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KoHTponb kauectea
Quality Control

Homep nacnopra:
Certificate number

4-977-1125

Bepcus:2.0
Version

1. OBLWAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npogyKumum:

Product Name

50 mr + 1000 mr Ne30

laneyc MeT® TaGneTki, NOKpbITLIE NIEHOYHONW 0B6OMOYKON,

MpoBepeHo Ha COOTBETCTBME C:

JIMN-Ne(001986)-(Pr-RU)-200524 TanByc Met®,
nneHoyHon obonoykoii 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogynb
Mapkupoeka J1M-Ne(001986)-(PI-RU)-270723

TabneTku nNOKpbITbIe

Checked against o
Cneuundukauns kavectea Ha Nansyc MeT®, TabneTky NoKpbITLIE NNEHOYHOM
oBonoukoii 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcus: 17.0
BHyTpeHHUIA kop Howmep cepun
HepacdacoBaHHOW npogykumn: | 42027187 HepacdacoBanHoi npoaykuuy PW1444
Product Code Bulk Batch Number Bulk
BHyTpeHHUIA KOO YyNakoBaHHOM Homep cepumn ynakoBaHHOW
npogyKuum: 44068551 npoayKuuu; PW90481125
Product Code FDF Batch Number FDF
ara npoM3BoAcTBa:
ﬂanufacfﬁﬂng Datt;q 02.11.2025
, Pasamep cepum 2a BbLIYETOM
£ A9MEp Capiin 5921 yn. Npo6: 5912 yn.
Batch size without samples
2. NONMYYEHHLIE PE3YNbLTATHI
TEST RESULTS
Ne Mokasarenn* Metoa ucnbitanui / TpeGoBaHue Peaynbtar
Parameters Analytical method / Requirement Result
BuayanbHblii OsaneHble TabneTku co
OBanbHble TabneTkn co cKoLeHHbLIMU CKOLLEHHbIMWA  KpasiMu, MNOKPbITble
o — KpasiMu, NMOKpbITLIE NNEHOYHON 060M04KOR nneHoyHo  oBonoykoid  TEMHO-
1 Appeararce TEMHO-XXENTOro ¢ CepOBaTLIM OTTEHKOM XEenToro ¢ CcepoBaTbiM OTTEHKOM
userta. Ha ogHoli cTopoHe TabneTku ueeTa. Ha oaHoli cTopoHe TabneTku
mapkuposka «NVR», Ha gpyroi ctopoHe — mapkuposka «NVR», Ha Aapyroi
«FLO». cTopoHe — «FLO»,
B3XKX
Wnentucbukaums Bpems yaepxuvBaHWsl OCHOBHOMO NMUKa Ha
Identification SR QIDAMME 10T SMOHD | U B | CooteetcTByeT
P ———— [OMKHO COOTBETCTBOBaTE BPEMEHN
yAepKUBaHUA NUKa BUNAArMUNTMHA Ha
9 XpomaTorpamme CTaHJapTHOro pacTeopa.
B3OXX
Bpewms yaepxvBaHua oCHOBHOro niika Ha
- MeTdopmuHa XpomMaTorpamme McneITyemoro pactsopa 3
rmapoxnopup, [AOMKHO COOTBETCTBOBaTL BpeMeHU Coorrercrayer
yaepxuBaHusa nuka metchopmuHa Ha
XpomartorpaMmecTaHAapTHOro pacreopa.
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AHanNUTUYECKMIA NACMopT HA rOTOBYIO NPOAYKLNIO

Nuuexsus Ha ocyllecTBNeHWe NPoM3BOACTBAa NekapcTeeHHslx cpeacts Ne00153-NC

000 "Hoeaptnc Hesa"
Poccua, Cankr-Metepbypr,
Lopora 8 KameHky, A.40, kopn. 3, nutepa A

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

KoHTponb kayecTea

Quality Control
Homep nacnopra: a7, Bepcus:2.0
Certificate number grt-112s Version
Ne MNokazarens*® MeTtoa ucnbitanui / TpeGosaHue PeaynkTat
i Parameters Analytical method / Requirement Result
BIMX 99% oOT 3asfBnNEHHOro coAaepXaHus
He menee 80% (Q) ot 3asBneHHoro .
coaepxaHusa sunjarnuntiuHa depes 30 RITRANTIRIAGE, 4P B0 MisyT;
3 | PacTBopenue MUHYT .

