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AHanuMTU4YecKnii NacnopT Ha roTOBYIO NPOAYKUMUIO

JlnueHana Ha ocyulecTeneHne NPoOMaBoOACTEA NEKapCTBEHHBIX cpeacts Ne00153-11C

000 "HoeapTuc Hesa"

Poceus, Cankr-Metepbypr,
[opora 8 Kamerky, a.40, kopn. 3, nutepa A

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

KoHTponb kayecTsa

Quality Control

Homep nacnopra:
Certificate number

4-918-1025

Bepcus:1.0
Version

1. OBWAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHWe nNpoayKUWK:
Product Name

ransyc® tabnetkn 50 mr Ne 28

MNpoBepeHo Ha COOTBETCTBUE C:

Checked against

JIM-N2(000761)-(Pr-RU)-240424 Maneyc® Tabnetku 50 mr
Mogyne Mapkuposka J1M-Ne(000761)-(PIr-RU)-200723
Cneundmkauma kauecta Ha Maneyc®, Tabnetkn 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcusi 13.0

BHyTpeHHMiA Kog Homep cepumn
HepacdpacoBaHHOM npoaykuun: | 42027188 HepactacosaHHon npogykuumn PV7049
Product Code Bulk Batch Number Bulk
BHyTpeHHMIA KOA YNnakoBaHHOM Homep cepuu ynakoBaHHoOW
NPoAyKUMM: 44068548 npoayKuun: PW69271025
Product Code FDF Batch Number FDF
aTa NpousBoACTBa:
ﬂanufacf:ﬁng Qat;:|I 20.10.2025
y Pasmep cepuu 3a BLIYETOM
£ PeF copH 35023 yn npo6: ’ 35010 yn
Batch size without samples
2. NONYYEHHbIE PE3YNLTATHI
TEST RESULTS
Ne lMokazarenk* MeTtog ucnbitanuii / TpeGosaHue Pesynbrar
i Parameters Analytical method / Requirement Result
BusyaneHblii beroro uBeTa kpyrnble rnagkue
"o - Ot Genoro A0 CBETNO-XENTOro LBeTa | TaGreTki CO CKOLUEHHLIMW Kpasmu,
1 Appearance Kpyrnble rnagkve TabneTtkm co CKOLEHHbIMU | ¢ rpasupoBkoi «NVR» Ha ogHom
kpasmu, ¢ rpasmposkoii «NVR» Ha ogHoin | cTopoHe u©  «FB» Ha  apyroit
cTopoHe u «FB» Ha apyroii cTopoxe. CTOpOHE.
B3OXXX. Bpems yaepXWBaHWA OCHOBHOrO
nMKa Ha XpomaTorpaMmme WCMbITYemoro
pacTsopa, NPWUroTOBNEHHOTO Ana
KONWYECTBEHHOTO ONpefeneHns, AOMKHO
COOTBETCTBOBaTL BpeMeHW yaepxusaHus | CooTBeTcTByeT
WaenTudukaums nuka Ha xpomarorpaMmme CTaHZ4apTHOro
o> | Identification pacteopa 1a. OTnuune BoO BpemeHax
yOAEpXUBaHWA [OMKHO COCTaBNATb He
” B”marn"n'r"“ ﬁonee & 2,0%.
TCX. Ha xpomatorpamme wuCnbITYEMOro
pacTeBopa OCHOBHOE MATHO MO NOMNOXEHWHO,
oKpacke n BENUYMHe domkHo | CooTBeTcTByeT
COOTBETCTBOBATL MATHY Ha XpomarorpaMmme
CTaHAapTHOro pacreopa.
B3OXX
3 | PacTBopeHue He wmeHee 80% (Q) swunparnunTuHa oT 102%
Dissolution HOMWHAmNLHOrO  COAEPXaHWs  OOMKHO
nepeiTy B pacTeop Yepes 30 MUHYT
Bopa MeTog K. duwepa, -
A Water He 6onee 2,9 % 24%
