NOVARTIS

Form to SOP-8013721

Doc No.: QC_COFA_01072576

JMueHsans Ha ocyLlecTBNeHUe NPOM3BOACTBA NeKapcTeeHHbIX cpeacTs Ne00153-NC

Version: 2.0, CURRENT

AHanUTMYeCKUi NacNopT Ha rOTOBYIO NPOAYKLUUIO

000 "HoeapTuc Hepa"
Poccus, Cankr-Metepbypr,
Hopora B Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTponb kayectsa
Quality Control

Homep nacnopra:
Certificate number

4-703-0725

Bepcusi:1.0

Version

1. OBLLUAA UHOOPMALIUA

GENERAL INFORMATION

HaumeHoBaHWe NpoayKuun:

Product Name

Maneyc® Tabnetku 50 mr Ne 28

nposepeuo Ha cooTBeTCTEWE C.

Checked against

SPEC_FDF_00102805, sepcusi 13.0

JIM-Ne(000761)-(P-RU)-240424 Maneyc® tabnetkn 50 mr Mogynb
Mapkuposka JIM-Ne(000761)-(Pr-RU)-200723
Cneuundmkaums kavecTea Ha [anByc®, Tabnetku 50 mr Ne28, Ne56

BHyTpeHHUIA Kog, Homep cepumn
HepacdacoBaHHO npoaykuuu; | 42027188 HepacdacoBaHHoW npoaykuuu PS3790
Product Code Builk Batch Number Bulk
BHyYTpeHHUIA KO YnakoBaHHOM Homep cepun ynakoBaHHOW
npoayKuum: 44068548 npoayKuMK: PS65520725
Product Code FDF Batch Number FDF
Ta NMpOU3BOLCTRA:
ﬂ:nufacrﬂrfng Daf§ 29.07.2025
] Pazmep cepuu 3a BbIYETOM
Zhuen oA 34 962 yn npo6: 34 949 yn
Batch size without samples
2. NOJNYYEHHBIE PE3YNbLTATHI
TEST RESULTS
Ne MNokazarens* MeTtoa ucnkitaduia / TpeGoaHue PesynbTar
Parameters Analytical method / Requirement Result
BusyanbHbiii Benoro UBeTa Kpyrnble rnagkue
o Ot Genoro Ao CBETNO-XenToro uBeTa | TaBNeTKM CO CKOLUEHHBIMW Kpasmu,
nucaHue 4 J
1 A Kpyrnble rnagkmue TabneTkn co CKoWeHHbIMU | ¢ rpaBuposkoit «NVR» Ha ogHon
ppearance o s %
Kpasmu, ¢ rpasuposkolii «NVR» Ha oaHoi | ctopoHe U «FB» Ha  papyroii
cTopoHe 1 «FB» Ha apyroi cTopoHe. CTOpOHE.
B3»X. Bpemsa yaepXuBaHWs OCHOBHOTO
MMKa Ha XpomaTorpaMme WUCMbITYEMOro
pacteopa, NPUroTOBNEHHOTO ans
KONMWYECTBEHHOrO onpeaeneHns, SOJMKHO
COOTBETCTBOBATb BpeMeHu yaepxusauus | CooTBeTCTBYET
WpeHTUdMKaLUMS nMUKa Ha xpomarorpaMme CTaHAapTHOro
> | Identification pacteopa 1a. Otnuuume BO BpemeHax
YOEPKUBAHWA  AOIKHO COCTaBNATe He
- Bunaarnunti Gonee + 2,0%.
TCX. Ha xpomartorpamme WCAbLITYEMOro
pacTBopa OCHOBHOE MATHO MO MOSOKEHWUIO,
oKpacke ] BENUYUHE ponxHo | CooTBeTcTBYET
COOTBETCTBOBATL MATHY Ha XpoMaTorpaMme
CTaHAapTHOro pacTeopa.
B3XX
3 PaCTBopeH“e He wmeHee 80% (Q) BANgarninTHa oT 100%
Dissolution HOMWHANBHOrO  COAEPXaHusl  AOIMKHO
nepewti B pacteop yepes 30 MUHYT
4 Bopa MeTtop K. duwepa, 2 5%
Water He Gonee 2,9 % e
