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AHanuTMYeCKWit NACNOPT Ha rOTOBYIO NPOAYKLUIO
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KoHTpons kayecTea
Quality Control

Homep nacnopra:
Certificate number

4-863-1025 Bepcua:1.0

Version

1. OBLUASI UHOOPMALIMSA
GENERAL INFORMATION

HanmeHoBaHue npoaykunun:
Product Name

lanByc MeT® TabneTku, NOKpPbITLIE NAEHOYHON 0BONOYKOIA,
50 mr + 1000 mr Ne30

lNpoBepeHo Ha COOTBETCTBUE C:

Checked against

IN-Ne(001986)~(Pr-RU)-200524 [aneyc Met®, TabneTkm MNOKpbIThIE
nneHouHoi obonoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogynb
Mapkuposka J11-Ne(001986)-(Pr-RU)-270723

Cneundukauus kayectsa Ha Maneyc MeT®, TabneTkn NOKPbITLIE NNEHOYHON
o6onouykon 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcus: 17.0

BHyTpeHHuih kog

Homep cepumn

HepactdpacoBaHHOM npoaykuun: | 42027187 HepactdacoBaHHoi npogykuuy PU8701
Product Code Bulk Batch Number Bulk

BHyTpeHHUIA Koa ynakoBaHHOMN Homep cepuu ynakoBaHHON

npoayKumMn: 44068551 NPOAYKLUMM: PV66541025
Product Code FDF Baich Number FDF

Hata npouzBoacTREa:

Manufacturing Date 04.10.2025

Pa3amep cepuu:
Batch Size

Pasmep cepuM 3a BbIYeTOM
5986 yn. npo6: 5977 yn.

Batch size without samples

2. NONYYEHHLIE PE3YNbLTATHI

TEST RESULTS
Ne MNokazarens* MeToa ucnbitauuit / Tpe6osanue PeayneTar
Parameters Analytical method / Requirement Result

BuayanbHbl i OeanbHble TabneTkn co
OsanbHble TabneTkn co CKOLLEHHBIMM CKOLUEHHBIMKU KPasMK, MOKpbIThIE

o Kpasimi, NOKPbITble NNeHoYHon oB6onoukoi MIEeHOYHONW  0BOMNOYKOA  TemHOo-

1 A;O':g?a"n';i TEMHO-XENTOro C CEPOBATLIM OTTEHKOM XEenToro € CepoBaThbiM OTTEHKOM

ueera. Ha oaHo cTopoHe TabneTku LBeTa. Ha ogHoin cTopoHe TabneTku
mapkuposka «NVR», Ha apyroi ctopoHe — mapkupoeka «NVR», Ha gpyrou
«FLO». cTopoHe — «FLO».
B3XX

UaeHTHdUKaLms Bpems yaepXueaHua 0OCHOBHOIO NWKa Ha

e haTan Xpomarorpamme UCNbITyemMoro pacreopa 1 CooTseTcrayer

- BRI AOMKHO COOTBETCTBOBATL BPEMEHU
YAEPXKMBAHUA NVKa BUNAArNMNTUHA Ha

2 XpomarorpaMme CTaHgapTHOro pacTsopa.

B3XX
Bpems yaepxuBaHus 0OCHOBHOIO nuka Ha

- MeTtdhopmuHa XpomarorpammMe UCnbITYemoro pactsopa 3 CooTeercrayer

ruapoxnopua AOMKHO COOTBETCTBOBATL BPeMeEHU
YAEPKUBAHWUA NUKa MET(OPMIHA Ha
XpomaTorpaMmecTaHgapTHOro pacTeopa.

(Native) Information Print Date:29 October 2025 Page1of 5 Business Use Only « ESOPS D2




NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTUYeCKUIA nacnopT Ha roTOBYHO NPOAYKLUWIO

