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AHanNUTUYECKNIA NacnopT Ha roToBYIO NPOAYKLIUIO

NuueHana Ha ocyulecTaneHne NPOU3BOACTBA NEKAPCTBEHHBIX cpepacte NeQ0153-NC

000 "HosapTuc Hesa"
Poccus, Cankt-Metepbypr,
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KoHTponb kadecTea
Quality Control

Homep nacnopra:
Certificate number

4-858-1025

Bepcua:1.0

Version

1. OBLLAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npoayxkumn:
Product Name

lanByc Met® TabneTku, NOKpbITbIE NNEHOYHON 060M0MKON,
50 mr + 1000 mr Ne30

lMpoBepeHo Ha cooTBETCTBUE C!
Checked against

JIMN-Ne(001986)-(Pr-RU)-200524 Tansyc Met®, Tabnetku MOKpbITELIR
nnexouHoi obonoykoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
Mapkuposka J1M-Ne(001986)-(PI-RU)-270723
Cneuudukaums kadectsa Ha Maneyc MeT®, TabneTku NoKp.ITbIE MAEHOUYHOI
o6onoykoi 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, Bepcua: 17.0

BHyTpeHHuit kog Homep cepun
HepacthacoBaHHONM Npoaykuun: | 42027187 HepacchacoBaHHoM npoaykuun PU8687
Product Code Bulk Batch Number Bulk
BHyTpeHHwMit Koa ynakoBaHHON Homep cepun ynakosaHHoM
npoayKumu: 44068551 npoayKuum: PV47941025
Product Code FDF Batch Number FDF
Ta NMPou3BOACTEA:
ﬂ:nufacflsrfng Daz‘éq 04.10.2025
Paamep cepuu: o Pasm?p CepuM 3a BbIYETOM —
Batch Size v npo6: h N
Batch size without samples
2. NMONYYEHHLIE PE3YNbLTATHI
TEST RESULTS
Ne Mokazarene* MeTop ncnbitanui / TpeGoBanue Pesynerar
Parameters Analytical method / Requirement Result
BuayanbHbiii OBanbHble Tabnetkn co
OBanbHble TaBneTky co CKOLIEHHbIMU CKOLUEHHBIMY  KpasMW, NOKPbITbIE
— KpasamK, NOKpbITkIE NNeHoYHoW obonoykon nneHo4yHon  obonoykol  TemHo-
1 Aniadratics TEMHO-XXeNTOro ¢ CepoBaThbIM OTTEHKOM XENnToro ¢ CcepoBaTbiM OTTEHKOM
LgeTa. Ha oaHoli cTopoHe TabneTku useTa. Ha ogHoii cTopoHe TabneTku
mapkupoeka «NVR», Ha gpyroi ctopoHe — mapkupoBka «NVR», Ha Agpyroi
«FLO». cTopoHe — «FLO»,
B3XX
Bpemsa yaepxuvBaHns 0CHOBHOro NWKa Ha
%ﬂeﬂt“(p.""a”“” Xpomarorpamme UcneLITyemMoro pacteopa 1
entification CootseTcrByeT
- ——— [OMKHO COOTBETCTBOBATL BPEMEHU
YAEpPXMBaHWA NUKa BUNAArNUNTUHa Ha
2 Xpomarorpamme CTaHAapTHOro pacTeopa.
B3XX
Bpems yaepuBaHNsA OCHOBHOTO NMWKa Ha
- MetdhopmuHa XpomarorpamMmme UCnbITyemoro pacteopa 3
ruapoxnopug BOMKHO COOTBETCTBOBATL BpeMeH! CromeicTayer
YAEPKUBAHUA NUKa METHhOopPMIHE Ha
XpomarorpammecTaHAapTHOTO pacTeopa.
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AHaNUTUYeCKUi NACNOPT Ha FOTOBYIO NPOAYKLMIO

