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NOVARTI S Version: 2.0, CURRENT

Form to SOP-8013721

AHaNMTUYECKUIA NACIOPT HAa FOTOBYIO NPOAYKUUIO

TNuueH3na Ha ocyLeCTBIIEHUE NPON3BOACTBA NEKapCTBEHHLIX cpeacTs Ne00153-NC 000 "HosapTuc Hesa"
Poccus, Cankr-MNeTep6ypr,

Hopora B Kamenky, a.40, kopr. 3, nutepa A

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

KOHTDOJ’Ib KadecTsa
Quality Control

| Bepeusi:1.0

Version

Homep nacnopra:

Certificate number 4-95-0225

1. OBLLASt UHOPOPMALUA
GENERAL INFORMATION

HaumeHoBaHWe NPoayKLuu:

Product Name Fansyc® Tabnerku 50 mr Ne 28

JIM-Ne(000761)-(PM-RU)-240424 Mansyc® tabneTtkn 50 mr Moaynb
Mapkuposka J1M-Ne(000761)-(PI-RU)-200723

Cneunduxaumsa kayectsa Ha ansyc®, Tabnetku 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcus 13.0

MpoBepeHo Ha COOTBETCTBUE C:
Checked against

BHyTpeHHU KO Homep cepum
HepaccacoBaHHoM npoaykumnu: | 42027188 HepacacoBaHHON npoayxuuy PD8524
Product Code Bulk Batch Number Bulk
BHyTpeHHWI ko4 ynakoBaHHON Homep cepum ynakoBaHHoOw
npoayKuuu: 44068548 npoayKuum: PG74971024
Product Code FDF Batch Number FDF
aTa NPoM3BOACTBA:
ﬂanufactgring Datcfl 29.10.2024
y Paamep cepum 3a BbLIYETOM
DS on Sopan: 12 397 yn Npo6: 12341 yn
Batch size without samples
2. NONYYEHHLIE PE3YNbTATbI
TEST RESULTS
Ne Mokasarens* MeTton ucnwitanui / TpebosaHue Pesynbrar
3 Parameters Analytical method / Requirement Result
BusyanbHbin Benoro uBeTa Kpyrmbie rnagkue
o Ot 6Genoro [0 CBETNO-XenToro LUBeTa | TabneTku CO CKOLUEHHBIMU KpaaAMMu,
nucaHue " =
1 Appearance Kpyrnble rnagkue Ta6ne:r|<vn CO CKOLUEHHBIMM | C TPaBUPOBKON «NVR» Ha OAHoM
Kkpasmy, ¢ rpasupoBkoit «NVR» Ha ogHoil | ctopoHe u  «FB» Ha  apyroi
cTopoHe 1 «FB» Ha Apyroi CTOpoHE. CTOpOHeE.
BOXX. Bpems ypepxuiBaHusi OCHOBHOrO
nMKa Ha XpoMaTorpamme WCHbITYeMOoro
pacTsopa, NPUroTOBIIEHHOTO ans
KONMUYECTBEHHOTO ONpefeneHns, A0SMKHO
COOTBETCTBOBaTL BpemeHun yaepxusaHus | CooTBeTCTBYET
UpeHTudUKaLmus nMKa Ha XpoMaTorpamme CTaHAapTHOro
o | Identification pacteopa 1a. OTnuuMe BO BpemeHax
YAEPXKVBAHUST  [OMKHO COCTaBMATb He
- BungarnunTu Gonee + 2,0%.
TCX. Ha xpomartorpamme UCNbITYEMOro
pacTBopa OCHOBHOE NATHO NO MOMOXKEHWIO,
oKkpacke u BEnuYMHe pomkHo | CooTeeTcTByeT
COOTBETCTBOBATL NATHY HA Xpomarorpamme
CTaHOQapTHOTO pacTsopa.
B3XX
3 | PacTBopeHue He wmenee 80% (Q) BunparnuniuHa OT | oo,
Dissolution HOMWHAIBHOTO  CoAepXaHua  JOSIKHO
nepevty B pactsop Yyepes 30 MUHyT
4 Bopaa MeTtoga K. duwepa, 18%
Water He Gonee 2,9 % '
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NueHans Ha ocylecTBIIEHUE NPOM3BOACTBA NEKAPCTBEHHBIX cpeacrs NeQ0153-NIC

Doc No.: QC_COFA 01072576

Version: 2.0, CURRENT

AHanuTJecKkuit NacriopT Ha roTOBYIO NPOAYKUMIO

000 "Hosaptuc Hesa"
Poceus, Cankr-NeTep6ypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTponb kauecTsa
Quality Control

