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AHanUTU4YeCKWUi NacnopT Ha FOTOBYIO NPOAYKLUIO

Nuuenana Ha ocyllecTeneHve NPoM3BOACTBA NeKapcTBeHHbIX cpeacTe Ne00153-NC 000 "HosapTtuc Hesa"

Poccus, Cankr-Tetepbypr,
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Tenecdon: +7 812 336 9891
novartis.neva@novartis.com

KoHTponb kauectsa
Quality Control
Homep nacnopra: i » Bepcua:1.0
Certificate number 410511128 Version
1. OBLIASA UHOOPMALIUA
GENERAL INFORMATION
HaumeHoBaHuWe nNpoayKLMK: "ansyc MeT® TabneTku, NOKpbITLIE NNEHOYHOR 060NOUKOIA,
Product Name 50 mr + 1000 mr Ne30

Checked against

NMN-Ne(001986)-(PI-RU)-200524 Tlansyc MeT®, Tabnetkm nokpbiTbie
nneHoyHon obonoykon 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb

MpoBepeHo Ha COOTBETCTBME C: | \1ankuposka JIM-Ne(001986)-(PT-RU)-270723

Cneuundukaums kavectea Ha Maneyc MeT®, TabneTky NoKpbITLIE NNEHOUYHOIA
obonoykon 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, sepcus: 17.0

BHyTpeHHWI Ko Homep cepun

HepacdacoBaHHon npoaykuun: | 42027187 HepacchacoBaHHOM npoaykuumn PX3260
Product Code Bulk Batch Number Bulk

BryTpeHHMIA KOA ynakoBaHHOW Homep cepumn ynakoBaHHOM

npoayKunn; 44068551 npoayKuum: PX82021125
Product Code FDF Batch Number FDF

Dara npousBogcTea:
Manufacturing Date

28.11.2025

Paamep cepuu:
Batch Size

Paamep cepum 3a BbIYETOM
5919 yn. npo6: 5910 yn.
Batch size without samples

2. NONYYEHHbLIE PE3YNbLTATbI

TESTRESULTS
Ne Mokazarens* MeTop ucneitanuii / Tpebosanue Pesynbrar
Parameters Analytical method / Requirement Result

BuayanbHbiii OBanbHble Tabnetkn co
OBanbHble TaBNeTKN CO CKOLLEHHbIM CKOLUEHHbIMWA  KpasmMuK, MOKpbIThIE

e Kpasimu, NOKpbITbIe NIeHoYHOoM 060noYKoii nneHoyHon oBONOYKOM  TEMHO-

1 Agpearance TEMHO-XXENTOro ¢ CepoBaThbiM OTTEHKOM XKEenroro ¢ cepoBaTbiM OTTEHKOM

ueeTa. Ha oaHoii cTopoHe TabneTkn useTa. Ha ogHoii ctopoHe TabneTkn
mapkupoeka «NVR», Ha apyrofi cTopoHe — mapkuposka «NVR», Ha Aapyroii
«FLO». cTopoHe — «FLO».
B3XX

Uperrwmaipn | S e e .

fdggﬁﬂgfﬁﬁg - AOMKHO COOTBETCTBOBATL BPEMEHN e o
yAEPXUBAHWUA NUKa BUNAArnMNTMHA Ha

2 XpomarorpamMmme cTaHAapTHoro pacrTsopa.

B3XX
Bpems yaepxvBaHus OCHOBHOIO nuka Ha

- MetdopmuHa XpomaTorpamme ucnbiTyemoro pacteopa 3 CooTsetcrayer

ruapoxnopug, AOMKHO COOTBETCTBOBATL BPEMEHM
yAepKuBaHua nuka MeTcopmuHa Ha
XpomMaTorpaMmmecTaHAapTHOro pacTeopa.
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Ne Mokazarene* MeTtog ucnwitanuii / TpeGoBaHue Pezynbrar

Parameters Analytical method / Requirement Result
B3XX 5
He meHee 80% (Q) ot 3asiBneHHoro AR o AR co.uepxcaﬁuﬂ
cogepxaHua sunaarnuntuHa vyepes 30 BUAARITAITRHE SEpes 30 MAHYT,
3 | PacTBopeHue MUHYT .

Dissolution He mexee 80% (Q) OT 3asBNeHHONO 100% OT 32sBNEHHOr0 CoAepXKaHus
cogepxaHna meTdopmuHa ruapoxnopuaa gg;ﬂ?ﬂ?'pm““a rMapoxnopuia 4yepes
yepes 30 MUHYT. yT

Boga MeToa K. duwwepa 5

4 Water He 6onee 1,0%. 0.3%

B3IXKX .

