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NyLeH3ns Ha ocyLLECTBNEHUE NPOM3BOACTEA NekapcTBeHHbx cpeacts Ne00153-11C

Version: 2.0, CURRENT

AHanUTUYeCKUI NAacNopPT Ha roTOBYIO NPoOYKUUIO

000 "HosapTuc Hesa"
Poccus, Cankr-Netepbypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

Tenedon: +7 812 336 9891
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KoHTponb kayecTea
Quality Control

Howmep nacnopra:
Certificate number

4-887-1025

Bepcusa:1.0
Version

1. OBLLAA WHOOPMALIUA

GENERAL INFORMATION

HaumeHoBaHMe NpoayKunn:

Product Name

ransyc® Tabnetkm 50 mr Ne 28

MpoBepeHo Ha COOTBETCTBUE C:

Checked against

SPEC_FDF_00102805, sepcua 13.0

NM-Ne(000761)-(Pr-RU)-240424 Maneyc® Tabnetkn 50 mr Moy
Mapkumpogka JM-Ne(000761)-(Pr-RU)-200723
Creundmkaums kayectea Ha Maneyc®, Tabnetku 50 mr Ne28, Ne56

BHyTpeHHMiA KOg Homep cepun
HepacchacosaHHOW npoaykumn: | 42027188 HepactacoBaHHoii npogykuwnm PV1331
Product Code Bulk Batch Number Bulk
BHYTpeHHWI Koa ynaKkoBaHHOM Homep cepuu ynakoBaHHON
npoayKunu: 44068548 npoayKuun: PV89461025
Product Code FDF Balch Number FDF
Ta Npou3BoACTBEa:
ﬂ:nufacfﬁrmg .‘.’.)al‘(;Ell 10.10.2025
Pazmep cepun 3a BbI4€TOM
Faaap eepn: 35139 yn e 35 126 yn
atch Size . ;
Batch size without samples
2. NMONYYEHHBbIE PE3YNbTATHI
TEST RESULTS
Ne Mokasarens*® Metog ucneitaHuii / TpeGosaHue PesynbTar
Parameters Analytical method / Requirement Result
BusyanbHbIi Beroro uBeTa Kpyrnble rnagkue
OT 6enoro [0 CBETNO-XeNToro ugeTa | TabneTtkn co CKOLEHHbIMKN Kpasmi,
OnucaHue & ,
1 A Kpyrrble rnagkue TabneTku co ckoleHHsiMu | ¢ rpasupoBkoil «NVR» Ha oaHoi
ppearance s 4 5
kpasimu, ¢ rpasuposkon «NVR» Ha oaHoi | ctopoHe W «FB» Ha  Apyroi
cTopoHe W «FB» Ha apyroi cTopoHe. CTOpOHE.
BOXXX. Bpems yaepxvBaHua OCHOBHOrO
nMMKa Ha XpomarorpaMme WCMbITYemoro
pacTBopa, NPUroTOBNEHHOrO ans
KONWYECTBEHHOrO OnpeAeneHns, OONMKHO
COOTBETCTBOBaTL BpemeHu yaepxusanws | CooTseTcTayeT
WaeHTudMKaums nMKa Ha xpomaTorpamme CTaHOapTHOro
o | Identification pacteopa 1a. OTnuume BO BpemeHax
yOEpPKMBaAHUA AOMKHO COCTaBfATb He
- Bungarnuntux Gonee + 2,0%.
TCX. Ha xpomartorpamme WCMbITYEMOro
pacTBOpa OCHOBHOE MATHO NO MONOXEHWIo,
okpacke n BENUUUHE gomkHo | CooTseTcTByeT
COOTBETCTBOBATHL NATHY Ha XpoMarorpamme
CTaHAapTHOro pacTeopa.
B3XX
3 | PacTBopenue He wmeree 80% (Q) BunmarnunTuHa OT | ,q40,
Dissolution HOMWHanNbLHOrO  CoAepXaHus  A0MKHO
nepeiTu B pacTeop vyepes 30 MUHYT
4 Bopna MeTtoa K. ®uwepa, 2 4%
Water He 6onee 2,9 % :
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JIMueH3usA Ha ocylUecTENeHne NPOWM3BOACTBEA NekapeTeeHHbIX cpeacts Ne00163-NC
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Version: 2.0, CURRENT

