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AHanuTU4YEeCKUi NAcCNOPT Ha rOTOBYIO NPOAYKLUIO

JlnueHsusa Ha ocyLLecTBAIEHNE NMPOU3BOACTBA NEKapCTBeHHbIX cpeacts Ne00153-1C 000 "HosapTuc Hesa"
Poccus, CaHkT-Metepbypr,
[Lopora B KameHky, 2.40, kopn. 3, nurepa A

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

KOHTpOnb KaJvecTBsa
Quality Control

Howmep nacnopra: 4-326-0425 -l Bepcusi:1.0

Certificate number Version

1. OBLLAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHUe NpoAYyKUWUA: raneyc MeT® TabneTkn, NOKpbITLIE NeHoYHOM 06onoukoit, 50 mr + 500 Mr
Product Name Ne30

JIN-Ne(001986)-(PI-RU)-200524 Tansyc Met®, TabneTks mMOKpPbITbIE
nneHouHor obonoykon 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogynb
MposepeHo Ha cooTBeTCcTBUe ¢ | Mapkuposka JIM-Ne(001986)-(PI-RU)-270723

Checked against (Cneuncbukauma kavectsa Ha [anByc Met®, Tabnetkym nOKpPbITbIE
nneHouyHo#t oBonoukoin 50 mr + 500 mr Ne 30 SPEC_FDF_00080122,
Bepcus: 17.0)

BHyTpeHHMi1 ko Homep cepuu
HepacchacosaHHOM npoayxumm: | 42027185 HepactacoBaHHOI Npoaykumu PM4768
Product Code Bulk Batch Number Bulk
BHYTpeHHW’ KOO yrnaKkoBaHHOI Homep cepuv ynakoBaHHOWM
npoayKuuu: 44068549 npoayKumn: PN08240425
Product Code FDF Batch Number FDF

aTa NPOU3BOACTBA:
ﬂanufactgﬁng Date 20.04.2025

J | Paamep cepuu 3a BbLIYETOM

fesmeglcapin: 11968 yn. i 11959 yn,

atch Size ; :

| Batch size without samples

2. NMONYYEHHDLIE PE3YJIbTATDI
TEST RESULTS

Ne MNokasatenb* Meron ucnbirannia / TpeboBanue PesynkTrar
. Parameters Analytical method / Requirement Resuilt

BusyansHbii OBarbHble TabneTku co CKOLLIEHHBIMU
OBarbHble TabneTK CO CKOLUEHHBIMWA | KDasiMK,  MOKPLITHIE  NNIEHOYHON
KpasiMu,  MOKpbiTble  MMeHOYHOoW | 0GOMOYKOM  CBETNO-KEeNnToro  co
4 | Onncatue oBonoykon  CBETMO-XENToro  ¢o | cnabbiM pO3OBaTHIM OTTEHKOM LiBETA.
Appearance cnabbiM po3oBaThiM OTTEHKOM LiBeTa. | Ha  opHoOW  cTopoHe — TabneTku
Ha ogHon cTopoHe Tabnetkn | mapkuposka «NVR», Ha gpyron
mapkupoeka «NVR», Ha papyrow | cTopoHe - «LLO».
cTopoHe - «LLO».

B3X

Bpems yaepxusaHms OCHOBHOIO Nnka
Ha XpomaTorpamme WCnbITYyeMOro
pacTteopa 1 [OIKHO
COOTBETCTBOBATL BpeMeHN
yOepXuBaHua nuka BuNgarnunTuHa
Ha Xxpomarorpamme CTaHOAapTHOro
pacTsopa.

B3»X.

Bpems yaepXusaHusa OCHOBHOrO Nuka
Ha XxpomaTorpamme WCMbITyeMoro
- MeTdopmumHa pactsopa 3 [OIKHO
ruapoxnopua COOTBETCTBOBATh BpPEMEHYU
yOepXKuBaHus nuka metdopMuHa Ha
Xpomarorpammve cTaH[apTHOro
pacteopa.

Waentudukauus
Identification -
BungarnuntH

CooTtBeTcTBYET

CootBeTcTBYET
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KoHTponk kavecTsa
Quality Control

Homep nacnopra:
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—

Ne |

I'onasarenb*
Parameters

4-326-0425

MeTo,q UCMbITaHUA / Tpe603a|-w|e
Analytical method / Requirement

Bepcus:1.0
Version

PesynbTtar
Result

BOXX

He meHee 80% (Q) ot saseneHHoro | 100% OT 3aABNEHHOrO CoAepXaHus
COoAepKaHUA BUNZArMUATUHA depes | BUNAArNMNTUHA Yepes 30 MUHYT;

