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AHanuTnyeckui nacnopr Ha rOTOBYt0 NPOAYKLUUIO

JlnueH3na Ha ocyluecTBreHUe NPOU3BOACTBA NeKkapcTBeHHbIX cpeacts Ne00153-NC 000 "Hosapmuc Hesa"
Poccus, Cankr-Metepbypr,
Hopora B KameHky, .40, kopn. 3, nutepa A

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

KoHTponk kayecTtBa

Quality Control
Homep nacnopTa: 2. Bepcusa:1.0
Certificate number 4-30-0125 Version
1. OBLLUASA UHOOPMALIKA
GENERAL INFORMATION
HanmeHoBaHue npoayxuuun: ransyc Met® tabneTiu, NOKPbITbIE NNEHOYHON 0O6ONOUKOM,
Product Name 50 mr + 1000 mr Ne30

JIN-Ne(001986)-(PI-RU)-200524 Tansyc MeT®, TabneTku noKpbITbie
M . | nnerouHoit o6onoukon 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
POBEPEHO Ha COOTBETCTBUE C: | 155 unopka JIMT-Ne(001986)-(Pr-RU)-270723

Checked against =
Cneumcukaums kauecTsa Ha Mansyc MeT®, TabneTku NOKPbITLIE NNEHOYHON
o6onoukon 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, Bepcusi: 16.0
BryTpeHHu xon Homep cepuun
HepacdacoBaHHol npoaykuun: | 42027187 HepacchacoBaHHOM npoaykuuw PH1634
Product Code Bulk Batch Number Bulk
BHyTpeHHU KO, YNaKoBaHHOW Homep cepuu ynakoBaHHoOM
npoayKuuK: 44068551 NPOaYKUUN; PJ34000125
Product Code FDF Batch Number FDF
RaTta nponzsoacrea:
Manufacturing Date 21.01.2025
Pazmep cepuu 3a BLIYETOM
Pasmep cepun: 5913 yn i gk g 5904 yn
Batch Size : Boos 1 g
Batch size without samples

2. NONYYEHHLIE PE3YNbTATDI

TEST RESULTS
Ne Nokazarens* MeTtog ucnuitanuii / TpeboBaHue PesynbTar
e Parameters Analytical method / Requirement Result
BusyanbHbiia OBarbHble TabneTkn co
OsarnbHbie TabneTkn €O CKOLLEHHbLIMN CKOLLEHHbIMW  KpasiMu, MOKpbITbIE
o Kpasimu, NOKPbITbie NIeHoYHON 060MOYKOA frNeHOUHOH  obonoYKoW  TeMHo-
1 A;L:‘;?:ﬂg TEMHO-XEeS1TOro C CepoBaThiM OTTEHKOM XKEINTOro € CepoBaTbiM OTTEHKOM
useTa. Ha ogHoi cTopoHe TabneTku ugerta. Ha oaHow cTopoHe TabneTki
mapkuposka «NVR», Ha Opyron cTopoHe — mapxuposka «NVR», Ha pgpyroi
«FLO». cTopoHe — «FLO».
B3XX

BpeMﬂ yaepxusaHua OCHOBHOFO Nuka Ha

UneHTudpuka
I dg:tiﬁ cgt)i on nus xpomarorpamme ucnbITyemoro pacrsopa 1 CooTBeTCTRYeT
OOIDKHO COOTBETCTBOBATL BpEMEHN y
- BunparnunTuH
YAEPXUBaHWUA NuKa BUNJArnunTuHa Ha
9 Xpomarorpamme CTaHgapTHOro pacTeopa.
B3»XXX
Bpems yaepxusaHua OCHOBHOFO nuka Ha
- MetdopmuH XpoMatorpaMmMme UCHbLITYEMOro pacTeopa
e i pomarorpa Y fecTecpatd CooTtBeTcTBYET
rmapoxnopwna JIOIDKHO COOTBETCTBOBATL BpEMERN

