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NOVARTIS

Form to SOP-8013721

Doc No.: QC_COFA 01072576
Version; 2.0, CURRENT

AHanNUTUYECKWUA NAcropT Ha FOTORYH NPOAYKLUMIO

JIMLeH3ua Ha ocyLLecTBNEHWE NPOM3IBOACTBA NEKAPCTBEHHLIX cpeacte NeQ0153-NC

00O "Hoeraptuc Hepa"

Poccun, Cankr-lMetepbypr,
[Hopora B KameHky, .40, kopn. 3, nutepa A

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

KoHTporb kayecTsa

Quatlity Control

Homep nacnopra:
Certificate number

4-890-1025

Bepcus:1.0
Version

1. OBLLIASl UHOOPMALIMSA
GENERAL INFORMATION

E;gu“gf;a?nza"“e NECRYRUSIE Maneyc® tabnetku 50 mr Ne 28
JM-Ne(000761)-(PM-RU)-240424 Naneyc® Tabnetkn 50 mr Mogyne
MpoeepeHo Ha cooTBeTcTBUE ¢: | Mapkupoeka J1M-Ne(000761)-(PT-RU)-200723
Checked against Cneundumkauus kayectsa Ha Maneyc®, Tabnetkn 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcus 13.0
BHyTpeHHWIA Koo Homep cepuun
HepaccpacoBaHHOI npoaykuun: | 42027188 HepaccacoBaHHOM npo,qyxun;l PV1335
Product Code Bulk Batch Number Bulk
BHyTpeHHMIA KOO yNakoBaHHOMN Homep cepumn ynakoBaHHOWM
NpoayKUnK: 44068548 npoayKuun; PV99491025
Product Code FDF o Batch Number FDF
aTa npou3BoAcTBa:
ﬂanufacfgrfng Daréq 11.10.2025
: Paamep cepuu 3a BbIvYeTOM
Enshen conun; 35 029 yn npo6: iy 35016 yn
atch Size ! ”
Batch size without samples
2. NONYYEHHBLIE PE3YNbTATDI
TEST RESULTS
Ne Mokazarens* MeTtop ncneitanuii / TpeGosaHue Peaynbrar
Parameters Analytical method / Requirement Result
BuayanbHblit Benoro ugeta kpyrnbie rnagkue
o OT ©Genoro [0 CBETMO-XENTOro UBeTa | TABNeTKW CO CKOLUEHHBIMU KpasMi,
1 nucadue " 6 7 «NVR 5
A pyrnble rnagkuie TabneTky co CKOLEHHbIMK | C TPABUPOBKOW « » Ha OJHOW
ppearance : : :;
Kpasimu, ¢ rpaemposkon «NVR» Ha ogHoid | ctopoHe W «FB» Ha  gpyron
cTopoHe n «FB» Ha apyroi CTopoHe. CTOPOHE.
B3XX. Bpema ypepXuBaHWA OCHOBHOMO
nMKa Ha XxpomarorpaMmMe WCnbITYyemMoro
pacTBopa, NPUrOTOBMNEHHOrO ans
KONUYECTBEHHOTO ONpeaeneHws, AO0MKHO
COOTBETCTBOBATL BPeMeHW yaAepxusanus | CooTBeTcTBYET
WaeHTUdMKaLus nMKa Ha XxpomarorpamMme CcTaHAapTHOro
o | Identification pacteopa 1a. Otnuuve BO BpemeHax
YAEPKMBAHUA OOMKHO COCTaBnATb He
- Bungarnuntud 6onee + 2,0%.
TCX. Ha xpomaTorpamme WCNbITYEMOro
pacTBopa OCHOBHOE MATHO MO MOMOXEHWIO,
oKpacke u BEMUYUHE pomkHo | CooTseTcTByeT
COOTBETCTBOBATL NATHY HA XpoMaTorpamme
CTaHAapTHOro pacTeopa.
B3»X
3 | PacTBopenme He wmenee 80% (Q) sunaarnuntuHa oOT 100%
Dissolution HOMWHanNbHOrO  COAEPXaHWA  AOIMKHO
nepeiTn B pacteop Yyepes 30 MUHYT
4 Boga MeToa K. duwepa, 2 49
Water He 6onee 2,9 % s
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NOVARTIS

Form to SOP-8013721

JluueHsnA Ha ocyllecTBNeHne NPOM3BOACTBA NekapcTBeHHbIx cpeacte Ne00153-NC

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHanuUTUYeCKUI NMacnopT Ha roTOBYIO NPOLAYKUMIO