NuueHsms Ha ocyLIecTBNEHE NPOM3BOACTEA NEKAPCTBEHHDIX cpeacts Ne00153-NC
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Poccua, Caukr-MNetepbypr,
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Quality Control
Homep nacnopra: _ara. Bepcus:1.0
Certificate number 4-858-1025 Version
Ne Mokasarenk* Meton ucneitaHui / Tpe6oBaHue PesynbTtar
Parameters Analytical method / Requirement Result
B3KX
He meHee 80% (Q) oT 3asBneHHoro 97% OT 3anBnEHHOTO CoAePXaHUS
cofepxaHusl BUNAarnunTHa yepes 30 BRAAATTIAATANG NSD8s 30 MUHyY,
3 | PacTeopeHue MUHYT o
Dissolution He meHee 80% (Q) ot 3asBreHHoro :,,E:- ¢?OOTM?HH;J::HHg;ﬁocoﬁe;ﬁ:m::
copepxaHuns MeTdopMuHa rugpoxnopuaa 30 MprT Ap pRAHaY
Yyepes 30 MUHYT. y
Boga MeToa K. ®uwepa -
4 Water He Gonee 1,0%. Bk
B3XX -
202-01 (amma): He Gonee 0,5% il g
Npumecn 209-01 (LMKNNYECKA aMUANH): PYSHE,
o 207-01 — He oBHapyxeHa;
Related He Bonee 0,2% EfuHiHas
ﬁ;jbj:nae”ccfs' iggg;ég%'{gxn”nemw“): HeUAEHTUMULMPOBAHHAA NPUMECH
g " — He obHapyxeHa;
Bunparauntuna Eg:;gg?::ggﬂ::? (;:Z'LMpOBaHHDM Cymma Bcex npumecel — MeHee
: ; 0
5 Cymma Bcex npumeceii; He Gonee 1,0% Gk
B3OXX 1-LinaHoryaHuavH — mexee 0,01%:;
1-LUnaHoryanngun: He 6onee 0,02% EauHuuHan
) anMecH EQMHMHH9ﬁ He”gleHTHCb“quoBaHHOﬁ HEM,ﬂEHTHdJHLalDBaHHaH npumeck
MeTchopmuna npumeck: He Gonee 0,] %o — He obHapyXeHa;
ruapoxnopuaa Cymma Bcex npumeceti: He 6onee 0,6% Cymma BCex npuMeceil — MeHee
X 0,05%
366-98 - He Gonee 0,2% 366-98 — menee 0,1%
OpHopogHocTL
[031MPOBaHHbIX Bungarnuntud — BOXKX C AV =
6 | eauHuy MeTcbomumHa ruapoxnopua - meton I\Bﬂg:'?ba;;::;m:' A\éxng’sm !
Uniformity of Bapwauuu macc AV=15 viAp PR
dosage AV =150 g
units
B3XX
Ot 85,0% po 105,0% sBungarnunTWHa OT
REGRAM G ERHEDS 3aABMEHHOro CoaepKaHna
onpegeneHue 99 2%
Assay . :
BHyTpeHHuit npegen Ha Bbinyck (IRL): He
e mewee  97,9%  BungarnuMNTMHa  oT
3afBEHHOTIO coaepXKaHusa
B3XX
|-' MEBTJSEM:Ha Or 950% pno 1050% metcopmuHa | 100,5%
AP PHA rnapoxnopuba ot 3asBfEHHOIO COSEpXKaHus.
8 YnakoBka Mo 6 Tabnetok B Gnuctep NA/ARNBX n H,?\!i;?l?lg?ﬁgigﬂnmeeioﬁ
Packing anoMuHNeBon honbria.

donbru. Mo 5 6auctepos BMecTe ¢
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NOVARTIS Doc No. : FRM-8015490

Form to SOP-8013721 Version : 6.0

AHanuTUYecKuii NacnopT Ha roTOBYIO NPOAYKLMIO

NuueHans Ha ocyliecTeeHne NPOM3BOACTBA NEKAPCTBEHHBIX cpeacTs Ne00153-NC 000 "HosapTuc Hesa"
Pocecus, Cankr-Metepbypr,
[Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTtpons kavecTsa

Quality Control
Homep nacnopra: 4-858-1025 Beppnﬂﬂ .0
Certificate number Version
Ne Mokasarens* MeTopn ucneiranmi / TpebGoBanue PeaynbTtar
Parameters Analytical method / Requirement Result
Mo 5 6nncTepos BMECTE C MUCTKOM- NMCTKOM-BKNAZbILLEM B KAPTOHHYIO
BKNaAbILLIEeM B KapPTOHHYIO Mauky. nauky. [pucyTCTBYET KOHTPOIb
HonyckaeTcsa Hanuume KOHTPONA Nepsoro Nepsoro BCKPbITUA.
BCKPLITWS.
MepBuYHan BHYTPeHHSsIs ynakosKa MepBu4Han BHYTPEeHHAR
Ha 6nuctepe ykaswiBaetcs: ynakoBKa
1. Toprosoe HauMeHoBaHUe npenapara ¢ Ha 6nuctepe ykasaHo:
npenynpeanTensHoi MapkupoBkoi ® 1. ToproBoe HavmeHoBaHWe
2. MexxayHapogHoe HenaTeHToBaHHOe npenapara c npeaynpeanTensHon
HaumeHoeaHue (aybnupyeTca Ha Mapkuposkoin ®
aHrMUICKOM Si3bIKE) 2. MexayHapogHoe
3. loroTun pepxatens perncTpaLuoHHOro HenaTeHTOBaHHOE HauMeHoBaHWe
YACCTOBEPEHMA (Ha aHrNUIACKOM A3bIKe) (AyBnupyetca Ha aHrNUIACKOM
4. llexapcTBeHHas opma A3bIKE)
5. [loanposka 3. llorotun pepxarens
6. Homep cepun PErncTpaumuoHHoro yaoCToOBEpEHNs
7. OaTa ncteyeHns cpoka rogHocTH (B (Ha aHrNMNCKOM A3bIKE)
copmare: rogeH fo...) 4. lekapcTBeHHan opma
8. flata nponsBoacTea 5. loaupoeka
8. HonyckaeTca HaHeceHWe BHYTPEHHWX 6. Homep cepum
YNakoBOYHbIX KOAOB KOMNaHuW. B cnyvae 7. Nata ucrteyeHns cpoka roaHoCTH
nponssoAcTea Ha nnowaake Q00 (B hopmarte: rogeH ao...)