3 | Pacteopenue 30 MUHYT
Dissolution He meHee 80% (Q) o 3assreHHoro | 101% OT 3asiBMEHHOMO COAEPXKAHUS
coaepxaHus MeThOopMUHA | METPOPMUHA ruapoXIiopuga Jepes
ruapoxnopuaa vyepes 30 MUHYT. 30 MUHYT
Boaoa MeToa K. ®uwepa o
Aeale Tl He Gonee 1,0%. g
BOXX
. 202-01 (amup): He Bonee 0,5% 202-01 — meHee 0,1%;
Mpumecu 209-01 (uuknuueckuit ammauH): He | 209-01 — He oBHapyXeHo;
Related substances Gonee 0,2% 207-01 — He 0BHapYXEHO;
207-01 (avketonunepasuH):  He | EauHMYHas HengeHTUdULMpoBaHHas
- Npumecu Gonee 0,2% npumecs — meHee 0,1%;
BunparnunTuxa EavHnuHon HengeHTMpnUmpoBaHHOR
npumecu:; He Gonee 0,2% Cymma Bcex npumeceri — MeHee
Cymma Bcex npumecei: He Gonee | 0,1%.
5 | 1,0%
‘ B3XX
1-UuaHoryaruam: He Gonee 0,02% | 1-UwakoryanuanH —0,01%;
‘ EAMHWHHOI HENAEHTUDNLINPOBAHHOR EavHunuHas HempeHTudMLmMpoBaHHas
| - NMpumecu npumecu; He Bonee 0,1% npUMech — He 0GHapyeHo;
| MeTdpopMuHa Cymma Bcex npumeceil: He Gomee | CYMMa BCEX npumeceii — meHee
rmapoxsiopmaa 0,6% 0,05%
|
azoBas xpomartorpachus 366-98 — meHee 0,1%
. |366-98-rHeGonee02%. | _
' OaHopoaHocTe | Bungarmantvh — BOXKX
6 | gzxﬂzaauublx E MeTcomuHa rugpoxnopus - mMeton ‘_ Bunparnunmux: AV = 3 4
Uniformity of dosage | Z&:/pra}gmg mMacc | MeTdomuna rugpoxnopug: AV = 1,5
| units !
! | BIKX {
_ Ot 95,0% go 105,0%
| KonuuecTseHHoe BUNAArMMMTUHA OT 3asBMEHHOro
| onpepgeneHve coAepxaHvs | 98.9%
| Assay BuyTpeHHuit npegen Ha BbINyckK ’
| - BunparnunTux (IRL): He MeHee 96,8%
7 | BUNAArUNTUHA OT 3aABIIEeHHOTO
cogepxaHusA
‘ BIKX
- MeTdbopmuHa Ot 95,0% po 105,0% metdopmmHa 99 1%
| rngpoxnopua ruapoxnopuga  OT  3asiBREHHOrO '
coaepXaHusi.
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AHaNMTUYECKUI1 NAacnopT Ha rOTOBYIO NPOAYKLMIO

JIneHsns Ha ocyleCTBNERHNE NPOU3BOACTBA NEeKapcTBEeHHbIX cpeacTs Ne00153-N1C

KoHTponb kavecTBa
Quality Control

00O "HosapTuc Hesa"
Poccusi, Cankr-Netepbypr,
[Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