JMueH3us Ha ocylwecTBNeHUe NPOU3BOACTBA NeKapcTBeHHbIX cpeacTe Ne00153-NC

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

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

KoHTpornb kavecTBa
Quality Control
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Ne Moxkazarens* MeTog ucneitanuii / TpeGosaHue Pesynbtar
Parameters Analytical method / Requirement Result
BIXX 2
He meHee 80% (Q) oT 3asBneHHoOro 33 % ;;j:_:‘:ﬁ:::ore% gg.c::dp:aﬁuﬂ
o —— cofepxaHusa BungarnunTuHa Yyepesa 30 et P yr.
3 A PEH MUHYT .
Dissolution He meHee 80% (Q) oT 3aaBneHHoro :nggc’;oogmama:aef:;:g;ﬁ::f:;ﬁ:;:g
coaepxaHua MeTdopMUHa ruapoxnopuaa 30 wauild
Yyepes 30 MUHYT. b
Boaa Metog K. duepa =
4 Water He 6onee 1,0%. s
B3XX o/ -
202-01 (amua): He Gonee 0,5% SEE 08 S 0) T ,
Mpuvecn 209-01 (UMKNMYECKUI aMULH): 20801~ e 00UEpyess,
) ' 207-01 - He oBHapyxeHa;
Related He Bonee 0,2% EAMHWGHaR
substances- 20701 {fjmeTanimqpamsiaiy HemaeHTUULMpOBaHHas MpUMech
Mpumecu Ee Gonge 0,2% & — He oBHapyxeHa;
B“nnarn"n'r““a AWHWYHOW HEWOEHTW HL[HpOBBHHOIFl ; P
npumeck: He Gonee 0.2% g;;n;’nna BCEX MpUMEcen — MeHee
5 Cymma Bcex npumeceii: He 6Gonee 1,0% g
B3XX 1-LinaHoryaHnanH — mexee 0,01%;
1-LnaHoryaHngux: He 6onee 0,02% EauHUuHas
- Mpumecu EAnHnYHOM HEUACHTU(ULMPOBAHHOM | HewaeHTVULVPOBAHHAR MpUMECs
MeTdopmuna npumecu: He Gonee 0,j %o . — He oBHapyXeHa;
rUapoXnopMaa Cymma scex npumeceii: e Gonee 0,6% Cymma BCex npumeceli — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OgHOpOOHOCTL
003MPOBaHHbIX BungarnuntuH — Ba»X : =
Bungarnmntud: AV = 1,6
eauHNnL MeTdomuHa rugpoxnopua - MeToq e
0 Uniformity of Bapmaumm macc TST?; ';'”Ha FERRHOP
dosage AV <150 e
units
B3XKX
0, Q,
onpegeneHue P 100 1%
:qgi%arnmnmﬂ BHyTpeHHUiA npegen Ha Bbinyck (IRL): He
7 MeHee 97,9% BUNAArNnUNTUHA oT
3afBNEHHOrO CofepXaHus
B3XX
- MetdhopmuHa 5 = 3
FABPOXIOPY Or 950% po 1050% wmetcdopmuHa | 101,7%