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BOMXX 202-01 — He oBHapyxeHo;
202-01 (amung): He Gonee 0,5% 208-01 — He oBHapyxeHo;
n 209-01 (umKknNUYecKknii aMuanH): 207-01 — He oBHapyxeHo;
pumecn .
5 | Impurities He Gonee 0,2% ; EavinuHas  Hecneuuduumpyemas
- BUnaamunTuHa 207-01(aukeTonunepasuH): He 6onee 0,2% | npuMeck — He 0BHapyXeHo;
EavHnuHas Hecneuvduumpyemas npumech
- He Bonee 0,2% Cymma BCex npumecert — He
Cymma Bcex npumeceii - He 6onee 0,8% obHapyxeHo
OpgHopogHOCTL
eguHuy,
6 | Mo3upoBaHus PacueTHo-maccoBbIi AV=2 4
Uniformity of dosage | AV < 15,0 '
units
-BungarnmntuH
e | s
7 Assay ' Ot 95,0% po 105,0% eungarnunTuHa ot 101,3%
- BUngarnMnTvH HOMWHaIIbHOro coaepaHus
PEASC 2.166,2.16.7
Kareropus 3A:
MukpoGuonoruveck | opee uicrio aspobHbix MUKPOOPraHN3Mos
g | SBMcTONE - He Gonee 10°KOEB 11; MeHee 50 KOE 8 1T
Microbiological O6LUee YNCNO JPONOKEBBIX M NIECHEBbIX
purity rpu6os - He 6onee 102 KOE B 1 r; Me+ee 10 KOEB 11;
OrcytcTeume Escherichia colis 1r OtcyTtctene B 11
Mo 14 Tabnetok B Gnuctep MA/AN/NBX un Mo 14 TabneTok B GnucTep
anoMuH1MeBon onbru. MA/AN/MBX 1 anoMuHueBon
e Mo 2 unn 4 6nuctepa BMeCTe ¢ NUCTKOM- chonbri.
9 Packing BKMNaAbILLIEM B KAPTOHHYIO Navky. Mo 2 6nuctepa BMeCTe ¢ NINCTKOM-
[Honyckaerca HanMuue KoHTpons BKIIaAbILLEM B KAPTOHHON NavKe.
NepBUYHOrO BCKPLITUA HA KAPTOHHOWA KOHTpOnb NepBUYHOrO BCKPLITHA
navke. Ha KapTOHHOI Nayvke NPUCYTCTBYET.
MepBUYHaAs BHYTPEHHSAA yNakoBKa MepBUYHan BHYTPeHHAR
Ha 6nucTepe ykasbisaercs: ynakoska
1. Toprosoe HauMeHoBaHWe npenapara c Ha 6nucrepe ykasaHo:
npegynpeauTensHON MapKuposkon ® 1. ToproBoe HavMmeHOBaHWe
2. MexxpgyHapoaHoe HenaTeHToBaHHoe npenapara c npegynpeavTensHom
HaumeHoBaHue (gybnupyercs Ha MapKupoBkoh ®
aHIMNIACKOM SA3bIKE) 2. MexxgyHapogHoe
10 :ﬂaabzl;m)oaxa 3. lNNorotvn Aepxartens perucTpaLMOHHOrO | HENATEHTOBAHHOE HaMMEHOBaHUe
g YAOCTOBEPEHUR (Ha aHrMUNCKOM A3blke) (ByGnupyeTca Ha aHrnuitckom
4. NlekapcTBeHHas dopma A3blKe)
5. floaupoBka 3. NoroTun gepxarens
6. Homep cepun perucTpaumnoHHoro yaocTosepeHns
7. OaTa ucreveHums cpoka rogHocTu (B (Ha aHrNUIRCKOM 53bIKEe)
dopmaTe: rogeH ao...) 4. llexapcTeBeHHan dopma
8. arta npou3BoacTea 5. [loaupoeka
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9. [lonyckaeTcs HaHeCeHWe BHYTPEHHUX
yNakoBOYHbIX KOAOB kKomnaHuu. B cnyyae
npouseoAcTea Ha nnowagke 000
«HosapTuc Hesa» Ha GnucTepe ykasbiBaloT
TONbKO NepemeHHble AaHHble 6e3 ykaszaHus
npecpukcos HoMepa cepui 1 Aathkl
OKOHYaHKSA CPOKa rogHOCTH.