202-01 (amua): He Gonee 0,5% ggg‘g} —He 02”393""3“3:
Mpumecn 209-01 (UMKNMYECKNIA aMUaWH): s Hapyx(el-la:
Fliit ue Gonee 0 2% 207-01 — He obHapyxeHa,;

_ : 4 LUHNYHaRA
ﬁ;‘b‘f’ﬁl"js‘ ig?ﬁg;é:tdokg‘;oonunepaawu)‘ HEMAEHTUULMPOBAHHAS NPUMECH
! 5 — He obHapyxeHa,;

EAMHUYHOI HenaeHTUULIMPOBaHHOM .

BunparnunTuta ngumecn: i SZﬂee 0 t‘éb%u P Cymma Bcex npumeceil - He

5 Cymma Bcex npumeceii: He 6onee 1,0% i
BOXKX 1-LUmnasoryaHunauH — meHee 0,01%;
1-HMaHOW?HMﬂMHZ He Bonee 0,02% _ | EanHnumas

- Mpumecn EAvHn4HOA HeUAEHTU(UUMPOBAHHOW | yeppeHTUDULMPOBAHHAA NpUMEC

MeTdopmuna npumecu: He Gonee 0'3% . — He oBHapyXeHa;

ruapoxnopuaa Cymma Bcex npumecei: He Gonee 0,6% Cymma BCEX NpuMeceil — MeHee
rX 0,05%

366-98 — He Gonee 0,2% 366-98 - 0,1%

OaHOpPOOHOCTL

AO03UPOBaHHBLIX BungarnuntuH — BaXX BunaarmnTas AV= 4.8

eavHuL MeTcommHa ruapoxnopus - mMeTon : AE .

0 Uniformity of Bapuauum Macc %STES g””a PARPORTIORI

dosage AV =150 :

units
B3XX
Ot 95,0% po 105,0% swungarnunTuHa oOT

KonmIRETRSHHON 3aABNEHHOIO COAEPKAHMSA

onpegeneHuve 99.6%

f‘gﬂiy SitFiiAi BHyTpeHHuit npegen Ha Bbinyck (IRL): He

7 A MeHee 97,9% BUNAAarnunTuHa oT
3asiBNEHHOIO CofepXKaHus
B3XX
;M“:e“gcfﬁg“‘:;a Or 950% po 1050% wmetchopmuHa | 99,1%
P P rmapoxsiopuaa ot 3asiBfIeHHoro coaepkaHus.

(Native) Information Print Date:18 December 2025

Page 2 of 5

Business Use Only « ESOPS D2




NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTHU4YeCKWUI NACMOPT Ha FOTOBYIO NPOAYKLMIO

TluueHsun Ha ocyulecTBneHne NPOM3BOACTBA NeKapcTBEHHbIX cpeacTs Ne00153-NC

00O "Hoeaptuc Hesa"
Poccus, Cankt-MeTepbypr,
[opora 8 KameHky, A.40, kopn. 3, nutepa A