rmapoxnopuaa ot 3adaBnNeHHOro cogepaHuna.
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Quality Control
Homep nacnopra: Bepcua:1.0
Cediﬁcapz‘e numberp 4-863-1025 Verg.fon
Ne Mokaszarens* MeTop ucnbitanun / Tpgﬁoaaune PeaynbTtar
Parameters Analytical method / Requirement Result
Esp. ®., . CLWIA, An. . nnu
OEA3C 2.1.6.6,2.1.6.7
Mukpo6uonoruye | Kareropus 3A:
g | cxas uucrora O6ujee yncno aapobHbIX MUKPOOPraHN3MOB ‘
Microbiological — He bonee 10° KOE B 1] Menee 50 KOEB 1T,
purity Obwee 4MCno APOXOKEBbIX W MMECHEBbLIX
rpuBos — He Gonee 102 KOE B 1T MeHee 10 KOE B 1T
OreyTcTeue Escherichia colis 1 1. Ortcyrcreve B 1.
Mo 6 Tabnetok B Bnuctep MA/ANMTIBX 1 Mo 6 Tabnetok B GnucTep
antoMUHUEBOR onbIn, MA/AN/MBX 1 antoMUH1EBOIA
9 YnakoBKa Mo 5 6nucTepos BMeCTe C NMUCTKOM- conbru. Mo 5 BnucTepoB BMeECTE €
Packing BKMNaAbILIEM B KAPTOHHYO Nayky. TNINCTKOM-BKNAAbILLEM B KAPTOHHYIO
ﬂOHYCKaETCFI Hanu4ne KOHTpons nepeoro nadky. npmcyTCTBYET KOHTpOnb
BCKPbITUS. NepBoro BCKPbITUS.
MepBuYyHaa BHYTPeHHASA ynakoBKa MNepBu4Han BHYTPeHHASA
Ha 6nucrepe ykasbiBaeTcs: ynakoBka
1. ToproBoe HaumeHoBaHKe npenaparta ¢ Ha 6aucrepe ykasaHo:
npeaynpeavTensHON MapkMpoBkon ® 1. Toproeoe HauMeHoBaHue
2. MexayHapoaHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeanTensHon
HavmeHoBaHve (aybnmpyeTcs Ha MapKUPOBKON ®
aHrMUInCKOM A3bIKe) 2. MexgyHapogHoe
3. NoroTun gepxaTens perncTpaumoHHoro HernaTeHToBaHHOe HauMeHoBaHKe
YAOCTOBEPEHMS (HA aHrNIMACKOM S3bIKe) (ayBnupyeTcsa Ha aHrnuAcKoMm
4. [lekapcTBeHHas copma A3LIKE)
5. floanposka 3. Nlorotun gepxartens
6. Homep cepuu pernucTpauyuoHHoro yAoCcToBEPEHUS
7. [laTa ucte4eHna cpoka rogHocTy (B (Ha aHrNWIACKOM A3bIKe)
thopmare: rogeH go...) 4. JlekapcTeeHHan dpopma
8. [lata npomasoacTea 5. [loanposka
9. flonyckaeTcs HaHeceHe BHYTPEHHUX 6. Homep cepum
10 Mapkupoeka YNakoBOYHbIX KOAOB KOMMNaHun. B cnyyae 7. [lata ncreyeHus cpoka rogHocTK
Labelling npov3eoAcTBa Ha nnowaake 000 (8 dhopmarte: rogeH go...)
«HoBaptuc Hesa» Ha Bnuctepe ykasbieatoT | 8. [lata npoussoacTBa He ykasaHa
TONbKO NEpeMeHHbIE AaHHbIe Be3 yKa3aHus 9.BHyTpeHHUe ynakoBoYHble KOAbl
npeduKCoB HOMepa cepun 1 AaTbl KOMMaHWK OTCYTCTBYHOT.
OKOHYaHWA CpoKa roHOCTH. Ha Bnuctepe ana Homepa cepuu u
[aTa npousBoACTBa He yKa3biBaeTcs. [AaTbl OKOH4YaHWUA cpoka rogHoOCTH
BTopu4yHas ynakoBKa (KapTOHHAA nayvka) yKasaHbl TOMNbKO NepeMeHHbIe
Ha kapToHHOW Nayke ykasbiBaeTcs: AaHHble 6e3 ykazaHua Npednkcos .
1. ToproBoe HammeHoBaHwWe npenapara c [ata npon3soacTea He ykasaHa.
npegynpeauTensHoin mapkuposkon ® BropuyHan ynakoBka (KapToHHas
2. MexayHapodHoe HenaTeHToBaHHOoe nauvka)
HavumeHoBaHwe (aybnupyeTtcs Ha Ha kapToHHOI nayke ykasaHo:
aHFIINACKOM A3LIKE) 1. Toprosoe HaumeHoBaHue
3. loroTun gepxarens perncTpaLyoHHOro npenapara ¢ npegynpeaurensHoi
YOOCTOBEPEHUA (HA aHMMWIACKOM A3bIKE) Mapkuposkon ®
4. HaumeHoBaHue aepxarens 2. MexayHapofHoe
perucTpauuoHHOro yAoCTOBEPEHUSA 1 HenaTeHToBaHHOe HauMeHoBaHue
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npoussoAnUTENs NekapcTBEHHOro Npenaparta
(BbINYCKAIOW WA KOHTPONb KavecTea)

5. Aapec (ctpaHa) aepxartens
pervcTpauUuoHHOro YAoCTOBEPEHUS U
Npou3BOAWUTENSA NEKApCTBEHHOrO Npenaparta
(BbINYCKAIOLW WA KOHTPONb KavecTBa)

6. llekapcTeeHHas copma

7. Joavpoeka

8. KonnyecTso nekapcTBEHHOro npenapara s
ynakoBke

9. HanmeHoBaHwWA 1 cogepxaHuA
[efCTBYIOLNX BELLECTB

10. YcnoBus xpaHeHus

11. NyTb BBEACHUA

12. Ycnoeus oTnycka

13. MNpeaynpegutensHele Haanuen: «Cnocob
NPUMEHEHUS: CM. NIUCTOK-BKNAAbILL»,
«XpaHuTb B HEAOCTYNHOM ANA AETEW MecTe»
14. Homep cepum

15. [lata npoussoacTea

16. [lara ncreyeHns cpok rogHocTu (B
topmarTe: rogeH 4o...)

