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AHanuTUyeckuit nacnopr Ha rOTOBYIO MPoayKLUIo
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KoHTponb kavectea
Quality Control

Homep nacnopra:
Certificate number

4-868-1025

Bepcusn:1.0
Version

1. OBLAS UHOOPMALINA
GENERAL INFORMATION

HaumenoBanue npoaykuuu:

Product Name

50 mr + 1000 mr Ne30

Faneyc Met® tabnetku, NOKPBITBIE NNEHOYHOI 060NOYKOIA,

lpoBepeHo Ha cooTBeTCTBHME C!

Checked against

JIM-Ne(001986)-(Pr-RU)-200524 lFansyc MeTt®, TabneTku NoKpbLITLIe
nneHou4Homn o6onoukoi 50 mr + 500 mr, 50 + 850 Mr, 50 + 1000 mr Mogynb
Mapkuposka JIM-Ne(001986)-(Pr-RU)-270723

Cneundukaums kavectsa Ha Mansyc Met®, TabneTku NOKPLITbIE NNEHOYHO
o6onoukor 50 mr + 1000 mr Ne 30 SPEC FDF 00080126, Bepcus: 17.0

BHyTpeHHui kog Homep cepun
HepacpacoBaHHOI nNpoaykunu: | 42027187 HepaccpacoBaHHOM npoaykuun PU8709
Product Code Bulk Batch Number Bulk
BHyTpeHHMIt Kog ynakoBaHHOM Homep cepun ynakosanHoi
NPOAYKLMN: 44068551 NPoAYKUMM: PV72291025
Product Code FDF Batch Number FDF
aTa Nnpou3BoacTBa;
ﬂanufactgﬂng Dateﬂ 04.10.2025
: Paamep cepuu 3a BbiueToMm
';;3? ;?ecepuu. 5 984 yn. npo6: s 5968 yn.
Batch size without samples
2. NONYYEHHLIE PE3YNbTATbI
TEST RESULTS
Ne MokazaTtens* MeTtog ucniitanuin / TpeGoBanue Pesynerar
Parameters Analytical method / Requirement Result
BuayansHbiii OBanbHble TabneTku co
OsanbHble TabNeTkn Co CKoLIEHHbLIMM CKOLLEHHbLIMU  KpasiMu, MOKPbITbIE
o KpasiMu, NOKPbITLIE NNEHOYHOM 0BONOYKOA nneHoyHo  oBonoukoit  TemHo-
1 - "";‘;f;'::;z TEMHO-XENTOro ¢ CepoBaTLIM OTTEHKOM KENnToro ¢ CcepoBaTbiM OTTEHKOM
op useta. Ha oHol cTOpoHe TabneTku useta. Ha ogHol cTopoHe TaBneTiu
mapkupoeka «NVR», Ha Apyroii cTopoHe — mMapkupoBka «NVR», Ha apyroit
«FLO». CTOpoHe — «FLOwy,
B3OXX
Bpems yaepxuBaHus ocHOBHOrO nuka Ha
Eﬂﬁ;}gﬁ::aunn XpomMarorpamme UcneITyemoro pacteopa 1 CooTeeTcTayeT
- BUNASFTMNTYN AOIMKHO COOTBETCTBOBATL BPEMEHH
YAEPKMBAHUA NVKa BUNAArNUATAHA Ha
2 XpomarorpaMme CTaHAapTHOro pacTeopa.
B3XKX
Bpewms yaepxuBaHns ocHosHoro nuka Ha
- MeTtchopmuHa XpomarorpaMme WUCnbITyemoro pacrteopa 3
ruapoxnopua AOIMKHO COOTBETCTBOBATL BPEMEHU Coorsercreyer
yAepxKuBaHua nuka meTdopmuHa Ha
XpomarorpamMmecTaHAapTHOro pacTaopa.
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AHanuTu4eckui NacnopT Ha roToByIO NPOAYKLIMIO