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

KoHTporb kayecTea

Quality Control
Homep nacnopra: ’ iy Bepcun:1.0
Certificate number 4-1031-1125 Version
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N-
HurtpozogumeTun
aMuH rx
NDMA FP_6001792_019_R_01
8 ( ) «LMF237 50 + 1000 mg Filmcoated MeHee 10 Hr/tabneTka
g
N- tablet»
Nitrosodimethyla | He Gonee 48 Hritabnetka
mine
(NDMA)
o 6 TabneTtok B Gnuctep MA/ANMBX 1 Mo 6 TabneTok B 6Gnuctep
anwMuHveson onbru. MNA/AN/NBX 1 antoMUHWEBO
9 YnakoBka Mo 5 6GnucTepos BMECTE C NUCTKOM- donbru. Mo 5 6nuctepos BmecTe ¢
Packing BKNaAbILLEM B KAPTOHHYHO Nadyky. TNICTKOM-BKNaAbILLEM B KAPTOHHYIO
[onyckaeTca Hanuuue KOHTPONs NEPBOro nauyky. MpucyTcTBYET KOHTPONb
BCKPLITUS. NepBoro BCKPbITHS.
MepBUYHAA BHYTPEHHSASA yNaKkoBKa
Ha 6nucrepe ykasbiBaeTcs: I'I: ;: :quuaaﬂ L
1. Toprosoe HaumeHOBaHWe npenaparta ¢ ria Sriiceie diiaaiin
& % pey :
npeaynpeaMTenbHoON Mapkuposkoin ® Y. ToBronGa HANNEHOEENE
2. MexxayHapoaHoe HenaTeHToBaHHoe v o "
HalnMeHoBaHue (aybnupyetca Ha e o et Al e
aHrMUIACKOM A3bIKE) gaﬁzmpos:gmo(i—l -
3. lloroTun aeparens perucTpaunoHHoro H.enarxe(ﬂ'};oagﬂﬂoe ST
YAOCTOBEPEHUA (Ha aHrMIACKOM SA3bIKe) 75
4. NlekapCTBEHHas dopma (ayGnupyeTca Ha aHrnuiAcKom
5. [loampoeka ABkife)
6. Homep cepun 3. NNoroTun gepxarens
7. [laTa ucteyeHus cpoka rogHocTu (B PETMESFRRUGAINGIIG. Lot CTums sl
cp.opma're' rodeH £0...) (Ha aHrnuiAckom s3bike)
10 | Mapkuposka 8. lata npoussoAcTea g Eigigﬁ;ﬁgﬁaﬂ Spophs
Labelling 9. [lonyckaeTcs HaHeCeHWe BHYTPEHHUX 6‘ Homep cepuu
NakoBOYHBIX KOAOB KoMNaHuu. B cnyyae ‘
ﬁ DOU3BOACTBA Ha nnowaake OO0 y 7. [ata ncreveHus cpoka roqHocTu
«HoBapTuc Heea» Ha BnvcTepe ykasbiBaroT ga E:Tpamﬁ‘rgh;gﬂe"m'gg‘ H)e o
TONbKO NepemeHHble AaHHble 6e3 ykasaHus : P " y
NPEUKCOB HOMEPA Cepuv 1 AaTbI 9.BHYTpeHHMe ynakoBouYHkIEe Kogbl
[ata npon3BoAcTBa He YKasbiBaeTcs. naThl oxou-?aﬂm Aesons ?o,quo%m
BropuyHasa ynakoBka (KapTOHHasA navka) p
Ha kapToHHOW nNayke ykasbiBaeTcs: RN, TIPSR W
1. Toproeoe HaumeHoBaHWe npenapara ¢ ﬂ:::b;ne c?::aifc?g;“: enpsacg:ﬁgoa )
npegynpeauTensHon mapkuposkoi ® Bro nﬁﬂaa S ARORKS {3:( - ouﬁaﬂ
2. MexgyHapoaHoe HenaTeHToBaHHoe natu?a) y E
Hawn n "
aﬂrﬁ“eﬁ”cii?ﬂ”;":bfﬁg)ﬁn RESTHRRRR Ha kapToHHol% nauke ykasao:
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3. Jlorotun gepxaTtens perncTpauvuoHHOro
YAOCTOBEPEHWUA (Ha aHrNMUACKOM SA3blke)

4. HaumeHoBaHWe aepxarens
perucTpauvroHHoro yAoCTOBEPEHUS U
NpousBoANTENS NEKapCTBEHHOro Npenaparta
(BbiNycKatoLLWIA KOHTPOb KAaYecTBa)

5. Agpec (cTpaHa) gepxartens
perncTpaLuoHHoro yA0CTOBEPEHUs 1
NpPON3BOAWTENS NEKapCTBEHHOro Npenaparta
(BbINyCKAIOLMIA KOHTPOIL KayecTsa)

6. llekapcTBeHHas copma

7. foauposka

8. KonuyectBo nekapcTBeHHOro npenapara B
ynakoBke

9. HanmeHoBaHus 1 cogepxaHus
[eRCTBYIOWMNX BELLECTB

10. Ycnoeus xpaHeHUs

11. MyTe BBEAEHUA

12. Ycnoeus oTnycka

13. MpeaynpeauTensHbie Hagnvuew: «Cnocob
NPUMEHEHUA: CM. NTICTOK-BKNagbILL»,
«XpaHuTb B HEOCTYNHOM ANs feTell MecTe»
14. Homep cepun

15. [lata npoussoacTBa

16. [aTa ncreveHus cpok rogHocTu (B
chopmate: rogeH go...)