«HoBapTuc Heea» Ha Gnuctepe ykasbisaloT | 8. [laTa NpousBoacTsa He yKkasaHa
TOJIbKO NEpemMeHHbIe AaHHble De3 ykasaHus 9.BHYTpeHHWEe yNakoBoYHble KoAk!

npeguKCoB HOMEpPa CEpUN 1 JaThl KOMMNaHWN OTCYTCTBYHOT.

9 MapkupoBka OKOHYaHWA cpoKa rogHoCTH. Ha 6nucrepe ana Homepa cepum 1

Labelling [aTa nponseoacTBa He ykasbiBaeTcs. AaTbl OKOHYaHWA CPOKa rogHOCTM

BTopuuyHas ynakoBka (kapTOHHaA na4ka) yKasaHbl TOMbKO NepeMeEHHbIE
Ha KapToHHOW Nayke ykasLIBaeTcs: AaHHble 6e3 ykasaHua npeduKcos |
1. Toprosoe HauMeHoBaHue npenapara ¢ [ata nponasopcTea He ykaszaHa.
npenynpeanTensHoi MapkupoBKoi ® Bropuunas ynakoeka (kapToHHas
2. MexxayHapoaHoe HenaTeHToBaHHOe navka)
HanmeHoBaHwe (aybnupyeTtca Ha Ha KapToHHOW Nayke yKa3aHo:
aHIMUACKOM A3bIKE) 1. Toprosoe HavmeHoBaHVe
3. lloroTun aepxarens perncTpauuoHHoro npenapara ¢ npeaynpeauTensHoi
YAOCTOBEpPEHUsi (Ha aHrMMACKOM S3bIKe) Mapkuposkon ®
4. HanveHoBaHuve gepxarens 2. MexayHapogHoe
perncTpaLUnoHHoro yA0CTOBEPEHUS Y HernaTeHTOBaHHOEe HauMeHoBaHWe
nponseoguTens nekapcTBeHHoro npenapata | (AybnupyeTtcs Ha aHrnuitckom
(BBINYCKaIOLLMIA KOHTPOSb KaYyecTBa) A3blKe)
5. Agpec (cTpaHa) agepxartens 3. Norotun gepxarens
PErncTpaLnoHHoro yA0CTOBEPEHUS W perncTpaumnoHHoro yAoCTOBEPEHUS
npou3BOAUTENA NEKapCTBEHHOIO NpenapaTta | (Ha aHrNWMIACKOM A3bIKe)
(BBINYCKAIOLLWIA KOHTPONb Ka4uecTBa) 4. HanmeHoBaHwne gepxartens
6. lNexapcTBeHHas dopma PEerncTpauroHHoro yaAocToBepeHns
7. Doanpoeka 1 NPOV3BOAUTENS NEKAPCTBEHHOTO
8. KonuyecTso nekapcTeeHHOro npenapara B npenapara (BbinycKaroLmii
ynakoeke KOHTpOrb KavecTsa)
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AHanuTU4YecKuii NacnopT Ha roTOBYH NPOAYKLIUIO

TNuuenHsus Ha ocyllecTBNEHWe NPON3BOACTBA NEKAPCTBEHHBIX cpegcte Ne00153-NC 000 "HosapTtuc Heea"
Poccus, Cankr-Netepbypr,
[opora B Kamenky, A.40, kopn. 3, nutepa A