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BOXKX 202-01 — meHee 0,1%;
202-01 (amwpn). He Bonee 0,5% 209-01 — He oBHapyxeHo;
n 209-01 (UUKNUYECKWUA aMUaNH): 207-01 — He obHapyxeHo;
pumecnu 5
5 Impurities He 6onee 0,2% EguHnyHas Hecneuudpuympyemasn
- : % | npumeck — meHee 0,1%);
B — 207-01(aukeTonunepasuH): He 6onee 0,2% p 1%,
EanHudHan Hecneumdmumpyemas npyMecs
- He Gonee 0,2% Cymma Bcex npumecenn — MeHee
Cymma Bcex npumeceli - He 6onee 0,8% 0,1%
OpHopoAHOCTL
eauHnL,
g | Ao3MpoBaHus PacyeTHo-maccoBblii AV=2 1
Uniformity of dosage | AV = 15,0 J
units
-BungarnunTtiH
Il P
7 Assay Ot 95,0% go 105,0% BungarnunTiHa ot 101,4%
K S HOMWHaNBHOTo COAEPXKaHUs
®EA3SC 2.1.6.6,2.1.6.7
Kareropus 3A:
Mukpo6uonoruyeck | ObLLee Y1cro aapoBHbIX MUKPOOPraHU3mMoB
8 | asm ymctoTta - He 6onee 10*KOEB 1T; Meree 50 KOEB 1T,
Microbiological purity | OOWwee 4ncno ApOoXNOKEBBIX U NIECHEeBbIX
rpuboe - He Bonee 102 KOEB 1T; Menee 10KOEB 1T
OtcyTctBue Escherichiacolis 11 OtcytctBueB 11
Mo 14 Tabnetok B 6nuctep MNA/AJITIBX 1 Mo 14 Tabnetok B 6nuctep
antoMVHNEBOA honbru. MA/ANMBX 1 anioMUHUeBon
y Mo 2 unn 4 6nuctepa BMecTe € NINCTKOM- conbru.
nakoBKa
9 Packing BKNaAbILLEM B KAPTOHHYIO Mauky. MNo 2 GnucTtepa BmecTe C NMCTKOM-
Donyckaercs Hanuumie KoHTpons BKNagbillem B KAPTOHHOMW navke,
NEepPBUYHOrO BCKPBLITUA HA KAPTOHHOM KoHTporb NepsuYHOro BCKpLITHA
navke. Ha KapTOHHOW Nayke MpUcyTCTBYET.
lMepBHUYHAA BHYTPEHHANA ynakoBKa lMeperyHasn BHYTPeHHARA
Ha 6nvcTepe ykasbiBaeTcs: ynakoBka
1. Toprosoe HanmeHoBaHWe npenapara c Ha 6nuctepe ykasaHo:
npegynpeguTensHon MapkMposkon ® 1. ToproBoe HanMeHOBaHWe
2. MexayHapoaHoe HenaTeHToBaHHOe npenapara ¢ npegynpeauTensHoi
HavuMmeHoBaHve (aybnupyeTca Ha MapKupoBkov ®
. MapkupoBka aHrMMACKOM A3bIKe) 2. MexgyHapoaHoe
0 Labelling 3. lloroTwvn pepxarens PErMCTPALMOHHOTO | HenaTeHTOBaHHOe HavMeHoBaHne
yAocToBEpeHWs (Ha aHrnMAcKoM A3bIKe) (AyBnupyeTca Ha aHrNUIACKOM
4. llekapcTBeHHas copma A3bIKE)
5. [loavpoeka 3. Norotun gepxarens
6. Homep cepun pPerncTpaLnoHHOro yA0CTOBEPEHNS
7. [JaTa nctedeHns cpoka rogHocTu (B (Ha aHrnuMinCKoM A3bIKe)
copmare: rogeH o...) 4. NlekapcTeeHHan dopma
8. daTta npou3eoacTea 5. Joamposka
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9. lonyckaeTca HaHeceHue BHYTPEeHHUX 6. Homep cepun
yNakoBOYHbIX KOAOB koMnaHuun. B cnyyae 7. [ata ucre4eHus cpoka rogHoCTK
npownseoAcTea Ha nnowagke OO0 (B chopmare: rogeH no...)