17. Wrpux-kog

18. [onyckaeTcs HaHeceHWe BHYTPEHHNX
YNaKoBOYHbIX KOAOB [ONONHUTENBEHO MOTYT
BbITh HAHECEHBI CpeacTBa MaeHTUdUKaLWUK
AN MOHWTOPUWHIa ABWKEHUA NEKapCTBEHHbIX
npenaparos OT NPOU3BOAUTENS A0
KoHey4Horo noTpebuTens (HaHeceHune
BO3MOXHO C MCMONb30BaHWEM CTUKEPA).

(aybnupyeTcs Ha aHrIMIACKOM
A3bIKE)

3. loroTun pepxatens
PerucTpaurvoHHOro yAoCToOBEPEHNA
(Ha aHrnWinckom A3bIKe)

4. HanmeHoeaHue pepxarens
perncTpaumoHHOro yaAoCTOBEPEHUS
1 NPOU3BOAUTENS NeKapcTBEHHOro
npenapara (BbinycKaroLui
KOHTpOnb KayecTsa)

5. Agpec (cTpaHa) gepxarens
perncTpaunoHHOro yAOCTOBEPEHUSA
W NPOU3BOAUTENA NEKapCTBEHHOMO
npenapaTa (BbinycKawoLLni
KOHTPOMNb Ka4ecTBa)

6. llekapcTBeHHan dopma

7. Doanposka

8. KonuyecTBO NekapcTBeHHOro
npenapara B ynakoBke

9. HaumeHoBaHuWA 1 cogepxaHus
AeNCTBYIOLNX BELECTB

10. Ycnoeusa xpaHeHus

11. NyTb BBEAEHUA

12. Ycnoeus otnycka

13. MNpegynpegutensHbIe HAAMWCK:
«Crnocob npumeHeHus: CM. NINCTOK-
BKNagbiW», «XpaH1Th B
HeAOCTYNHOM ANSA AeTen MecTe»
14. Homep cepun

15. flata npou3soacTea

16. [laTa ucteyeHus CpoK roAHOCTU
(8 chopmare: rogeH go...)

17. Wrpux-koa

18. HaHeceHbl BHYTpeHHWE
ynaKkoBOYHbIE KOAbl.
,D,DI'ICIJ'IHHTEJ'II:HO HaHeceHbI
cpeacTea uaeHTudMKkayum ans
MOHWUTOPUHIra ABUMXEHWA
neKkapcTBeHHbIX npenapartoe o7
nponssoauTens 40 KOHeYHoro
notpeburens (6e3 ncnonbL3oBaHns
CTUKepa).

XpaHeHue
11
Storage

Mpu Temnepatype He Bbiwe 30°C.

Cpok rogHocTH
12 | (Meprnoan4HOCTL
KOHTpOns)

2ropa

2 ropa (30.09.2027)
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AHanuTMYeCKMil NacNopT Ha roTOBYIO NPOAYKLUMIO
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KOHTpO.I'Ib Kavyecrtea

Quality Control
Homep nacnopra: 4-863-1025 Bepcus:1.0
Certificate number Version
Ne MNokazarens* MeTton ucnbitanuii / TpeGoBaHue PesynbTar
L Paramefers Analytical method / Requirement Result
Shelf life (Frequency
of control)

* - [Nokazatens «MHKDOﬁHOﬂOMHECKaH “YucToTa» He ABNASTCA PYTUHHBIM METOAO0M aHanu3a u MOXeT OTCYTCTBOBAaTL B
nacnopre KoMnaHuu.

3. 3AKNIOYEHUE
CONCLUSION

NexapcTBeHHbIin npenapat Mansyc MeT®, Tabnetku NoKpbIThIE NNEHOYHON 06onouKkoR, 50wt AL r Ne30,

Homep cepum PV66541025 cooTeeTcTayeT TpeGoBaHNAM HOPMATUBHO AOKyMeHTagiv JHFT-Ne Pr- U/
O'Mr, 50 + 850 Mr\'geox 1

RU)-200524 Maneyc MeTt®, TabneTku NokpbITblie nieHouHo o6onoykoit 50 mr +

3

mr Moayns Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723. g \
[ o] "Mosdyinv . wcear
Crapwwin  cneuuanucT  no ; 2 yqva; lis nova LLE ] "ﬂ
g \0, W& va LL B /1
Yreepamn | ., 000 kauectsa Anekcees B.O. | ! = R ke WW/ 2
Approved by 3’ b A iAo ‘{ dg
Hemivocts (Position) QMO (Full name) He z ignature
JCTE \\ N‘ H‘rn‘f‘ /") | I
Version Description of change
(Bepcus) (OnucaHwe nameHeHun) '\_
1.0 Hoebln nacnopT
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