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

KoHTponb kavecTsa

Quality Control

Homep nacnopra: Bepcus:1.0

Cerﬁffca':e numberp 4-855-1025 Verrston

Ne MNokasarene* Metop ucneitaHni / Tpebosatne PesynebTar

Parameters Analytical method / Requirement Result

9. HammeHoBaHuA 1 cogepxaHus 5. Apgpec (cTpaHa) aepxaTens
OeNCTBYIOLLNX BELLECTB pPerucTpaumMoHHoro yaoCToBEpEHNs!
10. YcnoBus xpaHeHus 1 NPOU3BOAUTENA NEKAaPCTBEHHOIO
11. NyTs BBEAGHMA npenapara (BbinycKaoLmii
12. Ycnosus otnycka KOHTpOnb KayecTsa)
13. MpeaynpeautensHble Hagnucy: «Cnoco6 | 6. JlekapcTeeHHas dopma
MPUMEHEHWA: CM. NMUCTOK-BKNaabiLL», 7. loavposka
«XpaHUTb B HEJOCTYNHOM ANs AeTel MmecTe» | 8. KonudecTso NeKapcTBEHHOro
14. Homep cepun npenapara B ynakoske
15. [lata npouseoacTBa 9. HammeHoBaHua 1 cogepkaHus
16. [laTa ncteueHna cpok rogHocTu (B OenCTBYIOWMNX BELLECTB
chopmare: roaeH go...) 10. Ycnoeusa xpaHeHus
17. Wrpux-kog 11. NyTb BBEAEHMA
18. [onyckaeTcs HaHECEHWNE BHYTPEHHIX 12. Ycnosus otnycka

yNaKkoBOYHbIX KOA0B [lononHUTENbHO MOryT 13. MNpeaynpegurensHsie Hagnucw:
BbITh HaHeCeHb! CPeACTBa MaeHTUdUKaLMK «Cnocob NpUMeHEHWsA: CM. NIUCTOK-
ANA MOHMTOPWHIE ABVXKEHWS NEKapCTBEHHBIX | BKMNAAbIW», «XpaHUTb B

npenapartoB OT NPOW3BOAUTENA [0 HEJOCTYNHOM ANns AeTel mecTe»
KOHeuyHoro notpebutens (HaHeceHne 14. Homep cepum
BO3MOXHO C UCNOMbL30BaHMEM CTUKepa). 15. [lata npousBoacTea

16. [Jata ucteueHus cpok rogHocTu
(B chopmarte: rogeH ao...)

17. Wrpwx-koa

18. HaHeceHb! BHYTpeHHNe
YNakoBOYHbIE KOABI.
[JononHutensHo HaHeCceHbI
CcpeAcTsa naeHTudvkaumm ana
MOHUTOPWHIa ABWKEHMWS
NeKapcTBEHHbIX NpenapaTos oT
NpPOW3BOAUTENA 40 KOHEYHOrO
notpeburens (6ea ncnonb3oBaHUs
CTUKepa).

10 XpaHeHue

Storage MNpu Temneparype He Bbiwe 30°C.

Cpok rogHocTu
(MepuoanyHoCcTbL
11 | koHTpons) 2 ropa 2 rofa (30.09.2027)
Shelf life (Frequency
of control)

* - MokasaTens «Mukpobuonoruyeckas YncToTay He SBNASTCH PYTUHHLIM METOAOM aHaNW3a U MOXET oTCyTCTBOBaTHL B
nacnopre KomnaHuu.

(Native) Information Print Date:24 October 2025 Page 4 of 5 Business Use Only - ESOPS D2




NOVARTIS Doc No. : FRM-8015490
Form to SOP-8013721 Version : 6.0

AHanMTu4eckuit NacnopT Ha roTOBY NPOAYKLMWIO

JluueHaus Ha ocyuwiecTeneHne Npon3BoOACTEa NeKkapcTBeHHbIX cpeacTs Ne00153-TIC 000 "Hosaptuc Heea"
Poceus, Cankr-MetepGypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

Koﬁrponb Kavectea

Quality Control
Homep nacnopra: _ara_ Bepcus:1.0
Certificate number 4-858-1025 Version
3. 3AKNKYEHUE
CONCLUSION

lNekapcteenHbiit npenapat Mansyc MeT®, TabneTki NOKPLITLIE NNEHOYHOI 060M04KON, 50 mr + 1000 mr Ne30,
Homep cepum PV47941025 cooTeeTcTayeT TpeboBaHUSIM HOPMATUBHOM [OKYMEHTaLIAMN g

RU)-200524 Mansyc MeT®, TabneTku nokpbIThie NNEHOYHO 0GONOYKoH 50 Mr + 500/;:12;1 )

mr Moayns Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723.

Crapwwit  cneuwanuct  no )
ceeB B.0. 91
YTBEPAMN |\ oroonio kavecTea Aok - FLRAS
Approved by
Henmuocts (Position) DD (Full name) ){! iture)
Version Description of change -
(Bepcusa) (OnucaHue nameHeHuin)
1.0 Hoskih nacnopT
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