
Checked against

BHyTpeHHWA Kog Homep cepumn
HepacchacoBaHHOW npopykuun: | 42027188 HepaccpacoBaHHOM npoaykuuu PV1328
Product Code Bulk Batch Number Bulk
BHyTpeHHWMI Koa ynakoBaHHOMN Homep cepuu ynakoBaHHON
NnpooyKunK: 44068548 npoAayKuum: PV46721025
Product Code FDF Batch Number FDF
Ta NpoOU3BOACTBA:
ﬂ:nufacgrfng Dare'q 10.10.2025
) Pazvmep cepum 3a BbIYeTOM
g:r:r;fecep"“‘ 34 846 yn npo6: 34 790 yn
Batch size without samples
2. NONYYEHHbLIE PE3YNLTAThbI
TEST RESULTS
Ne MNMokaszarens* MeTog ucnsitanuii / TpeGoraHue Pesynerar
Parameters Analytical method / Requirement Result
BuayansHbiia benoro ugeta Kpyrnble rnagkue
T Ot 6enoro [0 CBETNO-XENTOro useTa | TabneTkn co CKOLUEHHbIMI Kpasmu,
1 Appearance Kpyrible rnaakue TabneTkn co CKOLeHHbIMW | ¢ rpaBupoekol «NVR» Ha ogHol
Kpasimu, ¢ rpasuposkoit «NVR» Ha ogHom | ctopoHe wu  «FB» Ha pgpyroi
cTopoHe 1 «FB» Ha apyroi cTopoHe. CTOpPOHE.
BOXX. Bpema ynepXuBaHusi OCHOBHOO
nMka Ha xpomarorpaMme WCMbITYemMoro
pacTsopa, MPUroTOBNEHHOrO ansa
KONMWYECTBEHHOrO ONpegeneHws, AO0MKHO
COOTBETCTBOBATL BpeMeHW yaepxusanus | CooTseTcTByeT
WUaeHTugukaums fMKa Ha xpomaTorpamme CTaHOapTHOroO
o | Identification pacteopa 1a. OTnuume BO BpemeHax
yOepXuBaHWA AOMMKHO  COCTaBnsATe  He
- Bungarnuntum Bonee + 2,0%.
TCX. Ha xpomartorpamme wcCnbiTyemoro
pacTBopa OCHOBHOE MATHO MO NOMOXKeHWUHo,
OKpacke " Benn4nHe AomnxHo | CooTBEeTCTBYET
COOTBETCTBOBATL NATHY HAa XpoMartorpamme
CTaHgapTHOro pacreopa.
B3OXX
3 | PacTeopeHue He wmenee 80% (Q) sungarnunTuHa ot 100%
Dissolution HOMWHanNbLHOrO  COAEPMaHWs  JOMKHO
nepeiTn B pacteop yepes 30 MUHYT
4 Bona MeTtog K. duwepa, 2 4%
Water He Bonee 2,9 % !

Page 1 of 4 Business Use Only - CONDOR




NOVARTIS

Form to SOP-8013721

Nuueravn Ha ocywecTenenve nponssoacTea nekapcTeeHHbIX cpeacte Ne00153-NC

Doc No.: QC_COFA 01072576

Version: 2.0, CURRENT

AHanNUTUYECKMI NACNOPT Ha FOTOBYIO NPOAYKLIUIO

00O "HosapTuc Hesa"
Poccun, Canxr-lMetepBypr,
Jopora B KameHky, .40, kopn. 3, nurepa A