[aTta npou3BoACTBa HE YKa3blBAETCS.
BropuuHas ynakoBka (KapToHHas nayvka)
Ha kapToHHOW nayke yKkasblBaeTcs:

1. Toprosoe HaMMmeHoBaHWe npenapara ¢
npeaynpeauTensHoin Mapkuposkoin ®

2. MexpyHapoaHoe HenaTeHToBaHHoe
HaumeHoBaHue (aybnupyeTca Ha
aHrMUIACKOM A3bIKE)

3. INloroTun pepxartensa perncTpaumoHHoro
yaocTopepeHus (Ha aHrnuiAcKom A3bike)

4. HanmeHoBaHue gepxarens
perncTpaunuoHHOro yA0CTOBEPEeHNs 1
NPOW3BOANUTENA NEKapCTBEHHOTO
npenapara (BblnyCcKarLWWiA KOHTPONb
KayecTea)

5. Appec (cTpaHa) nepxarens
perncTpaunoHHOro yA0CTOBEPEHNA 1
Npou3BOANTENA NEKAPCTBEHHOTO
npenapara (BbinycKatoLwuii KOHTPOrb
Ka4yecTea)

6. NekapcTeeHHas dopma

7. Josunpoeka

8. KonnyecTtBo NnekapcTBEHHOrO NpenapaTa
B YNakoBke

9. HaumeHoBaHue 1 cogepxaHue
AeACTBYIOLLero BeLecTsa

10. YkazaHue 0 CoaepXaHum naxkrosbl
6e3B0AHON B KAYECTBE BCNOMOraTensHoro
BellecTBa 1 ee Konuyecrtse B 1 TabneTke
11. Ycnoeus xpaHeHus

12. MyTb BBEAEHUNA

13. Ycnoeus otnycka

14. MpeaynpeauTenbHble HagnUeu:
«MNoapoBHble ykazaHWa Nno NpUMeHeHno
NpVYBELEHb! B NMUCTKE-BKNAAbILLEY,
«XpaHUTbL B HeJOCTYNHOM ANA AeTen
MecTe»

15. Homep cepum

16. [ara npoussoacrea

17. [lata ucreyeHunsa cpok rogHoCTH (B
copmare: rogeH Ao...)

6. Homep cepun

7. [arta ncredyeHns cpoka roaHocTi
(e chopmare: rogeH Jo...)

8. [lata npomasoacTea He yKa3aHa
9.BHyTpeHHue ynakoBo4Hble Koabl
KOMN@HWW OTCYTCTBYIOT.

Ha BnucTepe ana Homepa cepuu 1
OaTbl OKOHYaHWA CpOoKa rogHoOCTH
yKa3aHb! TONbKO NepeMeHHble
AaHHble Oe3 ykasaHus npetuKcos.
[ara npousBoACTBa He yKa3aHa.
BropuyHasa ynakoBKa (KapTOHHasA
nayvka)

Ha kapToHHO# navke ykasaHo:

1. Toprosoe HauMeHoBaHue
npenapara ¢ npegynpeauTensHon
MapkupoBkoi ®

2. MexgyHapogHoe
HenareHToBaHHOE HauMeHoBaHue
(oyBnupyeTcsa Ha aHrNMACKOM
A3bike)

3. NoroTun aepxartensa
per1ucTpaLuoHHoro yAoCTOBEPEHNs
(Ha aHrNUIACKOM fA3bIKe)

4. HaumeHoBaHue aepxarens
perucTpaunoHHOro yaoCcToBEpeHus
1 NPOW3BOANUTENS NEKAPCTBEHHOTO
npenaparta (BbiNycKaloL i
KOHTPOMb Ka4ecTsa)