00O "Hoeaptuc Hesa"
Poccus, Cankt-MNeTtepbypr,
[Lopora B KameHky, n.40, kopn. 3, nutepa A

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

KoHTponk kavecTea

Quality Control
Homep nacnopra: Bepcua:1.0
Cerﬁﬁc;:e numberp 4-890-1025 Vergion
No Mokasatens* MeToa ucnbitanuii / TpeGoeaHue PeayneTat
Parameters Analytical method / Requirement Result
B3XX 202-01 — meHee 0,1%;
202-01 (amuga): He bonee 0,5% 209-01 — He o6HapyxeHo;
n 209-01 (umknuyecknin amManH); 207-01 - He obHapyxeHo;
pumecHu 5
5 | Impurities He Bonee 0,2% EavHnyHas  Hecneuudnympyemas
y o :
- BUnaarunTiHa 207-01(avkeTonunepasuH): He Gonee 0,2% | npumech — He 0BHapYXKeHO;
EanHnyHas Hecneuudpuympyemas npumech
- He 6onee 0,2% Cymma Bcex npumecen — MeHee
Cymma Bcex npumecei - He Gonee 0,8% 0,1%
OpHopogHOCTL
equHUL
g | Ao3upoBaHus PacyeTHo-maccoBbIf AV=36
Uniformity of dosage | AV < 15,0 '
units
-BungarnuntuH
KonuuectBeHHoe
onpegenexue ° EOhe:
7 Assay Ot 95,0% fo 105,0% BungarnuntuHa ot 100,4%
| - Bunaarnmnmam HOMWHaSIbHOrO CoAepXaHus o
Mo 14 Tabnetok B 6nuctep MNA/ANMBX n Mo 14 TaBbneTtok B GnucTep
anoM1UHMEBO onbru. MA/AN/MBX n antoMuHneBoR
y Mo 2 unn 4 Bnrctepa BMecTe C NNCTKOM- chonbru.
nakoBKa
8 Packing BKNaAbILLEM B KAPTOHHYIO Nayky. Mo 2 6rnncTepa BmecTe ¢ NINCTKOM-
[Jonyckaetca Hanu4ue KOHTponsa BKMaAbILLEM B KAPTOHHON Nauke.
NepBUYHOro BCKPLITUA Ha KapTOHHOM KoHTponkL NepeUYHOro BCKPLITUS
nayke. Ha KapTOHHOM Nayke NPUCYTCTBYET.
MepBuyYHan BHYTPEHHSAA yNaKkoBKa MepBu4Han BHYTPEHHAR
Ha 6nucrepe ykasblBaeTcs: ynakoBka
1. Toprosoe HavmeHoOBaHWE Npenaparta ¢ Ha 6nucrepe ykasaHo:
npeaynpeanTensHon MapkupoBkon ® 1. ToproBoe HaumeHoBaHmne
2. MexgyHapogHoe HenaTteHToBaHHoe npenaparta ¢ npeaynpeaMTensHon
HaumeHoBaHue (aybnupyeTtcs Ha MapkupoBkon ®
aHrMMACKOM A3bIKe) 2. MexxgyHapopaHoe
3. NoroTun paepxaTensa perucTpauMoHHOro | HenaTeHTOBaHHOE HauMeHoBaHWe
yAocToBepeHWa (Ha aHrMUIACKOM A3bIKe) (ayBnupyeTca Ha aHrMUIACKOM
4. NlekapcTBeHHas dopma A3bIKe)
9 MapkupoBka 5. loavpoeka 3. NoroTun aepxarens
Labelling 6. Homep cepun PErnmcTpaLoHHOro yaoCTOBEPEHUS

7. daTa ncreyeHus cpoka rogHocTn (B
thopmaTe: rogeH 4o...)

8. [lata nponseoacTea

9. [lonyckaeTcs HaHeCeHNe BHYTPEHHUX
ynaKkoBOYHbIX KOAOB KoMnaHun. B cnyvyae
npou3soacTea Ha nnowagke 000
«HoeapTuc Hesa» Ha BnucTepe yKkasbiBaloT
TONbLKO NepemMeHHble AaHHble 6e3 ykasaHua
npednKCoB HOMepa cepun 1 AaThbl
OKOH4YaHWA CpoKa rogHOCTH.

(Ha aHrNUIACKOM A3bIKe)

4. IlekapcTBeHHas hopma

5. osnpoeka

6. Homep cepuu

7. [lata ucreveHuns cpoka rogHoCTu
(B chopmaTe: rogeH go...)