YAEPKMBAHWR NNKa MeTGOPMIUHA Ha
XPOMATOrpaMMecTaHAapTHOro pacTsopa.
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KonTpons kayectea
Quality Control

Homep nacnopra: _an. l Bepcua:1.0
Certificate number 4-30-0125 | Version
Ne MNokasaTtens* MeTtoa ucnbitanui / Tpe6osauue PeaynkTtart
¥ Parameters Analytical method / Requirement Resuit
B3XX o
He meHee 80% (Q) oT 3aaBrieHHoro ;3111 /"a?;:naﬁﬂ;eﬂ:o;g gg‘q:f:(i'_"m
COAepXaHus BunaarnunTuHa vepes 30 & P T,
3 | PacTBopeHue MUHYT .
Dissolution He meree 80% (Q) OT 3aBNIEHHOMO 101% OT 3a8BNIEHHOTO CoAePKaHNA
cofepXaHua meTopmuHa rugpoxropuaa “3”: T\;ﬁ‘pr””a FUAPOXTIOPVAA Uepes
yepes 30 MuHyT. Y
Boga MeTtogn K. duiuepa o
4 Water He 50nee 1 ,0% 0'2 /0
BOXX o
202-01 (amup): He Gonee 0,5% it S
Mpumecu 209-01 (UMKNMYECKUA aMUAUH): 207-01 6 Py i
Related He 6onee 0,2% E . -:e OOHapyxeHa,
i } OUHUYHAA
?";)b:;ae”:js' ig?ﬁg;e(slgxggnmnepasvm). HENAEHTUDULMPOBaHHas npUMech
. . — He oBHapyxeHa,
BungarnvunruHa EAnHWYHOW HeUZeHTNPULIMPOBaHHOM 1
npuMeck: He Goriee 0,2% gﬁng/ma BCEX npuMeceil — meHee
5 Cymma Bcex npumeceii: He Gonee 1,0% 7
BIXX 1-LinaroryaHuaut - 0,01%;
1-L|,M3HOI'V?HVU1MHS He Bonee 0,02% _ | Eaunmnanan
- Mpumecy EAnHn4HOM Hem‘;ﬂeHdeJMLlWPOBaHHOW HeMaeHTUMUMPOBaAHHAA NPUMECh
MET(bOpMMHa fipumecu. He Bonee 0,:! % — HE QGHapy)KeHa;
ruapoxnopuaa Cymma Bcex npumeceit: He Gonee 0,6% Cymma BCeX npumeceit — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — He oGHapyxeHa
OQHOPOAHOCTL
[03UpPOoBaHHbLIX Bungarmmntud — B3XXX . -
6 eauHUY, MeTdommHa rugpoxnopua - MeTos 322‘3?;33:;”& A\éxnglam .
Uniformity of BapuaLmn macc AV =13 AP pna.
dosage AV <150 !
units
B3XX
Or 950% ao 105,0% sunpgarnuntuHa oT
ﬁ:::;::;ii:"oe 3asiBNEHHOro coaepkaHus [
99,9%
Assay . !
i BHyTpeHHuit npegen Ha Bbinyck (IRL): He
7 EAaT MY meHee 97,9%  BMANZarnUNTUHA  OT
3afABnNeHHOro copepxaHuAa
BIXX
;Mh‘:ez?(sng:Ha Or 950% a0 1050% mercopmuna | 99,9%
P PYA rMApOXIIopUAa OT 3asiBNEHHOI0 CoAEpPXKaHUA.
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AHanuTuyecKkui NacnopT Ha roToBylo NPOAYKLUUIO

JINLieH3ns Ha OCyLIECTBIEHUE NPOU3BOACTBA NeKapcTBeHHbIX cpeacTs Ne00153-NC

00O "Hosaptuc Hesa"
Poceua, Cankr-TNerepbypr,
[opora B KameHky, .40, kopn. 3, nutepa A