Dissolution He MeHee 80% (Q) OT 3asBNEHHONO 100% OT 3asBEHHOro coaepXaHns
copepxaHus MeTcopmmHa rugpoxnopuaa g"g Ld;?'pmuﬂa i aas s e sl
yepes 30 MUHYT. yT

Boaa Metog K. duwepa 5

* | Water He Gonee 1,0%. 0:2%
B3XX o/
202-01 (ammp): He Gonee 0,5% ggg:g} N ::';%igj ){:‘éH a
Mpumecn 209-01 (LMKNMYECKUI aMUANH): 507-01 6 Py :
Related He 6onee 0,2% En A =SS OCHRRIARI
. WHUYHas

ﬁ;bif:ﬂi’::cﬁs' 5276-211 éguaﬂg‘;’t:nunepasum)‘ HeMAEHTUULMPOBAHHAA NpUMECh

iy e — He obHapyxeHa;

BunparnunTuHa ES:;:::?zengﬁ::T;gaozunposaHHow Cyn:ma BCEeX npumeceii — MmeHee

5 Cymma ecex npumeceii: He 6onee 1,0% 0:1%
BIXX 1-LinanoryaHnavd — meree 0,01%;
1-LtuaHory?Hw1mn: He Bbonee 0,02% _ | Eannmnunas

- Npumecu EavHnyHoi HEeNAEHTUMULIMPOBAHHON | HeyaeHTUDULMPOBAHHAA NpPUMECh

MeTdhopmmna npumecw: He Gonee 0,]% — He OBHapyxXeHa;

rugpoxnopuaa Cymma Bcex npumecein: He 6Gonee 0,6% Cymma BCEX MpuMeceii — meHee
X 0,05%

366-98 — He Bonee 0,2% 366-98 — menee 0,1%

OpgHopogHOCTb

[03UPOBaHHbIX Bungarnuntun — B3XKX B ; -

ungarnanTud: AV =13
g | eAvHML MetdomuHa ruapoxnopua - MeTo M ej':?p OMUHA FAPOXTT Ob wa:

Uniformity of Bapuauum macc S '

dosage AV =150 i

units
B3XX
OT 95,0% po 105,0% sungarnunTuHa OT

KosirsecTasnoe 3asBNEHHOIO COAEPHaHNA

onpegeneHue 99 2%

flgﬁlay — BHyTpeHHuiA npenen Ha Bbinyck (IRL): He

7 nA MeHee 97,9% BUNOArnuUNTHUHa oT
3asBIIEHHOTO cogepaHusA
B3XKX

~Merthopmuiia Or 950% g0 1050% mertchopmuna | 100,8%

rmapoxnopug
rMapoxnopuaa ot 3asBNEHHOro CoAepKaHus.
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AHanuTU4eckuii NacnopT Ha roToBYHO NPOAYKLMUIO

TuueHsmna Ha ocywlecTBneHne NPOU3BOACTBA NekapcTBeHHbIX cpeacTs Ne00153-NC
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KOI'ITPOl'Ib Kavyecrsa