Homep nacnopra: Bepcus:1.0
Certiﬁcge numberp 4-95-0225 Vergion
Ne MNokasarenn* MeTon ucnuitanui / TpeGoeatve PesynbTar
W Parameters Analytical method / Requirement Result
B3XX 202-01 - 0,1%;
202-01 (amug): He 6onee 0,5% 209-01 — meHee 0,1%;
Mpumecu 209-01 (UnKnnyecKknin amuguH): 207-01 — He 0BHapyXeHo;
5 | Impurities He Bonee 0,2% EAnHuuHas  Hecneuudulmpyemasn
- S ——— 207-01(ankeTonunepasuH): He Goree 0,2% | NpuUMech — He oBHapyXeHo;
EAvHuyHas Hecneundmumpyemas npumecs
- He 6onee 0,2% Cymma Bcex npumecei — 0,1%
Cymma Bcex npumeceii - He 6oree 0,8%
OpHopoaHoCTL
eavHuL,
g | AO3MpoBaHusi PacueTHo-maccoBbli AV=2 4
Uniformity of dosage | AV <15,0 '
units
-BungarnuntuH
onpenenorte .| XX
7 Assay 01 95,0% po 105,0% sunparnunTuHa oT 101,0%
I — HOMUHarbHOTO CoAepXXaHus
PEADC 2.1.6.6,2.16.7
Kateropusa 3A:
MukpoGuonoruyeck Obwwee 41crio agpoBHBIX MUKPOOPraHU3MOB
8 | @aumcroTa - He Gorlee 10° KOE B 1T; Meree 50 KOEB 1 T;
Microbiological OBuwiee YMCNO APONOKEBLIX W NIECHEBBIX
purity rpu6oB - He Gonee 102KOE B 1T, MeHee 10 KOEB 1T;
OrtcyTetaue Escherichia colis 11 OtcytcTBUEe B 1T
Mo 14 TabneTok B Gnnctep MA/ANMBX 1 Mo 14 Tabrietok B Gnmcrep
anoMNHMEBON onbru. NMA/AN/NBX n anoMuHWeBoi
YnakoBka Mo 2 unmn 4 Gnnctepa BMECTE € NUCTKOM- donbry.
9 Packing BKIapbilLeM B KaPTOHHYIO nauky. Mo 2 6nuctepa BMecTe ¢ NUCTKOM-
Donyckaetca Hanuuue KOHTpors BKNaAblLLieM B KApTOHHOW navke.
NepBUYHOrO BCKPLITUA HA KaPTOHHOM KOHTPOb NEpPBUYHOrC BCKPLITUS
nauke. Ha KapTOHHOMN Nayke NPUCYTCTBYET. |
MNepBUyHas BHYTPEHHAsI ynakoBKa MepBuuHan BHYTpeHHSNA
Ha 6nuctepe ykasbiBaeTcs: ynakoBka
1. ToproBoe HauMeHoBaHWe npenapara ¢ Ha 6nvcrepe ykasaHo:
npegynpeauTenbHOW MapKupoBKo ® 1. ToproeBoe HanmeHoBaHue
2. MexayHapoaHoe HenaTeHToBaHHoe npenapara ¢ npeaynpenuTensHoi
HauMeHoBaHWe (aybnvpyeTtcs Ha MapKkupoBKoil ®
aHFIIACKOM S3LIKE) 2. MexayHapogHoe
10 Ilill:bpel;;;:oaxa 3. Jlorotun gepxaTens perucTpaumMoHHOro | HenaTeHTOBaHHOE HaMMeHOoBaHe
g YAOCTOBEPEHMA (Ha aHrNUINCKOM A3bIKe) (OyGnnpyercs Ha aHrNAiCKoM
4. NekapcreeHHas dopma A3bIKE)
5. [loanpoBka 3. lorotun gepxatens
6. Homep cepuu perncTpaLiMoHHOro yaocToBepeHust
7. [laTta ucreyeHns cpoka rogHOCTU (B (Ha aHrnuiickom a3biKe)
thopmaTte: rogeH Jo...) 4. NekapcTBeHHas opma
8. flata npoussoacTea 5. [loanpoBka
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JinueHans Ha ocyllecTBneHne NPOU3BOACTBA NEKAaPCTBEHHbIX CpeacTs Ne00153-NC