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

KoHTponb Kadvecrsa
Quaility Control

Homep nacnopra: Bepcus:1.0
Certiﬁcapte numberp B =i - _4-30-012_5__ ~s { Vergion
Ne Mokasarens” MeTopa ncnkitanui / Tpebosanne Pesynwrar
ol Parameters Analytical method / Requirement Result
Eep. ®., . CLIA, An. ®. unu
®EABC 2.1.6.6,2.1.6.7
MuxpoGuonornye | Kareropusi 3A:
g | cKas uucToTa Obujee uncno aspobHbIX MAKPOOPraHN3MOB
Microbiological - He Bonee 102 KOEB 1 T; Menee 50 KOEB 1T,
purity ObLee YNCno APOXOKEBBIX U MIECHEBbIX
rpu6os — He Gonee 102 KOE 8 1T; Menee 10 KOE B 1T;
Ortcyvcrtemne Escherichia colis 1T. Orcytcreue B 1T
Mo 6 Tabnetok B 6nucTep MA/AN/TBX n o 6 TabneTtok B 6nucTep
ANOMUHVEBON oMb, MA/ANTIBX n anomiHueBoi
9 YnakoBka Mo 5 6GnucTepoB BMECTE C NUCTKOM- thoneru. Mo 5 6nuctepos BmecTe C
Packing BKINabIlLeM B KAPTOHHYIO Nauky. JIMCTKOM-BKRaAbiLUEM B KAPTOHHYIO
[onyckaeTcs Hanmume KOHTPOns Nepsoro nauky. MpucyTcTBYET KOHTPOSB
BCKPbITUS. repBoOro BCKPbITUA. e
MepBnUHan BHYTPEHHASA yNakoBKa MepBu4Haa BHYTPeHHARN
Ha 6nucrepe ykasblBaeTcs: ynakoBka
1. ToproBoe HanmeHOBaHNE Npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeanTenbHOR Mapkuposkon ® 1. Toprosoe HaumeHoBaHue
2. MexxgyHapoaHoe HenaTeHToBaHHoe fpenapara ¢ npeayripeanTensHo
HauMmeHoBaHue (ayonupyetca Ha Mapkupoekoin ®
aHrAnINCKOM sI3bike) 2. MexxgyHapoaHoe
3. NoroTun pepxarests perucTpauuoHHoro HenaTeHTOBaHHOE HauMeHoBaHue
yAOCTOBEpEHUSs (Ha aHTNMIACKOM A3LIKE) (nybnupyeTcs Ha aHrMACKOM
4. flekapcTeeHHas dopma A3bIKE)
5. [loanposka 3. Norotun gepxarens
6. Homep cepuu pPerucTpaLyoHHOro yA0CTOBEPEHNA
7. [laTa ncteueHnsa cpoka rogHoCcTu (B {Ha aHrMNCKOM AA3biKe)
¢thopmare: roaeH f0...) 4. NlexapcTBeHHas cdopma
8. Nara npomssBocTsa 5. Hosmposka
9. HonyckaeTcsa HaHeceHne BHYTPEeHHUX 6. Homep cepun
10 MapxupoBka yNaKkoBOYHbIX KOAOB KoMnaHu. B criyvae 7. DaTa ucreueHus cpoka rogHoCTU
Labelling npomssoacTea Ha nnowaake 000 (B chopmare: roaeH ao...)
«HoeapTuc Hesa» Ha 6nuctepe ykaswisaoT | 8. [aTta npou3BoACTBa He ykasaHa
TONBKO NepemeHHble AaHHbIe 6e3 ykasaHus 9.BHYTpEeHHME ynakoBOYHbIE KOAbI
npeduKcos HoMepa cepun U AaTb KOMMaHW OTCYTCTBYIOT.
OKOHUaHWs CpoKa roaHoOCTH. Ha 6nucrepe ans Homepa cepun v
[ara npovssoacTBa He yKasbiBaeTcs. [aThbl OKOHUYaHUS CpoKa rofHoCTH
BropuyHas ynakoBKa (KapTOHHaA nayvka) yKasaHbl TOMLKO NepeMeHHbie
Ha KapToHHOW nayuke yKasbiBaeTcs: fAaHHble 6e3 ykaszaHus npedukcos .
1. Toprosoe HaumeHoBaHWe npenapara ¢ [ata npou3sBoacTsa He ykasaHa.
npeaynpeauTensHoi mapkuposkon ® Bropu4Has ynakoBka (KapTOHHas
2. MexayHapoaHoe HenaTeHToBaHHoe nauxa)
HavimeHoBaHwue (Bybrnupyercs Ha Ha kapTorHOl nayke ykasaHo:
AHTNNACKOM A3bIKE) | 1. Toprosoe HauMeHoBaHue
3. NoroTun aepxarens perucTpaLmoHHoro npenapara ¢ npeaynpeanTenbHon
YOOCTOBEPEHWS (Ha aHrfAARCKOM A3biKe) Mapxuposkoi ®
4. HanmeHoBaHuWe aepxatens 2. MexpagyHapoaHoe
PEerncTpPaLmMoHHOTo Y A0CTOBEPEHUsA 1 HenaTeHToBaHHOE HauMeHoBaHue
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AHanUTUYECKKUIA NACNOPT Ha FOTOBYHO NPOAYKUMIO