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

KoHTponk kavecTea

Quality Control
Homep nacniopra: Bepcua:1.0
Cediﬁcap;e numberp 4-884-1025 Verg.-‘on
Ne Mokazarenk* MeTog ucneitanui / TpeGoBanue PeayneTtar
) Parameters Analytical method / Requirement Result
B3XX 202-01 — meHee 0,1%;
202-01 (amup): He Gonee 0,5% 209-01 — He oBHapyxeHo;
Mpumecn 209-01 (LMKNUYECKUIA aMUANH): 207-01 - He oBHapyxeHo;
5 | Impurities He Gonee 0,2% EAvHWuHas Hecneuudbuumpyemas
- Bungarmuntisa 207-01(aukeTonunepasuH): He Gonee 0,2% | npumech — MeHee 0,1%;
EavHnyHas Hecneunduumpyemas npumech
- He Gonee 0,2% CyMma Bcex npumeceil — MeHee
Cymma Bcex npumecei - He 6onee 0,8% 0,1%
OagHopogHOCTEL
eauHuY
6 | Ao3upoBaHus PacueTHo-maccosslii AV=2 3
Uniformity of dosage | AV = 15,0 !
units
-BungarnunrtuH
il P
7 Assay Ot 95,0% go 105,0% BunaarnunTuHa ot 100,0%
- BRI HOMMWHANbHOrO CoAepPXKaHus
®EA3C 2.1.6.6,2.1.6.7
KaTteropus 3A:
MukpoGuonoruueck | o6y ee uncno a3pOoBHLIX MUKPOOPTraHNU3MOB
§ | WloTa - He Gonee 10°KOE B 11; MeHee 50 KOE B 1T
Microbiological Obllee 4MCNO APONOKEBLIX W MNIECHEBbIX
purity rpu6os - He Gonee 102 KOE B 1 ; Menee 10 KOEB 1 1;
OrtcyTcTeue Escherichia colis 1 OTtcytcTBUEB 1T
Mo 14 TabneTok 8 Bnuctep MA/AN/MBX Mo 14 TabneTok B GnucTep
antoMuH1eBoin honbri. MA/ANMBX v anoMuHUeBoii
 — Mo 2 nnw 4 6nucTepa BMECTE C NUCTKOM- honbru.
9 Packing BKNaAbILLEM B KAPTOHHYHO NauKy. Mo 2 6nuctepa BmMecTe ¢ NUCTKOM-
[HonyckaeTca Hanuuve KoHTpons BKINaAbILLIEM B KAPTOHHOI Nadke.
NEepPBUYHOIO BCKPLITUA HA KAPTOHHOM KOHTpOmnk NepBUYHOrO BCKPLITUS
navke. Ha KapTOHHOW Nayke NPUCYTCTBYET.
MepBuuHan BHYTPeHHNASA ynakoBKa MepBUYHAs BHYTPEHHSAA
Ha 6nuctepe ykassiBaerca: ynakoBka
1. Toprosoe HaumeHoBaHWe npenapata ¢ Ha 6nucrepe ykazaHo:;
npeaynpeanTensHoi Mapkupoekoi ® 1. ToproBoe HanmeHoBaHWe
2. MexgyHapoaHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTensHoii
HauMmeHoBaHue (aybnupyeTcs Ha MapKkuposkon ®
MapkupoBka aHrInACKoM a3bike) 2. MexayHapoaHoe
10 Labelling 3. lloroTun gepxarens perucTpaUroHHOro | HEMATEHTOBAHHOE HaUMeHOoBaHMe

YAOCTOBEPEHUA (Ha aHrUIICKOM si3bIKe)
4. llekapcTBeHHasn gopma

5. floanposka

6. Homep cepun

7. [ata ucreyeHus cpoka roaHocTu (8
thopmare: rogeH go...)