AHanUTUYeCcKWin NacnopT Ha roToBYIO NPOAYKLUIO

000 "Hosaptuc Hesa"
Poceun, Cankr-MeTepbypr,
Dopora B Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTponb kavecTea

Quality Control
Homep nacnopra: Bepcus:1.0
Cem'ﬁcge numberp 4-887-1025 Verg:'on
Ne MNokasartens* Metop vcneitanmnii / TpebosaHue Pesynbtar
< Parameters Analytical method / Requirement Resuit
B3MXX 202-01 — meHee 0,1%;
202-01 (amua): He Gonee 0,5% 209-01 — He oBHapyxeHo,
n 209-01 (UMKNUYECKMA aMULWH): 207-01 — He oBHapyxeHo;,
pumecu b
5 | Impurities He 6onee 0,2% ; EonHnyHas Hecneyuduumpyemas
I S — 207-01(gukeTonunepasuH): He Gonee 0,2% | npumech — He oBHapyxeHo;
EawvHuyHas Hecneuynduumpyemas npumecs
- He Bonee 0,2% Cymma Bcex npumeceil — meHee
Cymma Bcex npumecein - He Bonee 0,8% 0,1%
OgHopogHOCTb
eguHUL
g | Ao3vpoBanus PacueTHo-mMaccoBbIi AV=19
Uniformity of dosage | AV = 15,0 '
units
-BunagarnuntuH
KonuyectBeHHoe BIKX
7 2';2:?9"%“9 Ort 95,0% po 105,0% sunparnunTuHa ot 99,0%
-B HOMWHAINLHOro COAEPKAHNA
unaarnunTuH -
Mo 14 Tabnetok B 6nuctep MA/ANMNBX n Mo 14 TabneTtok B 6Bnvctep
anioMuH1eBol onbru. MA/ANMBX n antoMUHWEBOK
y Mo 2 unu 4 6nuctepa BMECTE C NMUCTKOM- donbru.
naxkoeka
8 Packing BKNAAbILLIEM B KAPTOHHYIO NaYKy. Mo 2 6nucTepa BmecTe C NMCTKOM-
[OonyckaeTca Hanu4ue KoOHTponsa BKNaAbILLEM B KAPTOHHOM Nayke.
NepBUYHOTO BCKPLITUA HA KAPTOHHOW KoHTponb NepBUYHOro BCKPLITUS
nadke. Ha KapTOHHOW Nayke NMPUCYTCTBYET.
MepBuUYHanA BHYTPEHHASA YNaKoBKa MNepBuyHan BHYTPeHHAS
Ha 6nucrepe ykasbiBaeTcs: ynakoBKa
1. ToproBoe HauMmeHoBaHWe npenapara ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTenbHoi MapkupoBkon ® 1. ToproBoe HauMeHoBaHue
2. MexpayHapoAHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTensHoi
HanMmeHoBaHue (aybnupyetcs Ha MapKupoBKoin ®
aHrMUACKOM A3blKe) 2. MexpyHapogHoe
3. NloroTvn Aepartens perncTpaunoHHoOro | HenaTeHTOBaHHOE HaumeHoBaHue
yAOCTOBEPEHUS (Ha aHIMUIACKOM A3bIKE) (aybnupyeTcs Ha aHrnUAcKom
4. NekapcTeeHHas dopma A3blKe)
9 MapkupoBka 5. JoanpoBka 3. NoroTun gepxarens
Labelling 6. Homep cepuu perncTpaumnoHHOro yaocToBepeHns

7. [lata ucteyeHus cpoka rogHocTu (B
cdopmarte: rogeH go...)

8. [lata npoussoAcTea

9. [lonyckaeTcs HaHeCeHWe BHY TPEHHWX
yMakoBOMHbIX KOAOB KoMnaHun. B cnyyae
npouseoacTea Ha nnowagke 000
«Hoeaptuc Heesa» Ha BnucTepe ykasbiBaloT
TOMNbKO NepemeHHble AaHHble 6e3 ykasaHua
npecurkcoB Homepa cepun U AaThbl
OKOHYaHWA cpoka rogHocTu.