Nuuenans Ha ocywecTBREHWe NPON3BOACTBA NEKAPCTBEHHBIX cpeacts Ne00153-NC

000 "HoeapTuc Hesa"
Poccus, Cankr-MNetepbypr,
Hopora B Kamenky, .40, kopn. 3, nutepa A

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

KoHTponb kavectea

Quality Control
Homep nacnopra: _RRA. Bepcus:1.0
Certificate number 4-868-1025 Version
Ne lNokazarens* Metoa ucnbitanmi / Tpe6oeanue PesynbTar
Parameters Analytical method / Requirement Result
BOXX
He meHee 80% (Q) oT 3asBneHHoro 99% oT 3asBneHHOro coaepaHus
cofepxaHus BungarnuntuHa yepes 30 RATRRF I RaE e pesit My
3 | PacTBopenue MUHYT .
Dissolution He MeHee 80% (Q) oT sasisneHHoro 100% oT 3asBneHHOro coaepxanus
cofdepxaxus MeTpopmimHa ruapoxnopuaa g'g Ld:izp :mna FHAPREROpYEE “epes
yepes 30 MUHYT. y
Bopa Metog K. dPuwepa &
& Water He Gonee 1,0%. 0.2%
B3XKX 0/
202-01 (amug): He Gonee 0,5% ggﬁ:g: ::::%igJ )’é’éHa‘
MNpumecu 209-01 (UmKnnyeckuii amuau); Py 3
207-01 - He o6HapyxeHa;
Related He Bonee 0,2% EquHWuHas
Is_li;)b‘f:‘a;’ccfs' iggg;e(glakgl/oonunepaaum). HeAEHTUMDNULMPOBaHHAA MPUMECH
<! i — He obHapyxeHa;
WHWYHON HenaeHTUULIMPOBAHHOM! .
Bunparnuntuna Epﬂumecu: i Ggﬂee b g’o " LA Cmia BCEX npumeceil — MeHee
5 Cymma Bcex npumeceii: He Gonee 1,0% 0,1%
BIXX 1-LinavoryannanH — meree 0,01%:
1-LlMaHOW?HHAHH: He Bonee 0,02% _ | EauHnynas
- Npumecw EnvHmndHoit HeNaeHTUDMUMPOBaHHOI HenaeHTUUUMPOBaHHAsA NpUMech
MeTdopmuna npumecu: He Gonee D,j% — He oBHapyxeHa;
ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma BCex npumeceil — meHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OgHopoaHoCcTL
A03MPOBaHHbIX BungarnuntiiH — BOMX . -
6 | eAununy MeTdhomuHa rugpoxnopua - metog ag:g}aggﬂ:;“;‘ .qA\;xng'cL )
Uniformity of Bapuvauuu macc AV=20 P Rha:
dosage AV =150 '
units
B3»X
Ot 95,0% po 105,0% BungarnunTMHa oT
KonuuecreenHoe :
onpenenenme 3anBNEHHOro cogepXaHns -
:"tgiiy SR BryTpeHHuit npegen Ha Boinyck (IRL): He
7 A MeHee 97,9% BUNOArNMUNTUHA oT
3anABMEHHOro coagepXaHus
B3XX
;“Me‘;?:sgm“"”a Or 950% po 1050% wmercdopmuHa | 100,0%
P puA rmapoxnopuaa ot 3asBNEeHHOro CoAepPXaHUs.
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NOVARTIS
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AHanuTHyecKuii NAacnopT Ha FOTOBYIO NPOAYKLIUIO

NuueHansa Ha ocywecTBneHne NPOM3BOACTBA NEKapCTBEHHbIX cpeacTs Ne00153-1C

000 "HosapTuc Heea"
Pocecus, Caunkr-lNetepGypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTponb kayecTea

