U

NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTu4eckmnit NAacnopT Ha roTOBYIO NPOAYKUUIO

NuueHans Ha ocyliecTeneHne NPOU3BOACTBA NeKapCTBEHHbIX cpeacTs Ne00153-NC

000 "HoeapTuc Hega"
Poccus, Cankr-Metepbypr,
fopora B Kamenxky, 2.40, kopn. 3, nutepa A

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

KoHTponb kadectsa
Quality Control

Homep nacnopra:
Certificate number

4-710-0725

Bepeun:1.0
Version

1. OBLWAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npogykuuu:

Product Name

50 mr + 1000 mr Ne30

ransyc Met® Tabnetku, NOKpbITHIE NNEHOYHON 0GOMOYKON,

MpoeepeHo Ha cooTBeTCTBME C!

Checked against

JIN-Ne(001986)-(PI-RU)-200524 Tansyc MeT®, TabneTku NOKpPbITbIE
nneHouHoli o6onoykoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogyns
Mapkuposka J1M-Ne(001986)-(PI-RU)-270723

CneLudmkaums kavecTsa Ha ManByc MeT®, TabrneTku NoKPLITbIE NAEHOYHOM
oGonoykon 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, Bepcus: 17.0

BHyTpeHHUi kog Homep cepun
HepacchacoBaHHOM npoaykuum: | 42027187 HepaccacoBaHHOM npoaykuuy PS4572
Product Code Bulk Batch Number Bulk
BHYTpeHHWI KOA YNaKoBaHHON Homep cepuu ynakoBaHHo#
npoayKunn: 44068551 npoayKUumu: PS61340725
Product Code FDF Batch Number FDF
Hara npousBogcTea: 30.07.2025
Manufacturing Date )
Pasmep cepum 3a BbiyeToM
Pasmep cepuu: 5997 yn. npo6: o 5988 yn.
Batch Size : :
Batch size without samples
2. MOJNYYEHHbIE PE3YNbLTATbI
TEST RESULTS
Ne MNokasatenk* Mevon ucneiranuii / TpeGosanue PeaynbTar
Parameters Analytical method / Requirement Resuit
BuayanbHbii OBanbHble TabneTku co
OsarnbHble TabneTku co CKOLWEeHHbIMM CKOLIEHHLIMIU  KpasiMu, NOKpbITLIe
o Kpasimu, NOKpbITbIE NNEHOYHOK 060N04KON nneHoYyHo  oBonoYkoil  TemHo-
1 A;';‘::ﬂ';g TEMHO-XENTOro ¢ CepoBaTbiM OTTEHKOM KENToro € cepoBaTbiM OTTEHKOM
T ueeta. Ha ogHoit cropoHe TabneTkm LieeTa. Ha ogHoI cTopoHe TabneTku
mapkuposka «NVR», Ha apyroi cTopoHe — mapkupoeka «NVR», Ha papyroi
«FLO», CcTopoHe — «FLO».
B3OXX
Bpewms yaepXuMBaHUa OCHOBHOrO NKa Ha
Egﬁ?%g;gﬁa“m Xpomarorpamme UCMbITYyemoro pacteopa 1 Cooraercrayer
P BOMKHO COOTBETCTBOBaTb BPEMEHM
YAEepXKuUBaHMA NKa BUNAArnMnTyHa Ha
2 XpomMartorpamMmMe CTaHAapTHOro pacTeopa.
B3KX
Bpems yaepxuBaHust 0CHOBHOIO nuka Ha
- MeTdhopmuHa XpomarorpaMmme UCnbITyemoro pactsopa 3
rmapoxmnopma AOIVKHO COOTBETCTBOBATL BPEMEHU Coomaercrayer
yAepXuBaHua nuka meThopMuHa Ha
XpomaTorpamMecTaHAapTHOro pacrsopa.
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NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTUYeckuil NacNOPT Ha FOTOBYHO npoayKuulo

Jluensus Ha ocywecTeneHne Npou3BoacTBa nekapcteeHHbIX cpeacts Ne00153-NC

000 "HosapTuc Hesa"
Poccua, Cankr-MNetepbypr,
[opora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHnTponk kavecrea