«HosapTtuc Hesa» Ha Bnuctepe ykasbiBatoT | 8. [lata npon3BoAcTBa He ykasaHa
TONbKO NepemeHHble AaHHble 6e3 ykasaHusa | 9.BHyTpeHHWe ynakoBOYHbIE Kogbl

npegunKcos HOMepa cepun 1 Aatbl KOMMaHUW OTCYTCTBYIOT.
OKOHYaHUA CpPoKa roAHOCTU. Ha 6nucrepe ana Homepa cepun
[aTa npou3BoACTBa He YKa3bIBAETCHA. AaTbl OKOHYaHWA CpoKa roAHOCTM
BropuuyHas ynakoBKa (KapTOHHAasi Na4yka) | ykasaHbl TONMbKO NepemMeHHble

Ha kapTOHHOW Nayke yKasblBaeTcs: OaHHble 6e3 ykasaHusa npeduKcos.
1. Toproeoe HaumeHoBaHWe nNpenaparta ¢ [lata npoussofcTea He ykasaHa.
npeaynpeauTensHol Mapkuposkon ® BropuuHas ynakoBka (KapToHHas
2. MexxpyHapoaHoe HenaTeHToBaHHoe nayka)

HavmMeHoBaHue (gybnupyeTca Ha Ha kapToHHOi nayke ykasaHo:
aHrNUIACKOM A3bIKE) 1. Toprosoe HavmeHoBaHWe

3. lloroTun Aepartens perucTpaunoHHoro | npenapara c npeaynpeanTensHom
YOOCTOBEPEHUS (Ha aHrNIACKOM si3blke) MapK1poBkon ®

4. HanmeHoBaHue aepxarens 2. MexayHapogHoe
perucTpauMoHHOro yA0CTOBEPEHNSA 1 HenaTeHToBaHHOE HauMeHoBaHme
NPOW3BOAWTENS NEeKapCTBEHHOro (AyBrnupyerca Ha aHrMUACKOM
npenapara (BbINyCKaloLWWiA KOHTPOIb A3bIKE)

kayecTsa) 3. lloroTun aepxarens

5. Appec (cTpaHa) gepxaTens perucTpaLoHHOro yA0CTOBEPEHNA
perncTpaLUuoHHOro y1I0CTOBEPEHUS W (Ha aHrNWckoM A3LIKE)
NpOU3BOAUTENS NEKAPCTBEHHOIO 4. HammeHoBaHve gepxarens
npenapara (BbINyCKaoLWMWA KOHTPONb PEerncTpaLnoHHOro yA0CTOBEPEHNA
KavecTea) W NPOU3BOAUTENS NEKapCTBEHHOrO
6. llekapcTBeHHas cdopma npenapaTa (BbInycKaroLWii

7. NosvipoBka KOHTpPOIb KadecTBa)

8. Konuuyectso nekapcteeHHoro npenapata | 5. Agpec (cTpaHa) aepxarens

B ynakoske perncTpaunoHHoro yAocToBepeHns
9. HaumeHoBaHve 1 cogepxaxue 1 NPOU3BOAUTENS NEKAPCTBEHHOIO
OelcTBYoLWero BelecTsa npenapara (BbinycKaroLynia

10. Yka3saHue o cogepxaHum Nakrosbl KOHTpOMb KayecTsa)

BeaBoaHOI B Ka4ecTBe BcnomorateneHoro | 6. llekapcTeeHHasn dopma
BellecTsa U ee konuyectee B 1 TabneTke 7. Josupoeka