Quality Control
Homep nacnopra: Bepcus:1.0
Cerﬁﬁca‘:e numberp 4-868-1025 Vergfbn
Ne lNMokasarenes* Meton ucnbitanuii / TpeGoBanne Pezynbtar
Parameters Analytical method / Requirement Result
Esp. ®., ®. CLUA, An. ®. unu
®EABC 2.1.6.6,2.16.7
Mukpo6uonoruye | Kareropus 3A:
g | ckas uncrora ObLee umncno aspobHbLIX MUKPOOPraHN3MoB
Microbiological - He Gonee 10 KOE B 1T; MeHee S0 KOEB 1T,
purity Obulee YMCIIO APOHOKEBLIX W MNECHEBbIX
rpu6os — He Gonee 102KOE B 1T Meree 10 KOEB 11;
OtcytcrBue Escherichia colis 1. OtcytcTBues 1.
N-
HuTtpozogumeTun
amMuH X
FP_6001792_019_R_01
9 | (NDMA) «LMF237 50 + 1000 mg Filmcoated He oGHapyxeHo
N- tablet»
Nitrosodimethyla | He 6onee 48 HritabneTka
mine
(NDMA)
Mo 6 TabneTok 8 6nuctep NA/AN/MNBX u Mo 6 Tabnetok B Gnuctep
anioM1UHUeBOR honbru. MA/ARMBX 1 antoMWHWEBOI
10 ¥Ynakoeka Mo 5 6nmcTepos BMeCTe C NIUCTKOM- donbru. Mo 5 Gnucrepos Bmecte ¢
Packing BKNaAbillieM B KAPTOHHYIO NAYKy. NUCTKOM-BKNaabILEeM B KapTOHHYHO
HonyckaeTca HanMuue KOHTPONs Nepsoro nauky. MpucyTCTBYET KOHTPONb
BCKpbITUSI. NepBOro BCKPLITUA.
MepBuyHana BHYTPEHHASR yraKoBKa MepBUYHAs BHYTPEHHAR
Ha 6nucrepe ykasbisaercs: ynakoBka
1. Toproeoe HaumeHoBaHue npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeanTenbHON MapKkupoBkoin ® 1. ToproBoe HaumeHoBaHWe
2. MexayHapoaHoe HenaTeHToBaHHoe npenapara c npegynpeauTensHon
HanMmeHoBaHwe (aybnupyercs Ha MapKupoBkon ®
aHrnuInckom A3blke) 2. MexgyHapogHoe
3. lloroTun aepxaTens perucTpauuoHHOro HenaTeHToBaHHOE HanMeHoBaHue
YAOCTOBEPEHUA (Ha aHIMUIACKOM A3biKe) (oy6nupyeTcs Ha aHrnUINnCKoM
4. NekapcTeBeHHas dopma A3blke)
Mapkuposka 5. foanposka 3. NoroTun aepxarens
1 Labsiling 6. Homep cepun perucTpaumnoHHoro yaocToBepeHus
7. NaTa ncteyeHus cpoka rogHocTH (B (Ha aHrnuiickom a3blke)
thopmarte: rogeH fo...) 4. [lekapcTeeHHas dopma
8. [lata npounsBoacTea 5. [loavpoeka
9. lonyckaeTca HaHeCeHWe BHYTPeHHMX 6. Homep cepum
ynakoBOYHbIX KOAOB koMnaHun. B cnyuae 7. [laTa ncreyeHus cpoka rogHocTm
npoussodcTsa Ha nnowaake OO0 (B thopmare: rogeH go...)
«HoeapTuc Hesa» Ha BnucTepe ykasbiBatoT | 8. [lata NponsBoACTBa HE yKasaHa
TONbLKO NepemMeHHble AaHHble 6e3 ykasaHus 9.BHyTpeHHWE YNaKoBOYHbIE KOgb!
npedKCoB HOMEpa cepum 1 aatsl KOMNaHW1 OTCYTCTBYIOT.
OKOHYaHWsA CPOKa roaHOCTH. Ha 6nucrepe ans Homepa cepui U
[aTta npou3BoACTBa He yKa3bIBaeTcs. AaTbl OKOHYaHWs CpoKa rogHOCTH
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AHanNUTUYeCKUIA NACNOPT Ha roTOBYIO NPOAYKLUIO