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHanuTuyeckuin nacnopTt Ha roToByr nNpoayKumnro

00O "HosapTtuc Hesa"
Poceun, Canikr-Netep6ypr,
Lopora B KameHky, .40, kopn. 3, nutepa A

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

KoHTponb kayecTea

Quality Control

Homep nacnopra: Bepcus:1.0

Certiﬁcaee numberp 4-95-0225 Verrs)ion

Ne MNMokasarenw* Meron ncnbitanuii / Tpe6osanue PesynbTtar

Parameters Analytical method / Requirement Result

9. [lonyckaeTca HaHeCeHNe BHYTPEHHUX 6. Homep cepum
YNakoBOUHBIX KOA0B KOMnawuu. B cnyvae 7. [laTa ucredenns cpoka roaHocTu
npoussofctsa Ha nnowagke 000 (B chopmare: roseH go...)
«HoBapTuc Hesa» Ha 6nuctepe ykaseiaioT | 8. [lata NpousBoOACTBa He yKasaHa
TOJLKO NepemMeHHblie AaHHbIe 6e3 ykasaHus | 9.BHyTpeHHUe ynakoBouHbIE KoAabl
npeguKCoB HOMepa cepumn N Aath! KOMNaHWW OTCYTCTBYIOT.
OKOHYaHWs CPOKa ro4HOCTI. Ha 6nuctepe ans Homepa cepum n
[aTa npoussoacTBa He ykasbiBaeTcs, AaThi OKOHYaHUsA cpoka roaHoCTY
BropuuHas ynakoBka (KapTOHHAA nayvka) | ykasaHbl TONLKO NEPeMEHHbIe
Ha kapToHHOM Nadke ykasbiBaeTCA: fJaHHble 6e3 yKasaHusi npeduKcoB.
1. Toprosoe HavmeHoOBaHWe npenapara ¢ [ata npousBoacTBa He ykasaHa.
npeaynpeauresisHoi MapkupoBkoi ® | BropuyHas ynakoBka (KapTOHHaa
2. MexayHapofHoe HemnaTeHToBaHHoe navka)
HaumeHoBahnve (aybnupyeTtcst Ha Ha kapToHHol navke ykazaHo:
AHrMUACKOM A3bIKE) 1. ToproBoe HaumeHoBaHuUe
3. lloroTun gepxaTtens perucTpauMoHHOro | npenaparta ¢ npeaynpeauTensHOM
yhocTosepeHusl (Ha aHrMMACKOM A3bIKe) MapkupoBkoit ®
4. HaumeHoBaHue aepxaterns 2. MexgyHapogHoe
PervucTpaLMoHHOro y0CTOBEPEHUS U HenaTeHToOBaHHOE HauMeHOoBaHue
Npon3BoaUTENS NEKapcTBEHHOro (AybrnmpyeTcs Ha aHrmUIACKOM
npenapara (BbINycKaloLWwumii KOHTPONb A3bIKe)
KayecTBa) 3. NNorotun gepxartens
5. Anpec (cTpaHa) nepxartens PErUCTpaLMoOHHOro YA0CTOBEPEHNS
PEerucTpaLmoHHOro yaoCcToBEPEHUs 1 (Ha aHrnuiicKoM a3bike)
MPOU3BOANTENS NEKAPCTBEHHOTO 4. HaumeHoBaHue gepxaTtens
npenapara (BbinycKaoLmit KOHTPOIb PerucTpPaLmoHHOro yaocToBepeHns
KavecTBa) W Npon3BOAMTENS NEKAPCTBEHHOMO
6. NekapcTBeHHan chopma npenapara (BbinycKaowmin
7. Oosuposka KOHTPOI1b Ka4yecTsa)
8. KonunuecTso niekapcteeHHoro npenapara | 5. Agpec (CTpaHa) aepxaress
B yNakoBke perucTpaLmorHOro ya0CcToBepeHus
9. HaumeHoBsanne v cofepxaHue 1 NpON3BOANTENSA NEKAPCTBEHHOTO
nencTeylowero sewecTaa npenapaTta (BbINyCcKaloLWmii
10. YkasaHue o cofepXaHuy nakTosbl KOHTPOMb KayecTsa)
Ge3BoAHON B KauecTse BCromoraTenbHoro | 6. JlekapcteeHHas cdopma
BelljecTBa u ee Konuyectee B 1 Tabnetke 7. JosvpoBka
11. Ycnosusa xpaHeHus 8. KonuuecTtBo nexapcTeeHHOro
12. NyTe BBEAEHMA npenapara B yNakoBke
13. Ycnosusi otnycka 9. HaumeHoBaHMe 1 cogepxkaHue
14. MpegynpeanTensbHble HAANUCK: OeNCTBYIOLLEro BELecTBa
«MoapobHble ykasaHus 1o NpUMeHeHWo 10. YkasaHue o cogepxaHum
npuseeHsb! B NIMCTKE-BKNabILIEY, nakrosbl 6e380AHON B kayecTBe
«XpaHUTh B HEAOCTYHOM ANS AeTei BCMOMOraTesfibHOro BellecTea 1 ee
mecre» Konvuectse B 1 Tabnetke
15. Homep cepum 11. Ycnosusa xpaHeHus
16. Qara npouseoactea 12. MNyTb BBEAEHUS
17. [ata ncteyeHns Cpok rogHocTy (B 13. Ycniosus otnycka
dopmare: rogeH Jo...)
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JlnueHsnsa Ha ocyllecTBREHNe NPOM3BOACTBA NEKAPCTBEHHbIX cpeacTs Ne00153-11C