8. [lata npon3BoacTBa HE yKasaHa
9.BHyTpeHHWe ynakoBoYHble Koabl
KOMMaHWK OTCYTCTBYIOT.
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NOVARTIS

Form to SOP-8013721

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHanuTUYeCKMi NacnopT Ha rOTOBYIO NPOAYKLMUIO

JIveH3ua Ha ocyLeCTBNEHWE NPOM3BOACTBA NEKApCTBEHHLIX cpeacTe Ne00153-NC

000 "HoeapTuc Hesa"
Poccus, Cankr-Tetepbypr,
Hopora B KameHky, n.40, kopn. 3, nutepa A

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

KOHTpOJ'Ib Kayecrea

Quality Control
Homep nacnopra: QoM. Bepcusa:1.0
Certificate number 4-890-1025 Version
Ne Mokaszatens* MeTtoa ucneitanuit / TpeGoBaHune PesynbTar
S Parameters Analytical method / Requirement Result

[aTa npou3BOACTBA He YKa3bIBAETCH.
Bropu4Has ynakoBKa (KapToOHHas na4ka)
Ha kapTOHHOW nNayke ykasbiBaeTcs:

1. Toproeoe HaumMeHoBaHWeE Npenapara ¢
npeaynpeanTenLHoN MapKkupoBkon ®

2. MexayHapoHoe HenaTeHToBaHHoe
HaumeHoBaHwe (gybnupyeTcs Ha
AHIMUIACKOM fi3blKe)

3. NoroTun gepxarens pernucTpauyuoHHoro
YyOOCTOBEPEHWS (Ha aHrMMIACKOM A3bIKe)

4. HanmeHoBaHKWe aepxarens
perncTpaumoHHOro YA0CTOBEPEHUS U
NpPou3BOAMTENA NEKapCTBEHHOIO
npenapara (BbiNycKaloLLWii KOHTPOIb
KadecTea)

5. Agpec (cTpaHa) fepxartens
perucTpaLUnoHHOro yaA0CTOBEPEHUA W
npou3BoAUTENA NeKapCcTBEHHOro
npenapara (BbINyCKalOLWA KOHTPOMb
Ka4yecTea)

6. NNekapcTBeHHan dopma

7. Josuposka

8. KonnyecTBo nekapcTeeHHOro npenapara
B YNaKkoBKe

9. HaumeHoBaHwe v cogepaHue
JelicTByioLLEero BeLlecTsa

10. YkazaHue o cofepxaHuun nakrossl
©e3B0oHOI B Ka4ecTBE BCNOMOraTensHoro
BellecTBa 1 ee konuyecTtee B 1 TabneTke
11. Ycnosua xpaHeHua

12. [NyTb BBEAEHUA

13. Ycnoeua oTnycka

14. MNpeaynpeauTensHbie Haanuen:
«lMogpobHble ykaszaHua no NpuMeHeHnto
npuBeaeHbl B NMCTKE-BKNaAbILIEY,
«XpaHnTb B HEZOCTYMHOM Ans AeTewn
mecTe»

15. Homep cepun

16. lata npoussoacTea

17. [aTa ncreveHuns cpok rogHocTH (B
dopmare: rogeH Jo...)

18. WTpux-koa

19. flonyckaeTca HaHeceHWe BHYTPeHHUX
YMaKoBOYHLIX KOA0B

20. JononHUTENLHO MOTYT BbITh HAHECEHDI
cpeacTsa uaeHTuuKaumm ans
MOHWUTOPWHIa ABWKEHNA NEKAPCTBEHHbIX
_NpenapaToe OT NpouseoAuTens Ao

Ha 6nucrepe ans Homepa cepum 1
JAaTbl OKOHYaHWA cpoka roAHoOCT
yKa3aHbl TONbKO NepeMeHHble
AaHHble 6e3 ykasaHusa npechnkcos.
[ata npoussoncTsa He ykasaHa.
BropuyHas ynakoBkKa (KapToHHas
nauka)

Ha KapTOHHOW Nayke yKasaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npeaynpeavTensHon
mapkuposkoi ®

2. MexayHapogHoe
HenaTeHToBaHHOe HauMeHoBaHKe
(oybnupyeTcs Ha aHrnMincKkom
A3bIKe)

3. Norotun gepxarens
perncTpaunoHHoro yaoCcToBEpEHNA
(Ha aHrnuickom A3bike)

4. HanmeHoBaHue gepxartens
pernucTpaLnoHHoro y4ocToBepeHns
W NPON3BOAMTENS NEKaPCTBEHHOrO
npenapara (BbinyckatoLwmnii
KOHTpONb KayecTBa)