JlvueHauna Ha ocylwecTBNeHe NPOU3BOACTBA NEKAPCTBEHHBIX cpeacre NeQ0153-NC

000 "Hosaptuc Hesa"
Poccun, Cankr-Mertepbypr,
Dopora & Kamenky, 1.40, kopn. 3, nutepa A

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

KoHTponk kayectea

Quality Control
Homep nacnopra: ¥ Bepcusa:1.0
Certificate number 4-868-1025 Version
Ne MNokaszarens* Mevop ucnbitanuii / TpeGosanune PesyneTar
Parameters Analytical method / Requirement Result

BropuuHas ynakoska (kapToHHas nauka)
Ha KapTOHHOW nayke ykaablBaeTcs:

1. Toproeoe HaumeHoBaHue npenapara ¢
npegynpeauTensHol MapkupoBkon ®

2. MexpyHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHue (ay6nupyeTcs Ha
aHrMUACKOM f3blKke)

3. Ilorotun fepxarensi permcTpaLUnoHHOro
YAOCTOBEPEHUA (Ha aHrNMIACKOM A3biKke)

4. HaumeHoBaHue gepxatens
perncTpauroHHoro yaocTorepeHuns
NpoKU3BOAUTENA NleKapcTBEHHOrO Npenapara
(BBINYCKAOLMIA KOHTPOMb KayecTea)

5. Aapec (cTpaHa) gepxartens
PerucTpaLuoHHoro yA0CTOBEPEHUS 1
npousBoANTENs NekapcTBEHHOro npenaparta
(BbINyCKalowWMiA KOHTPONb KauecTsa)

6. llekapcTeeHHas opma

7. Jo3unposka

8. Konunuectso nekapcTBeHHOro npenapara B
ynakoeke

9. HanmeHoBaHus 1 cogepxaHns
OeViCTBYIOLLMX BELLECTB

10. Yenoeus xpaHeHus

11. MNyTL BBEAEHUA

12. Ycnoeus oTtnycka

13. MNpegynpeantensHele Haanucu: «Cnocob
NPUMEHEHWA: CM. NNCTOK-BKNaALILL»,
«XpaH1Tb B HEAOCTYNHOM ANs AeTel MecTe»
14, Homep cepun

15. [lata nponssoacTea

16. [JaTa ucreyeHns CpoK rogHOCTH (B
dopmate: rogeH fo...)

17. Wrpux-kog

18. [lonyckaeTcst HAHECEHME BHYTPEHHIX
YNakoBOYHbIX KO40B [JONONHUTENBHO MOryT
BbITh HaHeCeHbI CpeacTBa UAEHTUGMKALK
AN MOHWUTOPWHra ABWKEHWA NeKapCTBEHHbIX
npenapartos OT Npou3BoAUTENs A0
KoHe4YHoro notpebutens (HaHeceHue
BO3MOXHO € UCNOMb30BAHWEM CTUKEPa).

yKasaHbl TONbKO NEPEMEHHbIE
AaHHble 6e3 ykasaHua npeduKkcos .
[lata npon3BoacTea He ykasaHa.
BropuuHas ynakoeka (kapToHHas
nayka)

Ha kapToHHoIt nayke ykasaHo:

1. Toproeoe HaumeHoBaHVe
npenapara c npegynpeauTensHon
MapK1poBeKoi ®

2. MexxayHapoaHoe
HenaTeHToOBaHHOe HauMeHoBaHWe
(Ay6nupyeTcs Ha aHrnNUickom
A3bIKe)

3. lorotun pepxatens
pervcTpaLuoHHOro ya0CTOBEPEHNS
(Ha aHrnuiickom A3bIke)