8. dara npoussogcTea

(aybnupyeTcs Ha aHrnuitckom
A3bIKE)

3. lorotun gepxatens
PerucTpaunoHHoro ya40CcToBepeHns
(Ha aHrnuiACKOM A3biKe)

4. llekapcTBeHHan dopma

5. osupoeka
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AHanUTUYeCKU NACNoPT Ha roTOBYHO NPOAYKLMIO

000 "HosapTtuc Hesa"
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KoHTponk ka4ecTea

Quality Control
Homep nacnopra: Bepcusa:1.0
Ceﬁiﬁcé'?e numberp 4-884-1025 Vergion
Ne Mokasarens* MeToa ucneitanuii / Tpe6osanue Peaynbrat
Parameters Analytical method / Requirement Result
9. fonyckaeTcsi HaHECEHWUE BHYTPEHHMX 6. Homep cepuu
yNakoBO4YHbIX KOAOB KOMNaHuW. B cnyyae 7. [laTa ncreueHus cpoka rogHocTu
npon3soacTea Ha nnowaake 000 " | (B dhopmaTe: roneH no...)
«HoeapTuc Heea» Ha GnucTepe ykasbiBatoT | 8. [JaTa NponssoacTsa He yKkasaHa
TOMNbKO NepemMeHHble AaHHble 63 ykasaHna | 9.BHyTpeHHMe ynakoBouHble kogbl
npeuKcoB HOMepa cepun 1 4aThbl KOMNaHUW OTCYTCTBYHOT.
OKOHYaHUsA cpoka rogHocTy, Ha 6nuctepe ans Homepa cepuu u
[ata npou3BoacTBa He yKasbiBaeTcs. AaTbl OKOHYaHWA CPOKa rogHOCTMI
BropuyHas ynakoBka (kapTOHHas nayka) | ykasaHbl TONBKO NEpeMEeHHbIE
Ha kapTOHHOWM Nadke ykasbliBaeTcs: AaHHble 6e3 ykaszaHua npeduKkcos.
1. Toprosoe HanmeHoBaHVe npenapara c [ata nponssogcTea He ykasaHa.
npeaynpeantensHoW mapkuposkoi ® BropuyHas ynakoeka (kapToHHas
2. MexxgyHapoaHoe HenaTeHToBaHHoe nayka)
HaumeHoBaHue (oybnupyeTca Ha Ha kapToHHOI nayke ykasaHo:
aHrnuincKoM Asblke) 1. ToproBoe HavmeHoBaHue
3. NloroTun pepxatens perucTpaLuoHHoro npenapara ¢ npegynpeauTensHon
YAOCTOBEPEHUS (Ha aHTNMIACKOM si3bIKe) MapKupoBkoi ®
4. HaumeHoBaHve gepxartens 2. MexayHapogHoe
perncTpaumnoHHoro yA0CTOBEPEHNS 1 HenaTteHToBaHHOEe HauMeHOBaHue
NPon3BOAWTENSA NeKapCTBEHHOro (Ay6nupyeTcs Ha aHrMUiCKoM
npenapara (BbINyCKaloLWMiA KOHTPOIb A3bIKE)
KayecTsa) 3. llorotun pepxarens
5. Agpec (cTpaHa) aepxarens perucTpaumnoHHOro yaocToBepeHus
perncTpaLnoHHOro y40CTOBEPEHUS 1 (Ha aHrnuiickom asbike)
NPON3BOAUTENS NEKAPCTBEHHOI 4. HaumeHoBaHne gepxatens
npenapara (BbINyCcKaoLWWii KOHTPOb PEerncTpauynoHHOro yocToBEepPEeHns
Kayectsa) 1 NPOW3BOAWUTENA NEKAPCTBEHHOrO
6. JlekapctBeHHasn dopma npenapara (BbInyCcKaloLmii
7. Jo3upoBska KOHTPOMb KayecTea)
8. KonnyecTso nekapcteeHHoro npenapata | 5. Aapec (cTpaHa) pepxarens
B ynakoBke PEerucTpaumnoHHoro yaocToBepeHns
9. HaumeHoBaHWe u cogepxaHue 1 NPOV3BOAUTENS NEKAPCTBEHHOro
AencTeyolero BeLyecTea npenapara (BbinyCKaroLmii
10. YkasaHue o cogepaHm NaxkTosbl KOHTpOnb Ka4yecTea)
Ge3soaHol B kauecTse BeromoraTensHoro | 6. JlekapcreeHHas thopma
BellecTBa 1 ee KonudecTse B 1 Tabnetke 7. fosunpoeka
11. Ycnosusa xpaHeHus 8. KonuyecTeo nekapcteeHHoro
12. MNyTe BBEAEHUA npenapara B ynakoBke
13. Ycnosus otnycka 9. HaumeHoBaHwe U cogepxanne
14. MpegynpeautensHble HaaNUCK: OeNCTBYIOLLEro BEWEecTBa
«lNoapobHble ykazaHus no NpUMEHeHMIo 10. YkasaHwve o cogepxaHuu
npvBeAeHbl B NIMCTKE-BKNaabILLEey, nakTo3sbl 6e3soaHol B KayecTee
«XpaHUTL B HEAOCTYNHOM ANS AeTen BCNOMOraTensHoro BELecCTsa U ee
MecTe» KonudecTse B 1 Tabnetke
15. Homep cepuu 11. Ycnosus xpaHeHus
16. [lata npoussoacTea 12. MNyTe BBEAEHWA
17. [laTa ucTeyeHusi Cpok rogHocTL (B 13. Ycnoeus otnycka
chopmare: rogeH go...)
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Quality Control