Version: 2.0, CURRENT

AHanMTM4ecKM# NacnopT Ha roTOBY NPOAYKLUIO

00O "Hosaptuc Hesa"
Poccus, Cankr-TeTepbypr,
[Nopora 8 Kamenky, A.40, kopn. 3, nutepa A

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

KoHTponb kauecTea
Quality Control

Homep nacnopra: Bepceuna:1.0
Ceniﬁcge numberp 4-95-0225 Vergion
Ne MNokasatenw* MeToa ncnbiTanuit / TpeGoBanue PesynbTar
Parameters Analytical method / Requirement Result
18. WTpux-koa 14. MNpepynpepuTensHble HaanMey:
19. [lonyckaercs HaHeCeHNe BHYTPEHHNX «[MoapobHble yKasaHua no
yNaKkoBOUHbIX KOAOB MPUMEHEHMIO NPUBEAEHD! B NINCTKE-
20. [lonosnHuTensHo MoryT ObiTh HaHeCEHB! | BKNaAbIEe», «XpaHWUTb B
cpeAcTBa uaeHTUMMKaLMK Ans HEOCTYMHOM ANA JeTell MecTe»
MOHUTOPVIHIa ABWKEHNS NIEKAPCTBEHHbLIX 15. Homep cepum
fipenapartoBs OT MPOU3BOANTENS 40 16. NlaTa npoussogcTea
KOHeuHoro noTpebutens (HaHeceHue 17. [laTa ucreueHus cpok rogHocT!
BO3MOXHO C UCMOMb30BaHUEM CTUKEPa). (B dopmare: rogeH po...)
18. Wrpux-kog
19. HaHeceHb! BHYTpeHHWe
ynaKoBOUHbIE KOABI.
20. JononHWTensHO HaHeCeH k!
cpencTBa naeHTUMUKaLMm 4ns
MOHUTOPUHIa ABMKEHNS
neKkapcTBeHHbIX NpenapaTos OT
Npov3BOAUTENS B0 KOHEUYHOTo
norpeburens (6e3 NCNoONbL30BaHUSA
cTuKepa).
11 )ég) ar:;;ue B opuruHanbHOl ynakoBke npu Temnepartype He sbie 30°C.
Cpok rogHOCTH
(MepuoguuHoCcTL
12 | KOHTpOsA) 3 roga 30.09.2027
Shelf life
requency of control)

* - Nokasarens «Mukpobuonornieckas UucToTa» He SBMIAETCS PYTUHHBIM METOAOM aHANN3E N MOXET OTCYTCTBOBATL B

nacropTe KoMnaHuu.

3. 3AKMIOYEHUE
CONCLUSION

NekapcTBeHHbIi npenapart Mansyc® TabneTku 50 Mr Ne 28, Homep cepumn PG74971024 cooTseTcTByeT
TpeboBaHusiM HopMaTuBHo AokyMeHTaLmu JIM-Ne(000761)-(Pr-RU)-240424 aneyc® TabneTku 50 mr Moayne
Mapxkuposka J11-Ne(000761)-(PT-RU)-200723.

Koopawnatop husuko- , IVArtiy H i
YTBepAMN |\ \\1ueckoin naGopaTopum Cnyuarko O.C. | 79 0% 78, | __Fynbees do
Approved by
Version Description of change
(Bepcus) (Onucaxune usmeHeHW)
1.0 Hoseit nacnopt
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