| Homep nacnopra: 4-306-0425 Bepcus:1.0
| Certificate number | Version
Ne NokasaTtens* MeTop ucnbitanuii / Tpe6oBaHue Pesynbtar |
W Parameters Analytical method / Requirement Result |
Mo 6 TabneTok B 6nucTe '
LR e _ flo 6 Tabnetok B 6nuctep
| MAJARMBX » anoMuHUeBon .
chonbri NA/ARTBX 1 anioMmmHnesown ¢onbrit.
) Mo 5 BnucrepoB BMECTe C NUCTKOM-
g | YnakoBka | Mo 5 6rMcTepoB BMECTE C NNCTKOM- P
Packaging BKNaAbllUeM B KapTOHHYIO Mauky.
| BKNadblLLeM B KAPTOHHYIO Mauky.
MNpucyTCTBYET KOHTPOMbL  NEPBOro
HonyckaeTcss HanuumMe  KOHTpOrist
BCKPLITUA.
| nepsoro BCKpLITUS.
: MNepBuYHas BHYTPEHHANA ynakoBka | MNepsuyHas BHYTPeHHNAA ynakoBKa
| Ha 6nucTepe ykasbiBaeTca: Ha 6nucrepe ykasaHo:
1. ToproBoe HaumeHoBaHNe 1. ToproBoe HaumeHoBaHue
| npenapata ¢ npegynpeauTEnbLHOR npenapara ¢ npeaynpeauTensHONn
! MapKUpoBKon ® mapkuposkon ®
| 2. MexayHapoaHoe 2. MexayHapopaHoe
HenaTeHTOBaHHOE HaMMEHOBaHUe HenaTeHTOBaHHOE HaMMEHOBaHUE
(pybnmpyeTcsi Ha aHIMUIACKOM SA3bIKE) | (ByOnMpYeTCs Ha aHTMNIACKOM A3bIKe)
3. Jlorotun pepxarens 3. NoroTnn gepxarens
, PErucTpauUmMoHHOro yA0CToBepeHUs PEerucTpaLMOHHOro yA0CTOBEPEHNsA
(Ha aHrnUAcKoMm si3blke) (Ha aHrNMNCKOM S3bIKE)
4. lekapcTBeHHan dopma 4. NlekapcTBeHHas dopma
5. flosuposka 5. Dosuposka
6. Homep cepumn 6. Homep cepun
7. DaTta ncreyeHus cpoka rogHocTu 7. Data ncteyeHns cpoka rogHocTu
(B chopmare: rogeH go...) (B hopmare: rogeH go...)
8. aTta npounssopcTtea | 8. HaTa npousBoACTBa He yKasaHa
| 9. [lonyckaeTcs HaHeceHne 9.BHyTpeHHMue yrnakoBOURbLIE KOAbI!
BHYTPEHHUX YNaKOBOYHbIX KOLOB | KomMnaHWUW OTCYTCTBYHOT.
Komnaxnu. B cnyvae nponssoactea | Ha bnucrepe ang Homepa cepum u
9 | Mapkupoexa Ha nrowagke 000 «HoeapTuc LaTbl OKOHUAHUNST CPOKa rogHOCTY
Labelling Hesa» Ha BrncTepe ykasblBaloT

| Mmapkuposko ®

TONbKO NepeMEHHbIe AaHHbie Oe3
yKkasaHua npedurkcos Homepa cepum
M AaTbl OKOHYaHMSA CPOKa rogHOCTU.
[Hata npoussoacrea He
yKasbiBaeTCA.

BropuyHas ynakoBKa (KapTOHHast
nayka)

Ha kapTOHHOW Naudke YKa3biBaeTCs:
1. Toprosoe HaumeHoBaHue
npenaparta ¢ npeaynpeanTesnsHoM

2. MexgyHapogHoe
HenaTeHTOBaHHOE HavMeHoBaHue
(ay6nunpyeTca Ha aHTNWACKOM A3blke)
3. Jlorotun aepxatens
perncTpaLnmoHHOro yaoCToBEpeHUs
(Ha aHrnMACKoM A3blke)

4. HavmeHoBaHruWe gepxarerns
PErncTpaunMoHHOro YAOCTOBEPEHUA U |

yKasaHbl TONbKO NepeMeHHble
JaHHble 6e3 yKasaHusa npechukcos .
[Jata npouasoacTsa He ykasaHa.
BropuyHas ynakoBka (KapToHHas
nauvkay)

Ha kapToHHOW nayvke yKasaHo:

1. ToproBoe HaumeHoBaHUe
npenaparta ¢ npeaynpeauTensHon
MapKipoBKon ®

2. MexnayHapogHoe
HenaTeHToBaHHOE HauMeHoBaHKe
(OyBnupyeTcs Ha aHIMUIACKOM A3bIKe)
3. NloroTun gepxartens
PErNCTPaLMOHHOIO YOOCTOBEPEHUSA
(Ha aHrAnIACKOM A3biKe)

4. HaumeHoBaHne gepxatens
pEerucTpaLoHHOro YA0CTOBEPEHUSs U
NPOU3BOAUTENS NEKAPCTBEHHOTO
npenapaTta (BbiNycKaloLui KOHTPOSTb
Kavecrsa) |
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AHanutnuyeckuii NacnNOpT Ha roTOBYIO NPOAYKUMIO

00O "HoeapTtuc Hesa"
Pocoun, Camkr-NeTepbypr,
[opora B Kamenky, 4.40, kopn. 3, nutepa A

Tenecon: +7 812 336 9891
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KoHTponb kauectsa
Quality Control