(Ha aHrNMICKOM A3bIKe)

4. JlekapcteeHHas copma

5. [loanpoBka

6. Homep cepun

7. Oata ncredyeHus cpoka rogHocTn
(B ctbopmaTe: roaeH ao...)

8. [laTa npou3BoACTBa He yKasaHa
9.BHYTpeHHWE ynakosouyHble KoAbl
KOMMNaHWW OTCYTCTBYIOT.
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NOVARTIS

Form to SOP-8013721

JIMLEH3MA HA OCYLLLECTBNEHWE NPOM3BOACTBA NEKAPCTBEHHLIX cpeacTe Ne00153-NC

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHanuTU4YeCKWiA NacnopT Ha FOTOBY NPOAYKLWIO

000 "Hosaptuc Hesa"
Poceus, Caxkr-Metepbypr,
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KoHTponb kayecTea
Quality Control

Homep nacnopra: a7, Bepcus:1.0
Certificate number 4-887-1025 Version
Ne MNokasarens* Metog ucneitanuii / TpebosaHue Pesynbrar

3 Parameters Analytical method / Requirement Resuit

[Hata npousBoacTBa He yKasblBaeTca.
BropuyHaa ynakoBka (KapToHHas nayka)
Ha kapToHHOW Nadke yKka3biBaeTca:

1. Toprosoe HaumeHoBaHWe npenaparta ¢
npeaynpeavTensHon Mapknposkon ®

2. MexayHapogHoe HenaTeHToBaHHoe
HaumeHosaHve (aybnupyeTca Ha
aHrNUIACKOM A3bIKE)

3. NoroTun gepxarens perncTpaumnoHHOro
YAOCTOBEPEHUSA (Ha aHIIMIACKOM A3bIKE)

4. HanmeHoBaHwe aepxatens
perncTpayuoHHoro yAoCTOBEPEHUA U
NpoOV3BoANTENSA NEKapCTBEHHOro
npenapara (BbinyCKatoLWi KOHTPONb
KadecTsa)

5. Agpec (cTpaHa) gepxarens
perncTpaumnoHHoro ya0CTOBEPEHUA 1
NPOW3BOAMTENS NEKApCTBEHHOro
npenapara (BbINycKaloLWWA KOHTPONb
KayecTea)

6. NNekapcTBeHHas dopma

7. Dosmposka

8. KonuyectBo nekapcTBEeHHOro npenapara
B yrnakoBke

9. HaumeHoBaHue 1 cogepaHue
JeiicTByloLLEero eellecTea

10. YkasaHue o cofepxaHum NaxkTossl
Be3Bo4HOWN B KA4YeCTBE BCNOMOraTenbHOoro
BellecTBa 1 ee konvyecTee B 1 TabneTke
11. YcnoBust xpaHeHna

12. MNyTb BBEAEHNA

13. YcnoBus oTnycka

14. MNpepynpeguTeneHble Haanueu:
«lMoapobHbie ykasaHus no NpUMeHEHUIo
npuBefeHb! B NMUCTKE-BKNaabILLE»,
«XpaH1Tb B HEJOCTYNHOM ANa AeTen
mMecTe»

15. Homep cepun

16. [lata npouseoacTea

17. ara ncreueHnsa cpok rooHocTu (B
chopmare: rogeH Ao...)

18. Wrpux-kog

19. JonyckaeTca HaHeCeHWe BHYTPEHHUX
YNaKoBOYHbIX KOAOB

20. JononHuTensHo MoryT BbiTk HAHECEHbI
cpeacTBa naeHTUdMKaLmMn ans
MOHUTOPWHra ABMKEHUSA NEKapCTBEHHbIX
npenaparos 0T NPOW3BOAUTENS A0

Ha 6nucTtepe anst Homepa cepun 1
[aThl OKOHYaHWA CpoKa rogHOCTH
YKa3aHbl TONBKO NEPpEMEHHbBbIE
AaHHble 6e3 ykazaHua npeduKcos.
Hara npon3BoACTBA He yKasaHa.
BropuyHas ynakoBka (KapToHHas
nadka)

Ha kapToHHOW nayke ykasaHo:

1. Toproeoe HanMeHoBaHWe
npenapara c npeaynpeauTensHon
MapKUPOBKOA ®

2. MexpyHapoaHoe
HenaTeHToBaHHOE HanMeHoBaHWe
(aybnupyeTca Ha aHrnUAcKom
A3blKe)

3. Norotvn pepxarens
perncTpaumMoHHOro y40CToOBEPEHNA
(Ha aHrnNMACKOM A3bIKE)

4. HaumeHoBaHne pgepxarens
pervcTpaLnoHHOro YAoCTOBEPEHNS
W NPOV3BOAMNTENS NEeKapCTBEHHOro
npenaparta (BbinyCKaroLuin
KOHTpONb KayecTea)

5. Agpec (cTpaHa) gepxarens
perncTpaunoHHOro YAoCTOBEPEHNS
1 NPOM3BOAMTENS NEKapPCTBEHHOro
npenapara (BbIMyCcKaoLwuiA
KOHTPOMb KavecTsa)

6. lekapcTeeHHas dopma

7. [loanpoeka

8. KonnuecTBo NekapcTBEHHOro
npenapara B ynakoske

9. HaumeHoBaHwe n cogepxaHne
OenCcTBYyOLUero BewecTsa

10. YkasaHue o cogepaHum
naktosbl 6e3BoAHON B KayecTse
BCnomMmoratenbHoro BelwecTea n ee
konuyecTse B 1 Tabnetke

11. YcnoBsua xpaHeHusa

12. MyTb BBEAGHUA

13. Ycnosua oTnycka

14. MNpeaynpeanTensHbIE HAAMNCK:
«MNogpobHele ykasaHua no
NpUMEHEHUIO NpUBEAEHbI B NTUCTKE-
BKnageiwe», «XpaHuTb B
HEAOCTYMNHOM ANA AeTer MecTe»
15. Homep cepum

16. QaTta npoussoacTea
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AHanuTUYeCKWin MacnopT Ha roTOBYHO NPOAYKUUI0

JluueHsus Ha ocyllecTBneHe Npou3BoACTBA NEKAPCTBEHHBLIX cpeacTs NeD0153-N1C 000 "HoeapTuc Hepa"
Poccus, Cankr-lMerepypr,

Hopora B KameHky, 1.40, kopn. 3, nutepa A

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

KoHTponk kauecTea
Quality Control
Homep nacnopra: Bepcusa:1.0
Cerﬁﬁcg:e numberp 4-887-1025 Vergfon
Ne NMoxkasatens* MeTtopg ucnsitanuil / TpeGoBaHue PesynbTar
Parameters Analytical method / Requirement Result
KOHeYHoro noTpebutens (HaHeceHwe 17. daTta ncreyeHmns cpok rogHocTn
BO3MOXHO C UCMONb30BAHWEM CTUKEpa). (e hopmarte: rogeH go...)
18. Wrpux-kog
19. HaHeceHbl BHYTPEHHME
ynakoBOYHbIE KOAbI,
20. [lononHMTenbHO HaHeceH.!
cpeacTea uaeHTudrkauum ans
MOHUTOPWHIa SBUKEHWNS
NeKapcTBEHHbIX NpenapaToB oT
NPOV3BOAUTENS 40 KOHEYHOID
notpebutens (6e3 ucnons3oBaHmna
cTuKepa).
10 )S(paueuue B opuriHansHoOWM ynakoBke npu TemnepaType He Bbiwe 30°C.
torage
Cpoxk rogHocTH
(MepuoanyHocTb
11 | koHTpONA) 3roga 30.09.2028
Shelf life
requency of control) o

* - MNokazatenb «Mukpobronornyeckas YMCToTa» He ABNAETCA PYTUHHBIM METOAOM aHanu3a u MOXeT OTCYTCTBOBaTL B
nacnopTe Komnaruu,

3. 3AKMIOYEHVE
CONCLUSION p—

NekapcTBeHHbIA Nnpenapat Maneyc® Tabnetkn 50 mr Ne 28, Homep cepun PV99461 9;2@
TpeboBaHUsM HopMaTUBHOM gokymeHTauun J1IM-Ne(000761)-(Pr-RU)-240424 Fangya@'?aﬁnemn 5
Mapkuposka J1-Ne(000761)-(Pr-RU)-200723.

y KoopauHatop husmko- y
TBEPANIT |y imnyeckoin naGopatopum Cnydanko O.C. | = o
Approved by
HomiHocTs (Position) DD (Full name) lgnature)
Version Description of change
(Bepcusn) (OnucaHne MameHeHwWin)
1.0 HoBbIli nacnopT
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