4. HaumeHoBaHwe gepxarens
pPerncTpaumnoHHOro yA0CTOBEPEHMUS
1 NPON3BOAUTENS NEKAPCTBEHHOIO
npenapara (BbinyCcKawoLwymii
KOHTpOnb KavyecTBa)

5. Agpec (cTpaHa) aepxaTens
PervcTpaLuoHHOro yO0CTOBEPEHIS
W NPOU3BOANTENRA NEKaPCTBEHHOro
npenapara (BbInycKaroL il
KOHTpOnk KayecTea)

6. INekapcTBeHHasa opma

7. [osuposka

8. Konuyectso nekapcreeHHoro
npenapara B ynakosKke

9. HaumeHoBaHusa u coaepxanus
AENCTBYIOLNX BELLECTB

10. Ycnosua xpaHehns

11. MNyTb BBEACHUA

12. Ycnosusa otnycka

13. MNpeaynpeautensHble Hagnueu:
«Cnocob npuMeHeHWsT: CM. NIMCTOK-
BKNagpIwy, « XpaHuTb B
HEAOoCTYNHOM ANA AeTel MecTe»
14. Homep cepum

15. lata npouasoacTea

16. [lata ncteueHns cpok roiHoCTH
(B chopmare: rofeH 4o...)

17. lUTpux-koa

18. HaHeceHb! BHyTpeHHWe
YMAKOBOYHLIE KOAbI.
JononHuTensHo HaHeceHb!
cpepacTaa uaeHTuUMKaumm ana
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AHanuTUYecKnii NacnopT Ha roToByio npoaykuuio

Nuuetana Ha ocyuiecTeneHne npoussoacTea nekapcTeeHHbIX cpeacte Ne00153-NC 000 "Hosaptwc Hesa"
Poccus, Cankr-MeTepBypr,
[Oopora B KameHky, .40, kopn. 3, nutepa A

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

KoHTponb kauecTsa

Quality Control
Homep nacnopra: Bepcus:1.0
Certificate number 4-868-1025 Version
Ne Mokaszatens* MeToa ncnbiranmi / Tpe6oBaHue Pezynbrar
Parameters Analytical method / Requirement Resulf

MOHUTOPWHra ABMKEHUS
neKapcTBeHHbIX NpenapaTos oT
Npou3BOAWUTENS A0 KOHEYHOro
notpebutens (6e3 ucnonbaoBaHuUs
CTUKepa).

12 XpaHeHue

Storage Mpu Temnepartype He Bbilwe 30°C.

Cpok rogHocTH
(MepuoguuHocTL
13 | KoHTpons) 2ropa 2 ropa (30.09.2027)
Shelf life (Frequency
of control)

* - Mokasarens «MukpoBuonornieckas YucToTay He ABNSETCS PYTWHHLIM METO0M aHanusa u MOXET OTCYTCTBOBATb B
nacnopTe KoMnaHui.

3. 3AKIIOYEHUE

CONCLUSION
NekapcTBenHbIn npenapar Mansyc MeT®, TabneTku MOKPbLIThbIE NNeHOYHOoK 0Bonouk 0 mr Ne30, .
Homep cepumn PV72291025 cooTseTcTayeT TpeGoBaHMsM HOPMaTUBHON JOKYMEH i )-(Pr- Z

RU)-200524 Mansyc MeT®, Tabnetku NOKPLITLIE NNeHoYHol obonoykoi 50 mr
mr Mogynb Mapkuposka J1M-Ne(001 886)-(Plr-RU)-270723.

uL. “rl'uuup- U tma
Crapwwit  cneuywanuct no =4 R e
B B.O. - - artis{ meva LL
Yreepaun KOHTPOIIO KayecTsa Aneicees B.0 0 5.\ 32 4
Approved by KowTpony xavecray” /4
HonwHocTs (Position) D©HO (Full name) b (Signature)
Version Description of change kS
(Bepcus) (OnuncaHue nameHeHui)
1.0 Hosblin nacnopr
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