Quality Control
Homep nacnopra: Bepcus:2.0
Cer{.-'ﬁcapte numberp 4-977-1125 Vergr'on
Ne MNMokazarenn* MeTtopa ucnuitanmii / TpeGosaHune Pezynbrar
Parameters Analytical method / Requirement Result
Eep. @, ©. CWWA, An. &. unun
®EABC 2.1.6.6,2.1.6.7
MukpoGuonoruye | Kareropua 3A:
g | ckas uucrora Obwiee uncno aspobHbLIX MUKPOOPraHU3MOB
Microbiological —He 6onee 10°KOE B 1 T; Menee 50 KOE B 1T,
purity ObLee ynucno OpoXOKEBLIX U NNECHEBbIX
rpuboe — He Gonee 102KOEB 1T; Menee 10 KOE B 1T,
OTtcyTtctBue Escherichia colis 1 r. OtcytcTene B 1.
Mo 6 TabneTtok B Gnuctep MA/AN/MBX u Mo 6 TabneTok B 6nuctep
antoMUHWEBON chonbri. NA/ANIMBX 1 antoMWHUEBOA
9 YnakoBka Mo 5 6nucTepoB BMECTE C MUCTKOM- doneru. Mo 5 6nucrepos BmecTe ¢
Packing BKNaabiWeM B KAPTOHHYIO Nauky. NNCTKOM-BKNAAbILLEM B KEPTOHHYIO
JonyckaeTca Hanuyue KOHTPONS Nepeoro nauky. MpucyTCcTBYET KOHTPONL
BCKPbITUA. NepBoro BCKPbITUS.
MepBuyHas BHYTPEHHAA ynakoBKa MepBUYHasa BHYTpeHHAR
Ha 6nucrepe ykasbiBaeTcs: ynaxkoBka
1. ToproBoe HaumeHOBaHUe rpenapara ¢ Ha 6nucrepe ykasaHo:
npegynpeauTenbHON MapkupoBKoi ® 1. Toprosoe HaumeHoBaHue
2. MexxgyHapoaHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTensHoi
HavnMeHoBaHue (aybnupyeTtcs Ha Mapkuposkoil ®
aHrMUnCKoM A3blKe) 2. MexxagyHapogHoe
3. lloroTun AepaTens perncTpaLmMoHHoro HenaTeHToBaHHOe HauMeHoBaHue
YAOCTOBEPEHUSA (Ha aHrMUIACKOM A3blke) (ayBnupyeTcst Ha aHrMUIACKOM
4. lekapcTBeHHan dopma A3bIKE)
5. Nloampoeka 3. NoroTun pepxarens
6. Homep cepum perncTpaLuoHHoro yAoCTOBEPEHUS
7. NaTa ucteyeHusa cpoka rogHocTU (B (Ha aHrnNUACKOM S3biKe)
thopmare: rogeH Jo...) 4. NexapcTBeHHas dopma
8. [lata npon3BoacTea 5. [loaupoeka
9. JonyckaeTca HaHeCceHUe BHYTPEHHMX 6. Homep cepum
10 | MapkupoBka YNakoBOYHbLIX KOAOB KoMnaHuW. B crnyyae 7. aTta ucreyeHns cpoka rogHocTm
Labelling npoussoacTea Ha nnowaaxke OO0 (e chopmare: rogeH go...)
«HoBapTtuc Hesa» Ha 6rmcTepe ykasbiBaloT | 8. [lata npou3BoacTBa He ykasaHa
TOMNBKO NepemMeHHble AaHHble 6e3 ykasaHua | 9.BHyTpeHHWe ynakoBouHble koAbl
nperkcos HOMepa cepun 1 aaThbl KOMMNaHWK1 OTCYTCTBYIOT.
OKOHYaHWRA CpoKa rofHOCTW, Ha 6nuctepe ans Homepa cepum v
[aTa npou3BoACTBa He yKasblBaeTcs. faTbl OKOHYaHWA Cpoka rogHOCTW
BropuyHas ynakoBka (kapToOHHas nayka) yKasaHbl TOMBKO NepeMeHHble
Ha kapToHHoii nayke ykasbiBaercs: AarHble 6e3 ykasaHua npedukcos .
1. Toproeoe HaumeHoBaHwe nNpenapara ¢ [ara nponasoacTBa He ykasaHa.
npegynpeanTensHoOl MapKUpoBkoin ® BropuyHan ynakoBka (KapToHHas
2. MexxayHapoaHoe HenaTeHToBaHHoe nadvka)
HaumeHoBaHue (ayGnupyeTcsa Ha Ha KapToHHOW Navke ykasaHo:
aHIMUIACKOM A3LIKE) 1. Toprosoe HaumeHoBaHWe
3. JloroTun gepxarens perucTpaunoHHOro npenapara ¢ npeaynpeauTensHon
YAOCTOBEPEHUA (Ha aHrMUACKOM A3bIKE) Mapkuposkor ®
4. HaumeHoBaHWe aepxartens 2. MexgayHapogHoe
pervucTpaumroHHOro yAoCTOBEpPEHUS 1 HenaTeHToBaHHOE HauMeHoBaHWe
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Quality Control
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Ne MNokasarens* MeToa ucnbitanuii / Tpe6osanue PesyneTat
= Parameters Analytical method / Requirement Result

Npon3BOAUTENS NEeKapCcTBEHHOro Npenapara
(BbINYCKAIOLWUIA KOHTPOMb KayecTea)

5. Agpec (cTpaHa) gepxaTens
perncTpaumoHHOro y40CTOBEPEHUNA 1
NPOM3BONTENSA NEKAPCTBEHHOIO Npenapara
(BbINyCKaOLWMIA KOHTPOSb KaYecTea)

6. llekapcTBeHHas dopma

7. Josnpoeka

8. KonuyecTteo nekapcTeeHHOro npenapara B
ynakoexe

9. HaumeHoBaHWs 1 cogepxanns
OeCTBYIOLMX BELLECTB

10. Ycnoeus xpaHeHus

11. MyTbL BBEAGHMSA

12. Ycnosus otnycka

13. MNpenynpeputensHbie Hagnucu: «Cnocob
NPUMEHEHWNS: CM. NIUCTOK-BKNAbILL»,
«XpaHWTb B HEZIOCTYNHOM Af5 AeTeil mecTe»
14. Homep cepuu

15. [lata nponseoAcTBa

16. [lata ncreueHuns Cpok rogHocTu (B
dopmaTe: rogeH go...)