Quality Control
Homep nacnopra: 740. Bepcua:1.0
Cerlificate number 4-710-0725 Version
Ne MNMokazarens* Metoa ucnbitanuin / TpeGosanue Pesynstar
Parameters Analytical method / Requirement Result
B3XX 0
He mexee 80% (Q) ot 3asBneHHoro 23 r’;" aDrT'l : ::::ae::oz gg'u:hf:'“iﬂm
coAepxaHusa BunaarnunTuHa Yepes 30 A P yT.
3 | PacTBopeHue MUHYT y
Dissolution He meHee 80% (Q) ot 3asBneHHoro hgﬂgeT;p%T iﬂamﬂ:;f“”o:;;;m:p: 3:”:3
coaepxaHusa MmeTcopMHa ruapoxnopuaa P viAp PHARHeR
30 MUHYT
yepe3 30 MUHyT.
Bopa MeTog K. ®uwepa S
4 Water He bonee 1,00/0. 0'4A
B3XX o .
202-01 (amma): He Gonee 0,5% ggg:g} N E:';%ig“l ::éH ”
Mpumecn 209-01 (UMKNMYECKIA aMUAVIH): Py 2
o 207-01 - He obHapyxeHa;
Related He Bonee 0,2% EnmHynHas
ﬁ”bsr EL”C@S‘ ﬁg?{;g;e(g;g{;;:nmnepaaun): HenaeHTUUUMPOBaHHasA npuUMech
pumecu - s — He oBHapyxeHa;
Bunaarnuntusxa EAVHUYHO HeuaeHTUhULIMpOBaHHO ! .
npuUMecH: He Gonee 0.2% gy;n;gma BCEX npumeceit — meHee
5 Cymma Bcex npumeceii: He Gonee 1,0% .
B3XX 1-LinaHoryanuaumx — 0,01%:
1-LwaHoryaHnaumH: He Gonee 0,02% EanHnyHas
- Mpumecu EavnnaHoit HEMACHTUDULMPOBAHHON | HenpeHTUGULMPOBAHHAS NpUMECH
MeTdopmuna npumecu: He Bonee 0,1% — He oBHapy:KeHa;
ruppoxnopuaa Cymma Bcex npumeceit: He Gonee 0,6% Cymma BCex npumeceil — MeHee
X 0,05%
366-98 — He 6onee 0,2% 366-98 — meHee 0,1%
OpHopogHocTh
AO03UPOBaHHbLIX Bungarnuntun — BOXKX . N
6 | eAvHuL MeTdomuHa ruapoxnopua - metogn I.\Bﬂg’:':)f;:g“:; A\;xncznjm o
Uniformity of Bapuaummn macc AV =13 Ap pra:
dosage AV =150 !
units
BIXX
Ot 95,0% po 105,0% BunaarnunTMHa oT
KonuuyecTeeHHoe . :
onpenenetie 3asBNEeHHOro CoaepXKaHus —
iq;iayam"nm” BuyTpeHHuit npegen Ha Boinyck (IRL): He I
7 nA MeHee  97,9%  BungarnMnTMHa  oT
3aABNEeHHOro cogepXaHus
B3XKX
;"MEETEEM“"HE' Or 950% po 1050% wmercdopmuna | 100,2%
ap PUA rnapoxnopuaa ot 3asBfeHHOro coaepKaHus.
8 YnakoBka Mo 6 TabneTok & Grinctep MA/ANTIBX 1 H;{mﬁgiﬁkaigﬂmz?soﬁ
Packing QUIMURNECON oAk ¢onbri. Mo 5 6Gnuctepos emecre ¢
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NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTU4eckui NacnopT Ha roTosyio npoayxuuo

Tvuerana Ha ocywecTanenve npouasoacTea NeKkapcTeeHHslx cpeacts Ne00153-N1C

000 "Hosaptuc Hesa"
Poccus, Cankr-Metepbypr,
Hopora B KameHky, 4.40, kopn. 3, nurepa A