17. Wrpwnx-kop,

18. [lonyckaeTca HaHeCceHUe BHYTPEHHIX
ynakoBOYHbIX KoAoB [ononHUTensHo MoryT
BbITb HaHeCeHb! cpeacTBa MaeHTUdUKaLMA
AN MOHWUTOPUHIa ABVIKEHUS NEKAPCTBEHHbIX
npenapaToBs OT NPOU3BOAUTENA 4O
koHeuyHoro noTpebuTtens (HaHeceHve
BO3MOXXHO C MCMONb30OBaHUEM CTUKEpA).

1. Toproeoe HaumeHoBaHue
npenapara ¢ npeaynpesuTensHoii
MapKkuposkoin ®

2. MexayHapogHoe
HenaTeHToBaHHOe HauMEHOBaHUe
(pybnupyeTca Ha aHrnUncKkom
A3bIKE)

3. NoroTun aepxarens
perucTpaurMoHHOro yAoCTOBEPEHUA
(Ha aHrnuiickom asblike)

4. HaumeHoBaHue gepxaTens
perncTpauvoHHoOro yaocToBepeHust
1 NPOM3BOAUTENSA NEKAaPCTBEHHOTO
npenapata (BbinyckaoLiunia
KOHTPOIb KadecTBa)

5. Agpec (cTpaHa) aepxartens
perucTpaunoHHOro yaocToBEpeHUs
1 NPOM3BOAUTENS NEKAPCTBEHHOTO
npenapara (BbinycKawLmii
KOHTpPONb KayecTsa)

6. NlekapcTeeHHas copma

7. Joavnposka

8. KonuyecTBo nekapcTBeHHOro
npenapara B ynakoske

9. HaumeHoBaHuA 1 cogepxaHua
AeCTBYIOLUX BELLECTB

10. YcnoBusa xpaHeHus

11. MNyTe BBEAGHNA

12. Ycnosua otnycka

13. MpeaynpeavTensHble Hagnucy:
«Cnocob NnpUMeHeHWsI: CM. INCTOK-
BKNagpIW», «XpaHuTb B
HeAoCTyNHOM ANA AeTeWn MecTe»
14. Homep cepun

15. [lata npoussoacTBa

16. [Jlata ucteyeHns CpoK rogHoCTH
(B dopmare: rogeH fo...)

17. Wrpux-kog

18. HaHeceHbl BHyTpeHHUe
YNaKoBOYHbIE KOABI.
[ononHuTensHo HaHeceHsb!
cpeAcTea naeHTudukaumm ans
MOHWTOPWHra ABKEHUS
nekapcTBeHHbIX NpenapaToe oT
NPOV3BOAUTENA OO0 KOHEYHOro
noTpebutens (6es3 ucnonb3oBaHus
cTuKepa).
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XpaHeHue -
11 Storage Mpwn Temneparype He Bhiwe 30°C.
Cpok rogHocTH
(Mepnogn4yHoCTL
12 | koHTpoONnS) 2 ropa 2 ropa (31.10.2027)
Shelf life (Frequency
of control)

* - [Nokasartens «M*‘IKpOﬁHOﬂOI‘MHECKSﬂ HUCTOTA» He ABMAETCA PYTUHHLIM METOAOM aHanu3a U MOXEeT OTCYTCTBOBATh B
nacnopTe KoMmnaHuu.

3. 3AKNIOYEHUE
CONCLUSION

JlekapcTBeHHbI npenapat Maneyc MeT®, TabneTky NOKpPbITLIE NNeHouHO o6onoukon, 50 mr+ 1000 mr Ne30,
Homep cepun PX82021125 cooteeTcTBYET TPEGOBAHWUAM HOPMATUBHOIA AokymeHTaLn JIF-Ne(004986)-(Pr-
RU)-200524 ansyc MeT®, TabneTkv NOKpbITLIE MAeHouHon o6onoukoi 50 mr + 50 o m&f&o\uw * 10{50
mr Moayne Mapkupogka JIM-Ne(001986)-(PI-RU)-270723. / /

/ / \A_
CTapwwmii  cneuvanucT — no FEl . : \ 4\

K A ? ‘ Moo v tdoﬂ"’ \
yrBepaMn | . roonio kadectsa AleRoass 5,0 |2 12 | Ppa s AN
Approved by 1' 2\ Novartis nes wl /‘\

fomkHocTs (Position) DO (Full name) \}. *q\ l‘*'l [Ppaw « r“ B niuy :;f ignature)
LY -\\. _1" /’
Version Description of change S U
(Bepcus) (OnucaHue uameHeHUn) g
1.0 HoBblit nacnopt
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