5. Agpec (cTpaHa) agepxatend
perncTpaynoHHoro yaocToBepeHns
1 NPOU3BOAUTENS NEKAPCTBEHHOIO
npenapara (BbinycKatLuia
KOHTpOIb KayecTBa)

6. lekapcTeeHHas opma

7. Oosmpoeka

8. Konuyecteo nekapcTBeHHOro
npenapara B ynakoBke

9. HaumeHoBaHWe 1 codepxaHue
BefCTBYIOLLEro BeLlecTsa

10. YkazaHne o cogepxanum
nakTosbl 6e3BoAHON B KayecTee
BCNOMOraTenbHOro BELeCTBa 1 ee
konuyecTse B 1 Tabnetke

11. Ycnoeusa xpaHeHus

12. MNyTb BBEAGHUA

13. YcnoBusa otnycka

14, NpeaynpeauTenbHble HAANUCH:
«MoapobHbie ykasaHua no
NpYMEeHEeHWI0 NpUBEAEHLI B NUCTKE-
BKNagblwe», «XpaHuTb B
HeAoCTYMHOM ANA AeTel MecTey»
15. Homep cepun

16. faTta npoussogcTea
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NOVARTIS

Form to SOP-8013721

Doc No.: QC_COFA_01072576
Version: 2.0, CURRENT

AHanuTUYeCKui NacropT Ha roTOBYIO NMPOAYKLMIO

TIMUEH3MA Ha OCYLLEeCTBNEHNe NPOM3BOACTEA NeKapcTBeHHbIX cpeacTes Ne00153-11C

000 "Hoeapruc Hega"
Poccus, Cankr-Metepbypr,
[Hopora B KameHky, a4.40, kopn. 3, nutepa A

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

KoHTponb KauecTBa

Quality Control
Homep nacnopra: 4-890-1025 Bepcua:1.0
Certificate number Version
Ne MokasaTtenk* MeTtop ncneitTanuii / TpeGoBaHue PeaynbTar
Parameters Analytical method / Requirement Result
KoHeyHoro noTpebutens (HaHeceHne 17. Qara ucreyeHuns cpok rogHocTy
BO3MOXHO C UCNONb30BaHUEM CTUKEPa). (B chopmaTe: roaeH Ao...)
18. WTpux-koa
19. HaHeceHb! BHYTPEHHNE
ynakoBOYHblE KOAbI.
20. JononHUTENEHO HAHECEeHb!
cpeacTea uaeHTUMKaumm ans
MOHWUTOPUHIa ABWKEHUA
NeKkapcTBEHHbIX NpenapaTos oT
NPOV3BOAWTENS A0 KOHEYHOTO
notpebutens (6e3 ncnonb3oBaHUs
CTUKepa).
10 gpaﬂeﬂue B opuriHansHO# ynakoeke npu Temnepatype He Boile 30°C.
torage
Cpok rogHoCcTH
(MepuoguyHoOCTL
11 | KoHTpOnS) 3roga 30.08.2028
Shelf life
requency of control) )

* - MNokasartens «MukpoBuonoryeckas YNCToTa» He ABMAETCA PYTUHHBIM METOAOM aHanuaa u MOXeT OTCYTCTBOBATL B

nacnopTe KoMnaHu.

3. 3AKIMHOYEHWE
CONCLUSION

NexapcTaeHHbI npenapat Mansyc® tabnetkn 50 mr Ne 28, Homep cepun PV99491025 COOTRETCTBYET
TpeBosaHuAM HopMaTMBHOI JokymeHTaumm JM-Ne(000761)-(PIr-RU)-240424 Fanayc@ TabreTku 50%1; Moayne

Mapkuposka JIM-Ne(000761)-(Pr-RU)-200723.

/ A
KoopawHatop husmko- fipeay s acpad | =
YTeepaun . CnyuaHko O.C. | 7 /. ,ra ;Jfr)f { o SR
Aoproved by Xvmuyeckon nabopartopun \: Nevs LLO S /
y & ’
HomnocTe (Position) GO (Full name) “\_ / inature)
~ :.:“ -_\/
Version Description of change R
{Bepcus) (OnucaHne nameHeHwii)
1.0 HoBbIlh nacnopT
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