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

KoHTpone ka4ecTea

Quality Control

Homep nacnopra: Bepcua:1.0

Csrﬁﬁcart)‘e numberp 4-710-0725 Vergfon

Ne Mokasarens* Metopg vcnbitaHuin | Tpe6oBanue PesynkTar

Parameters Analytical method / Requirement Result
Mo 5 6GnucTepos BMeCTe C MUCTKOM- NMCTKOM-BKNAAbILLEM B KAPTOHHYIO
BKNagbilem B KapTOHHYIO nauyky. nayky. MNpucyTcTByeT KOHTPONL
Honyckaetca Hanuuve KOHTPONs nepeoro NepBOoro BCKPbITUS.
BCKPbITUS.
MNepBuYHan BHYTpeHHNA ynakoBKa MNepBuyHan BHYTPeHHAA
Ha 6nuctepe ykaabiBaercs: ynakoBka
1. Toprosoe HaumeHoBaHWe Npenaparta ¢ Ha 6nuctepe ykaszano:
npegynpeauTensHon MapkupoBKoii ® 1. Toproeoe HaumeHoBaHwe
2. MexayHapoaHoe HenaTeHToBaHHOe npenapara ¢ npeaynpeauTersHoi
HavmeHoBaHue (aybnupyeTcs Ha Mapkupoekoi ®
aHrMnIACKOM A3blke) 2. MexayHapogHoe
3. lloroTun Aepxarens perucTpaLmMoHHOro HENaTeHToOBaHHOE HauMeHoBaHe
YAOCTOBEPEHUS (Ha aHrNNIACKOM A3bIKe) (ny6nuvpyeTca Ha aHrnuiickom
4. IlekapcTBeHHas chopma A3bIke)
5. [loanpoBka 3. Jlorotun gepxatens
6. Homep cepun PerucTpalroHHOro ya4ocToBeEpeHUs!
7. [laTa ucteyeHus cpoka roaHoCTM (B (Ha aHrnuiickom s3bIKe)
chopmate: rogeH ao...) 4. llekapcTeeHHasn gopma
8. Nata npovssogcTea 5. [osnposka
9. llonyckaeTcs HaHeCeHUe BHYTPEHHMX 6. Homep cepun
ynakoBOYHBIX KOA0B koMnaHun. B cnyuyae 7. [aTa ncTeueHus cpoka rogHocTu
nponaeoacTsa Ha nnowagke O00 (B hopmarte: rogeH fo...)
«HoBapTuc Hesa» Ha GnicTepe ykaswiBaloT | 8. [ata npoussoacTBa He ykasaHa
TOrbKO NepemMeHHbIe gaHHble 6es ykasaHus 9.BHyTpeHHWe ynakoBoYyHble Koabl
npecpukcos HoMepa cepumn 1 JaTbl KOMMaHWW OTCYTCTBYHOT.
9 MapkupoBka OKOHYaHWs CpoKa rogHOCTH. Ha Bnucrepe ans Homepa cepum n
Labelling [Hara nponssoacTea He ykasblBaeTcs. AaTbl OKOHYaHWSA CpoKa rogHoCTH

BropuuHas ynakoBka (kapToHHas nayka)
Ha kapToHHOW nayke ykasbiBaeTcs:

1. Toprosoe HaumeHoBaHwWe npenapara ¢
npeaynpeanTensHon Mapkuposkon ®

2. MexayHapoaHOe HenaTeHToBaHHoe
HaumeHosaHve (gybnupyeTca Ha
aHFINIACKOM A3blke)

3. Jlorotvin aepxatensi perucTpaLyoHHOro
YAOCTOBEPEHWs (Ha aHrUIACKOM A3bIke)

4. HanmeHoBaHwve aepxarens
PerucTpaunoHHero yA0CToBEpeHns 1
Npov3BOAUTENSs NEKapPCTBEHHOTO npenapara
(BbIMyCKaIOWMIA KOHTPOMb KayecTsa)

5. Agpec (cTpaHa) gepxarens
perucTpauUuoHHOro YA0CTOBEPEHUS 1
npov3BoanTens nekapcTBeHHOro Npenapara
(BbINYCKAIOLLWIA KOHTPONb KayecTsa)

6. llekapcTBeHHas chopma

7. Josnposka

8. KonnyecTtBo nekapcTeeHHoOro npenaparta B
ynaxkoBke

yKasaHbl TONbKO NepeMeHHble
AaHHble 6e3 ykasaHua npeuKcos .
[ata nponssoacTea He ykasaHa.
BropuyHas ynakoeka (kapToHHas
naya)

Ha kapToHHO# nayke ykasaHo:

1. ToproBoe HaMMeHoBaHue
npenapara c npeaynpeauTensHoii
MapKupoBskoii ®

2. MexayHapogHoe
HenareHToBaHHOe HauMeHoBaHue
(Ay6nupyeTca Ha aHrnuiickom
A3blke)

3. NoroTun gepxarens
PerncTpaunoHHOro yA0CTOBEpEeHMS
(Ha aHrnuinckom s3bike)

4. HaumeHoBaHue gepxatens
PerncTpauuoHHoro ya0cToBepeHus
W NPOU3BOANTENSA NEKAPCTBEHHOMO
npenaparta (BbinycKarLwuin
KOHTPOMb KayecTea)
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AHanuTU4eckuii nacnopr Ha TOTOBYHO NPOAYKUMIO

NuueHsus Ha ocywectenenme npousBoacTea nekapcTeeHHbIx cpeacte Ne00153-NC

000 "HoesapTuc Hesa"
Poccus, CaHkT-MNetepbypr,
Nopora 8 Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTponb kavecTsa