11. YcnoBuA XpaHeHns 8. Konu4yecTso NekapCcTBEHHOIo
12. MNyTb BBEACHMSA npenaparta B ynakoBKe

13. Yecnosua otnycka 9. HanmeHoBaHWe U cogepxaHue
14. MNpepynpeauTensHble HagNUCK: OelcTBYIOLLEero BellecTea
«[NoapoBHble ykazaHWsA No NPUMEHEHWNIO 10. YkazaHue o cogepxaHun
npusefeHbl B NUCTKE-BKNaabIlLey, nakToabl 6e3BoHOIN B KaYecTse
«XpaHnUTbL B HeAOCTYNHOM ANs AeTel BCMOMOraTerbHoro BeLlecTsa u ee
MecTe» konuyectee B 1 TabneTke

15. Homep cepum 11. Ycnoeus xpaHeHus

16. [Jata npousBoacTBa 12. MNyTe BBEAEHUS

17. [Jata ucreyeHuss CpoK rogHoCcTu (B 13. YcnoBusa otnycka

copmare: rogeH fo...)
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18. Wrpux-kopg 14. NpegynpeautentHble Haanucw;
19. [lonyckaeTcs HaHECEHWE BHYTPEHHMX «MoapobHble ykazaHms no
YNaKkoBOYHbIX KOOOB NPUMEHEHUIO MPUBEAEHBI B NIUCTKE-
20. [lononHUTEnNLHO MOTYT BbITh HAHECEHb! | BKNaAbiLLe», «XpaHuTb B
cpeacTBa uaeHTUdMKaLmmM Ans HeAoCTYNHOM ANA AeTeil MecTe»
MOHWUTOPWHIa ABWKEHWUS NEKaPCTBEHHbIX 15. Homep cepuu
npenaparos OT NPOW3BOAUTENSA [0 16. ata npoussogcrea
KOHe4Horo notpebutens (HaHeceHue 17. faTa ncreyeHuUs cpok rogHocTH
BO3MOXHO C NCMONb3OBAHWEM CTMKEPA). (B dhopmare: rogeH fo...)
18. WTtpumx-koa
19. HaHeceHbl BHYyTpeHHNe
YNakoBOYHbIE KOAbI,
20. lononHWTensHO HaHeceHs!
cpeacTBa uaeHTugMKaumm ans
MOHUTOPWHIa ABWKEHNA
nekapcTBeHHbIX NpenapaToe ot
npou3BoAUTENA 40 KOHEYHOrO
notpebutens (6es ncnonb3oBaHus
CTUKepa).
11 gpaﬂel-me B opuruHansbHol ynakoske npu Temneparype He Boiwe 30°C.
forage
Cpok rogHocTH
(MepuogruHocTh
12 | KoHTpon=) 3ropa 30.06.2028
Shelf life
requency of control)

* - MNokasarens «<Mukpobuonoruyeckas YucToTay He ABNAETCH PYTUHHBIM METOAOM aHAMN3a U MOXET OTCYTCTBOBATbL B
nacnopTe KomnaHum.

3. 3AKNIOYEHUE
CONCLUSION

IexapcTaeHHbIit npenapar Mansyc® Tabnetkn 50 mr Ne 28, Homep cepumn PS65520725 -COOTBETICTB.VET
TpeboBaHusM HopMaTUBHO AokymeHTaLwmn JTT-Ne(000761)-(Pr-RU)-240424 I'Qﬁ/l_ayﬂ@ Tabnetku 50 wr Moayne

Mapkuposka J1M-Ne(000761)-(PI-RU)-200723. {{ &
J S ] "Mosad:mr: 1o} \
KoopauHatop puramKo- y &' , \oNSVarti¥ meg2alC | 71 _
YIBEPAMN |\ eckoid naBopatopun Cnyuamko O.C. | 25 ¢ X oSy xé_-"{"d‘--"
Approved by 4 /
HonwHocTe (Position) QKO (Full name) ,DQ Jate) . '_,.{?- Signature)
Version Description of change
(Bepcus) {OnucaHue nameHeHWi )
1.0 Hosebiit nacnopt
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