5. Agpec (cTpaHa) aepxatens
perucTpauuoHHOro Y4oCToBEperns
1 NPOVU3BOAUTENS NEKaPCTBEHHOTO
npenapara (BbinycKaroLnin
KOHTpOrb Ka4ecTsa)

6. NekapcTeeHHas cdopma

7. Dosnpoeka

8. KonuyecTso nekapcTBeHHoro
npenapara B yNnakoBKe

9. HaumeHoBaHwe 1 cogepxaqvie
DelcTeyloLLero sellecTea

10. YkazaHwne o cogep:KaHun
nakTo3bl 6e3B0HON B KaYecTBe
BCNOMOraTensHoro BeLlecTsa 1 ee
konudectee B 1 Tabnetke

11. YcnoBus XxpaHeHus

12. MNyTb BBEAEHUA

13. Yenosusa otnycka
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18. Wrpmnx-kopg 14. MNpeaynpeauTensHble Hagnucu:
18. fonyckaeTcs HaHeCeHUe BHYTPEHHUX «Moapo6Hble ykasaHus no
YNaKoBOMYHbIX KOAOB NMPUMEHEHUIO NPUBEAEHBI B NCTKE-
20. lononHUTENbHO MOTYT BbiTh HaHeCEHb! | BKNagbille», «XpaHuTb B
cpeacTBa naeHTuduKaumMm ons HeaoCTYNHOM ANs AeTel mecTe»
MOHWUTOPWHIa ABWKEHUS NeKapCTBEHHbIX 15. Homep cepun
npenapaToB OT NPOU3BOAMTENS A0 16. [lata nponssogcTea
koHeuHoro noTpebutens (HaHeceHne 17. [lata ucreveHns cpok roaHocTu
BO3MOXHO C UCMONL3OBAHWEM CTUKEpa). (B cbopmare: rogeH no...)

18. WTpmux-Kkog,

19. HaHeceHb! BHYTpeHHWE
yNakoBOUHbIE KOAbI.

20. [lononHnTensHO HaHeceH.!
cpefcTsa uaeHTudmkaummn ans
MOHUTOPUWHFA ABWKEHUA
nexKapcTBeHHbIX NpenapaToB OT
npou3BoauTens 4o KOHeYHoro
notpeburens (6e3 ucnoneaoeaxns
CTUKepa).

XpaHeHune , 4
11 Storage B opurmHaneHoli ynakoske npv temnepartype He Bbiwe 30°C.

Cpok rogHoCTH
(MepuoguuHoOCTL
12 | KOHTpONSA) 3roga 30.09.2028
Shelf life

requency of control)

* - MNokasartens «MHKPOﬁHOﬂOI’H“IBCI{aﬂ YACTOTa» He ABNAETCA PYTUHHBIM METOAOM aHanuaa u MOXeT OTCYTCTBOBaTL B
nacnopTe KoMmnaHuu,

3. 3AKNKOYEHUE
CONCLUSION

NekapcTeenHblit npenapat Maneyc® tabnetkn 50 mr Ne 28, Homep cepun PW69271025 . cooreTcTayeT
TpeGoBaHWMAM HOpMaTMBHOK AokymeHTauum JM-Ne(000761)-(PIr-RU)-240424 I'anaﬂ,fc@ Tabnetku 50'mr-Moaynb
Mapkuposka J1M-Ne(000761)-(PIr-RU)-200723.

/ /)
KoopauHaTtop chmauko- R '4.,-4 s
YTBEPAMN | ) ieckoii naBopatopm Cryuakko O.C. | 7 7. /7 & §wov -L_., 4"—3« €erle.
Approved by A
HorpkHocTe (Position) DO {(Full name) ,E;rre TOf lodnutey/( Slgnature)
Version Description of change
(Bepcua) (OnucaHne nameHeHuin)
1.0 HoBblin nacnopt

Page 4 of 4 Business Use Only - CONDOR