JMueH3ua Ha OCYLIECTBNEHNE NPOV3BOACTEA NEKapCTBEHHbIX CPEACTB Ne00153-N1C

000 "HosapTuc Hesa"
Poccus, CankT-MeTepbypr,
[opora B KameHxky, .40, xopn. 3, nutepa A
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KoHTtpons kavecTsa
Quality Control

Homep nacnopta: 20 Bepcus:1.0
Certificate number ‘ - & 3? e Version
Ne Mokazartens* MeToa nenwitanuit / TpeGosanue Pesynbtar
Parameters Analytical method / Requirement Result
NPOU3BOAUNTENS NEKapCTBEHHOTO npenapata | (Aybrinpyetca Ha AHTNUACKOM

(BBIMYCKAOLLMIA KOHTPOMb Ka4ecTsa)

5. Anpec (cTpaHa) aepxaresns
pErucTPaLMOoHHOro YAOCTOBEPEHNA 1
NpoVU3BOAUTENS NeKapCTBEHHOTO Npenapara
(BLINYCKAOWMIA KOHTPOITb KauecTBa)

6. NekapcTBeHHas dopma

7. Doanposka

8. KonniecTBo NeKkapcTBEHHOrO Npenapara B
ynaKkoBke

9. HavmeHoBaHuUA 1 coaepXanns
OeCTBYIOLUX BELLECTB

10. Ycnosus xpaxexns

11. MyTb BBEAEHUA

12. YcnoBus oTrycka

13. MpeaynpeauTensHoie Hagnvcu: «Cnocob
NPUMEHEHWA: CM. JINCTOK-BKNAALILLY,
«XpaHUTb B HEAOCTYNHOM ANA AeTel MecTe»
14. Homep cepun

15. aTra npouaBoacTBa

16. [laTa NCTEYEHUA CPOK roAHOCTY (B
chopmare: rogeH a0...)

17. Wrpux-kos

18. [onyckaeTcsi HaHeCeHne BHYTPeHHUX
yNaKoBOYHBIX KOAOB [JOMNOMHUTENBHO MOTYT
GbiTb HaHeCeHbl CPeACTBa naeHTU(MKaLMK
JAN$ MOHUTOPWHTA ABVKEHUS NEKapCTBEHHbIX
ripenapaToB OT NpousBoAUTENA A0
KoHeuHoro notpeburens (HaHeceHue
BO3MOXHO C NCNOSb30BaHNEM CTUKEPA).