Homep nacnopra: 4-326-0425 Bepcus:1.0
Certificate nuE)ber_ Toece Teopae s B o VersE_
Ne MNokazarenn* MeTton ucnwitanuit / Tpe6osanue PesynbTtat
= Parameters Analytical method / Requirement Resuit
Npou3BOANUTENS NEKAPCTBEHHOIO 5. Appec (cTpaHa) Aepxartens
npenapara (BbiNyCKAOLWA KOHTPOMb | PErUCTPaLNOHHOIO YAOCTOBEPEHUS U
KavecTea) Npou3BOAUTENS NEKAPCTBEHHOTO
5. Aopec (cTpaHa) aepxarens npenapara (BbiNyCKalOLWMA KOHTPOMb
perucTpatnoHHOro yaoCTOBEPEeHNS 1 | KauecTBa)
NpPon3BoAUTENSA NEeKapCTBEHHOro 6. llekapcTBeHHasa dopma
npenapara (Bbinycxalowmi KOHTpons | 7. o3upoBka
KavecTea) 8. KonuuecTBo nekapcTBEHHOMO
6. JlekapcTBeHHasa copma npenapara B yNnakoBKe
7. Josupoeka 9. HanmeHoBaHuA 1 cogepxaHus
8. KonnuecTtso nekapcTBEHHOro OENCTBYIOLNX BELLEeCTB
npenapara B ynakoske 10. YcnoBus xpaHeHns
9. HanmeHoOBaHUst N coaepaHns 11. NyTb BBEAGHMA
AefCTBYIOWNX BELLECTB 12. Ycnosus otnycka
10. Ycnosust xpaHeHUs 13. MpepynpenuTenbHble Haanucwu:
11. MyTb BBEQSHUS «Cnocob NpUMEHEHUs: CM. JIUCTOK-
12. Ycriosus oTnycka BKNaAbIL, «XpaHuTb B
13. MNMpeaynpeautensHbie Hagnucw: HeAOCTYNHOM AnA AeTeil mecre» 14,
«Cnocob npuMeHeHusA; CM. NUCTOK- Homep cepuun
BKNagblWy, «XpaHuTb B 15. Oara npomssoacTea
HegocTynHom Anst aetein mecte» 14. | 16. [Jata ncreueHns Cpok rogHocTyv
Homep cepum (8 chopmarTe: rogen go...)
15. [ata npoussogcTea 17. Wrpux-kon
16. Jata ucteveHust Cpok rogHOCTU 18. HaHeceHb! BHYTpeHHue
(s cbopmare: roaeH po...) YyNakoBOYHbIE KOAbI.
17. WTpux-kog 19. JononHuTesibHO HaHeceHbl
18. DonyckaeTcs HaHeceHue cpeacTea ugeHTudukauum ans
BHYTPEHHUX YRAKOBOYHbLIX KOAOB MOHUTOPWHTa ABUKEHUS
19 JononHurensHo MoryT 6biTh nexapcTBEHHbIX NpenapaTos oT
HaHeceHbl cpeacTBa NPOU3BOANTENSA [0 KOHEYHOro
UAEeHTUUKaLMN ANA MOHUTOPUHIA norpebutena (6e3 ucnonb3oBaHus
ABWKEHNR NEeKapCTBEHHbIX CTuKepa).
npenaparoe OT NPOU3BOAUTENS A0
KoHeuHoro norpeburens (HaHeceHue
BO3MOXHO C UCMONb30BaHNeEM
CTUKepa).
10 éz)ar:g:"e Mpu Temneparype He Bbilwe 30°C.
CpoK rogHOCTIU
(MepuognuHocTb
11 | koHTpoOns) 2 ropa 2 ropa (31.03.2027)
Shelf life (Frequency of
control)

* - MNokasaTtensb ((MVIKpOﬁVIOJ'IOl'VI‘-IeCKaﬂ YUCTOTa» He ABMACTCA PYTUHHbIM METOAOM aHan13a U MOXET OTCYTCTBOBaTb B
AacnopTe komnasuu,
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SRS S -
Homep nacnopra: _29a. | Bepcua:1.0
Certificate number _ FoMBaL) __4 A2 | Version
3. 3AKJ1IOLIEHVIE
CONCLUSION

NekapcTBeHHbIR npenapat Mansyc MeT®, TabneTkn noKkpbITble NNeHO4YHON oboroukoi, 50 mr + 500 mr N930,- 7.
Homep cepur PNO8240425 cooTBETCTBYET TPeGoBaHUAM HOpMaTUBHOW AoKyMeHTaLu J1M-Ne(001986)-(Pr-RU)<7 <A
200524 Tansyc MeT®, TabneTky NokpbiThie nneHouHon obonoykoin 50 mr + 500 mr, 50 + 850 wmr, 50 + 1000 Mr

Mogayns Mapkuposka J1F-Ne(001986)-(P-RU)-270723 74\ |
NP i
CrapwniA  crnieynanucr  no i Vi) &
Yraepavun Anexcees 5.0. o< |Zo2’s ;
Approved by KOHTPOJIO KayecTBa 20 5
Version Description of change '
(Bepcns) (Onucanne usmeHeHWn)
1.0 Hosbilh nacnopt
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