Quality Control
Homep nacnopra: Bepcus:1.0
Cem'ﬁcapr'e numberp 4-710-0725 Verg.-'on
Ne MNMokazartenk* MeToa ucnbitanuin / TpeGoBanue Pezynbtat
Parameters Analyiical method / Requirement Result
9. HanmeHoBaHWs U conepxanins 5. Agpec (cTpaHa) aepxaTtens
AeliCTBYIOLMX BeLLecTB PErmcTpauUuoHHOro y0CcToBEpEHNS
10. YcnoBus xpaHeHus 1 NPOM3BOAUTENS NEKapCTBEHHOIO
11. MyTe BBEAEHUA npenapara (BbiNyCcKaoLmi
12. YcnoBus otnycka KOHTpOrnb KavecTea)
13. NMpeaynpeautensHsie Haanuen: «Crnocob | 6. NekapcTBeHHas gopma
NPUMEHEHWSA: CM. NNCTOK-BKNAAbLILL», 7. Dosuposka
«XpaHuTb B HEAOCTYNHOM NS AeTeil MecTey | 8. KonuyecTteo nekapcTeeHHOro
14. Homep cepuu npenapara B ynakoske
15. [lata npoussofcTea 9. HanveHosaHus n coaepkaqus
16. [lata ucteyenns cpok rogHocTm (B AeiCTBYIOWMX BELLECTR
¢hopmarte: rogeH go...) 10. Ycnosus xpaHeHus
17. Wrpux-kon 11. MyTb BBEAEHUA
18. [lonyckaeTca HaHeceHne BHYTPEHHIX 12. Ycnoews otnycka
yNakoBOYHbIX KOAOB [JONONHUTENBHO MOy T 13. MpepynpeauTtensHbIe Hagnucn:
ObITb HaHeceHb! cpeacTsa uaeHTUbUKaLMM «Cnocob npuMeHeHus: cM. NUCTOK-
AN MOHUTOPWHIA ABWKEHUA NEKAPCTBEHHBIX | BKIAAbILW», «XpaHuTb B
npenapaToB OT NPoOM3BOAUTENS A0 HeAoCTyNHOM ANs AeTel MecTe»
KOHEeYHOro noTpeburens (HaHeceHue 14. Homep cepum
BO3MOXHO C UCMOMNb30BaHWEM CTUKepPa). 15. lata npousBoacTea
16. llata ucteueHns cpok rogHocTy
(B hopmate: rogeH fo...)
17. WTpux-kopg,
18. HaHeceHb! BHyTpeHHMe
YNaKkoBOYHbIE KOAbI,
HononHutensHo HaHeceHb!
cpeAacTea naeHTUuKkaLmm ans
MOHUTOPUWHra ABWKEHWUSA
nekapcTBeHHbIX NpenapaTos oT
NPOU3BOANUTENA A0 KOHEYHOro
notpebutens (6e3 ncnonbaoBaxus
CTuKepa). ]
10 gg?a’g;""e lMNpu Temneparype He Beiwe 30°C.
Cpok rogHocT
(MepuogunyHocTL
11 | koHTpons) 2roga 2 rona (30.06.2027)
Shelf life (Frequency
of control)

* - Nokasatens «Mukpobuonoruyeckas YncToTa» He SBNseTCs

nacnopTe KOMNaHuu.

PYTUHHBIM METOAOM aHanuaa u MoXeT OTCYTCTBOBaThL B

(Native) Information Print Date:28 August 2025

Page 4 of 5

Business Use Only « ESOPS D2
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Form to SOP-8013721 By
AHanUTUYeCKMi NacnopT Ha roToBYI0 NMPOAYKLMIO

JinieHsus Ha ocyluecTaneH1e NPOMSBOACTBA NeKapcTBEHHLIX cpeacTa Ne00153-NC 000 "HosapTuc Hepa"
Poccus, CaHkr-Metepbypr,
HOopora B Kameriy, 4.40, kopn. 3, nutepa A

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

KoHTponb kayecTea

Quality Control
Homep nacnopra: 740 Bepcus:1.0
Certificate number #=710:0723 Version*
3. 3AKNIOYEHUE
CONCLUSION

NekapcTeerHbIi npenapar Mansyc MeT®, TabneTkn NOKPLITLIE NAEHOYHOI obonoukoi,-50-mr +-1000 mr Ne30,
Homep cepun PS61340725 cooTseTcTByeT TpeGOBaHNAM HOPMATUBHOIA AokymeHTatm IM-Ne(001986)-(Pr- po/
80 + 10

RU)-200524 ansyc MeT®, TabneTku NokpbITbie NNEHOYHON 06010uKol 50 Mr ?f500w|r 50 + 850-wr,

mr Moayne Mapkuposka JIM-Ne(001986)-(PI-RU)-270723. /
3] \ 4
Crapwuit  cneuuanucT o e S, ' /1Y
Yreepaun KOHTppomo Kauec:laa Anexcees B.0. 25 of -i;":?i-*‘f' !
Approved by \ Ko
Nomxrocts (Position) @O (Full name) \,FLF'\ (Date) | LA T (Signature)
Version Description of change T
(Bepcus) (Onucaxne nameHeHwi)
1.0 HoBblli nacnopT
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