A3bIKE)

3. NNorotun gepxatens
PEruCTPaLMOHHOrO YAOCTOBEPEHUS
{Ha aHrMMIACKOM SI3bIKE)

4. HaumeHoBaHuWe aepxarens
PErUCTPaLIMOHHOrO YAOCTOBEPEHUA
¥ NPOU3BOAUTENS JIEKaPCTBEHHOTO
npenapara (BbinyCcKkatoLnia
KOHTPOSb Ka4ecTsa)

5. Appec (cTpaHa) pepxarens
PErucTPaunoHHOro yAOCTOBEPEHUA
1 NPOU3BOAUTENA NEKaPCTBEHHOrO
npenapara (BbinyCcKaloLwmiA
KOHTPOINb Ka4ecTsa)

6. llekapcTeeHHas dopma

7. Dosunpoeka

8. KonunuecTtso nekapcTBeHHoro
npenapara B yrakoske

9. HaumeHoBaHus 1 coeprkaHing
[IeCTBYIOLLNX BELIECTB

10. Ycnoeus xpaHeHust

11. NyTb BBEAEHMA

12. Ycnosusa oTnycka

13. MpepynpeaunTenbHbie HaANUCK:
«Cnocod NpUMEHEHUs: CM. JIMCTOK-
BKMagbill», «XpaHuTb B
HeAOCTYNHOM OJfis feTei MecTe»
14. Homep cepun

15. [lata npoussodcTea

16. [Jata ucteuyeHmns CPoK rogHoOCTH
(B chopmare: rofieH Aao...)

17. Wrpux-xon

18. HaHeceHbl BHYyTPEHHNE
yNaKoBOYHbIE KOZAbI.
[lonosHUTESLHO HaHeCeHb!
cpencTea naeHtuukaumv ana
MOHWUTOPUHIa ABWKEeHNS
nexapcTBEHHbIX Npenaparos o1
NPOV3BOAUTENSA JIO KOHEUHOTO
notpebutens (6e3 ncnonb3oBaHus
CTVKEpa).

XpaHeHue
11
Storage

Mpu Temneparype He Boiwe 30°C.

CpoK roiHOCTH
12 | (MepuoanyHOCTL
KOHTpOnsi)

2rona

2 ropa (31.12.2026)
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AHanUTUYECKU NACMOPT Ha rOTOBYIO MPOAYKLUIO

JIueH3us Ha ocyLlecTBrIeHKke NMPOVN3BOACTBA NekapcTeHHbIX cpeacts Ne00153-11C 00O "HosapTnc Hepa"
Poceus, Cavkr-TNetepbypr,
[Dopora B Kamenky, 4.40, kopn. 3, nutepa A
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KoHTpons kayectsa

Quality Control
Howmep nacnopra: N Bepcust:1.0
Certificate number 4-30-0125 Version
Ne MNokazarenk* Metog ucneitanui / Tpe6osanue PesynbTar
Parameters Analytical method / Requirement Result
Shelf life (Frequency
of control)

* - MNokasatenks «MMKDOGMOHOFMHGCKQH YyucToTa» He ABNAETCH PyTUHHbIM METOA0M aHanusa u MOXeT OTCYTCTBOBaTb B
flacnopTe KoMnaHuu,

3. 3AKIMOYEHUE
CONCLUSION

JlekapcTeeHHLIA npenapart Maneyc MeT®, TabneTkv NOKPbITHIE AneHouHol oBonoukoi, 50 mr+ 1000 mr Ne30, |
Homep cepumn PJ34000125 cootBeTcTByeT TpeboBaHnam HopMaTyBHOW AoKyMeHTauumn J111-Ne(001986)- (PF—I;/)*
200524 laneyc MeT®, TabneTku noKpbIThle NeHoYHoN o6onoukoin 50 mr + 500 mr, 50 + 850 mr, 50 + 1000
Moayne Mapkuposka JMN-Ne(001986)-(Pr-RU)-270723.

Crapwuii  cneuuanuct  no
Yrsepaun KOHTPORIO KauecTsa Anexeess B:0. \2 022075
Approved by
Version Description of change
(Bepcus) (Onucaxuve usmeHexsnn)
1.0 Hosbiin nachopt
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