17. Wrpux-koq

18. JonyckaeTca HaHeCEHWEe BHYTPEHHIX
ynakoBo4HbIX kogos JononHuTensHo MoryT
ObITb HaHeCEHb! CPpeACTBa MAEHTUMUKALIMNA
ANA MOHUTOPWHIra ABWKEHWUS NeKapCTBEHHbIX
npenapaTos OT NPOW3BOAUTENA [0
KOHe4Horo notpebutens (HaHeceHwe
BO3MOXHO C MCNOMb30BaHMEM CTUKEPaA).

(aybnupyeTcs Ha aHrMUACKoM
A3blKe)

3. Nlorotun gepxatens
PerncTpaumoHHOro ya0cToBepeHus
(Ha aHrnuIickom A3bIKe)

4. HaumeHoBaHwe gepxarens
perucTpaLnoHHoro yaoCcToBEpeHus
¥ NPOV3BOAUTENSA NEKAaPCTBEHHOro
npenapara (BbinyckaroLuii
KOHTpOIb KayecTea)

5. Agpec (cTpaHa) aepxaTens
perucTpauuoHHOro y4ocToBepeHus
1 NPOM3BOAWTENSA NEKAPCTBEHHOIO
npenapara (BbinyckaroLwuii
KOHTPONb Ka4yecTsa)

6. llekapcTBeHHan copma

7. Joanpoeka

8. KonuuyecTtso nekapcTBeHHOro
npenapara B ynakoBke

9. HaumeHoBaHusA 1 cogepxaHns
OelCTBYIOLMX BellecTB

10. YcnoBua xpaHeHns

11. MNyTe BBEAEHUS

12. Yenoeua oTtnycka

13. NpeaynpeanTeneHble HagNUCK:
«Cnocob npymMeHeHWs: M. NINCTOK-
BKNaAbIW», «XpaHUTb B
HeAoCTyNMHOM ANA AeTei MecTe»
14. Homep cepun

15. ata nponssoacTea

16. lata UcTe4eHus cpoK rogHoCTH
(B cbopmare: rogeH go...)

17. Wrpux-kop,

18. HaHeceHb! BHyTpeHHUe
ynakoBOYHbIE KOAbI.
HononHuTtenbHo HaHeceHbl
cpeAcTsa uaeHTudrKkaummu gns
MOHUTOPWHIa ABWKEHUA
nexKapcTBEeHHbIX NpenapaToe oT
NpPoVW3BOANTENS A0 KOHEYHOro
notpeburens (6es ucnonb3osaHus
CThKepa).

XpaHeHue
11
Storage

Mpwn Temnepatype He ebiwe 30°C.

Cpok rogHocTH
12 | (MepuoanyHocTb
KOHTponA)

2 roga

2 ropa (31.10.2027)
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AHanuTU4YeCcKUii NAacNopT HA FOTORYIO NPOAYKUUIO

Jlnuexans Ha ocyluecTeneHne NPOU3BOACTBA NEKAPCTBEHHBIX cpeacTs Ne00153-NC 000 "HosapTuc Hesa"
Poccua, Cankr-TNMeTepGypr,
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KoHTporb kayectsa

Quality Control
Homep nacnopra: _a77. Bepcun:2.0
Certificate number b Version
Ne Moxkazarens* Metog ncnuitanun / TpeGoBahue Pesynbrar
= Paramefers Analytical method / Requirement Result
Shelf life (Frequency
of control)

* - MNokasartens «Mukpobuonoruyeckas YACTOTa» He ABMSETCH PYTUHHLIM METOAOM aHanuaa u MoXeT OTCYTCTBOBATh B
nacrnopTe KomMnaHuy,

3. 3AKNMIOYEHUE
CONCLUSION

JlekapcTBeHHbIl npenapat Mansyc MeT®, TabneTku nokpbITbie NAEHOYHOM 0605104KoiA, 50 Mr + 1000 mr Ne30,
Homep cepumn PW90481125 cooTeeTcTayeT TpeGoBaHUaM HOPMATUBHOW AOKyMeHTaumn JIM-Ne(001986)-(Pr-
RU)-200524 laneyc MeT®, TabneTku nokpbiTole nrneHouHol o6onoykon 50 mr + Eﬂﬂ MF,-50-+ '&EO Mr 50 +1000

mr Mogynes Mapkupogeka J1M-Ne(001986)-(PI-RU)-270723. y ol
737 y
Crapwuin  cneywanuct o 3
Yreepaun Anekcees b.0. ok
Adproved by KOHTpONIO KayecTsa QL.
HonmwrocTe (Position) @O (Full name) A (Signature)
Version Description of change
(Bepcus) (OnucaHwe nameHeHun)
1.0 Hosblit nacnopt
2.0 BHeceHa KoppeKTUpOBKa AaTbl Npou3BoAcTsa B cooTeeTcTBUM ¢ QE-67710
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