Homep nacnopra: Bepcua:1.0
Ceﬁiﬁcaee numberp 4-884-1025 Verg."on
Ne MNokasartens* MeTtoa ucneitanuii / TpeGoBaHue PesyneTar
i Parameters Analytical method / Requirement Result
18. Wrpux-kog 14, MNpegynpeauTensHbie HaaNUew:
19. [JonyckaeTca HaHeceHue BHYTPEHHMX «[NoapobHble ykazaHus no
YNaKoBOYHbLIX KOAOB NPUMEHeHWIO NpUBEAEHbI B NUCTKE-
20. fononHutensHo MoryT 6bITk HAHECEHBI | BKNAAbIWe», «XpaHUTb B
cpencTea naeHTudmkayum ons HEAOCTYNHOM ANA geTel MecTe»
MOHUTOPWHra ABWWKEHUS NeKapCTBEHHbIX 15. Homep cepum
npenaparTos OT NPoVU3BOAUTENS [0 16. lata npouseoacTea
KoHeuyHoro noTpebuTtens (HaHeceHWe 17. [lata ucte4eHus cpok roaHocTH
BO3MOXHO C UCMOMb30BAHWEM CTUKEPA). (e dhopmarte: rogeH 1o...)
18. Wrpux-kon
19. HaHeceHb! BHyTpeHHMe
YNakoBOYHbIE KOAbI.
20. flononuutensHo HaHeceHbl
cpeacTea uaeHTugMKaumMmn 4ns
MOHUTOPWHIa ABUKEHUA
neKkapcTBEHHbIX NpenapaTos oT
NPOW3BOAUTENA A0 KOHEYHOTo
notpeburens (6e3 ucnonssoeaHus
CTUKepa).
11 SpaHcene B opurmHanbHoONM ynakoBKke npu TemMnepaTtype He Bbille 30°C.
Storage
Cpok rogHocTH
(MepuoguyHocTb
12 | KOHTpoORM#A) 3roga 30.09.2028
Shelf life
requency of control)

- MNokasartens «Mukpoburonoruieckas YNCTOTa» He ABMAETCS PyTUHHBIM METOAOM aHann3a U MOXeT OTCYTCTBOBATL B

nacnopTe KOMNaHnu.

3. 3AKIHOYEHUE
CONCLUSION

llekapcTBeHHbIi npenapart Mansyc® TabneTkn 50 mr Ne 28, Homep cepum F'V46?213§'5\ Betors
TpeboBaHMAM HopMaTVBHOM AokyMeHTaumm J1M-Ne(000761)-(Pr-RU)-240424 Fanaye@ Tabnetkn SO0

Mapkupoeka J1M-Ne(000761)-(PI-RU)-200723.
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