NOVARTIS

Form to SOP-8013721

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHanuTUYeCKMin NaCNOPT Ha roTOBYI0 NPOAYKLUMIO

JInLeHsus Ha ocyliecTsreHre NPpOM3BOACTEa NeKkapeTBeHHbIX cpeacts Ne00153-11C

000 "HosapTuc Hesa"
Poccus, Caxkr-MeTepbypr,
[Dopora B Kameniky, 4.40, kopn. 3, nutepa A

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

Koutponb kavectsa
Quality Control

Howmep nacnopra:
Certificate number

4-468-0525

Bepcus:1.0

Version

1. OBLLIAAA MHOOPMALIUA
GENERAL INFORMATION

HanmenoBanue npényxuuu:

Product Name | FanByc® Tabnetku 50 mr Ne 28

MpoeepeHo Ha COOTBETCTBME C:

ﬂH—N9(000761)-(PF—RU)—240424 Fansyc® TabreTk1 50 Mr Mogysb
Mapkuposxa f1M-Ne(000761)-(PI-RU)-200723

Checked against Cneundrkaums kadectsa Ha Maneyc®, Tabnetku 50 mr Ne28, Ne56
SPEC_FDF_00102805, sepcusa 13.0
BHyTpeHHUH KOR Homep cepun
HepaccacoBaHHOM npoaykumuu: | 42027188 HepacdacosaHHoi npoaykuun PN6188
Product Code Bulk Batch Number Bulk
BHyTpenHui ko ynakosaHHOM Homep cepum ynakosaHHON
npoayKuuu: 44068548 NpoayKUMMK: PP 16800525
Product Code FDF A =il Batch Number FDF
aTa npoussofcTBa:
ﬂanufactgn'ng Datén 24.05.2025
Pasmep cepun 3a BbIYETOM
HasMapCaymn; 34987 yn nNpo6: e 34 974 yn
atch Size : .
y - Batch size without samples
2. NONYYEHHbDbIE PE3YNILTATDI
TEST RESULTS
Ne MokasaTtens* MeTon ncnoitanun / TpeGosaHue PesynbTar
i Parameters Analytical method / Requirement Result
BuayanbHblil Benoro uBseTa kpyrnbie rragkve
o Ot Genoro 40 CBETNO-XENTOro LuBeTa | TabrneTku CO CKOLUEHHBIMU Kpasmu,
1 i Kpyrible rnagkue TabneTky co CKOWeEHHbIMU | ¢ rpasuposkod «NVR» Ha ofHOR
Appearance Py A . . pasup Akon
Kpasimu, ¢ rpaBupoBkoit «NVR» Ha opHoii | ctopove u  «FB» Ha  gpyron
CcTOpoHe u «FB» Ha gpyroi cTopoHe. CTOpOHE.
BOXX. Bpema ypepxuBaHUA OCHOBHOMO
nMKa Ha xpowmatorpamme  UCMbITYeMoro
pacTeopa, NPUrOTOBIEHHOrO ans
KONWYECTBEHHOTO OnpeaeneHuns, JOINKHO
COOTBETCTBOBATb BpEMeHW yaepxusaHus | COOTBETCTBYET
WpeHTUdUKaLmA nuKka Ha XxpoMmartorpaMme CTaHAapTHOro
5 | Identification pacteopa 1a. Otnuuve BO BpemeHax
YAEPKUBAHUA AOMKHO COCTaBMATbL He
- Bungarnunu Gonee + 2,0%.
TCX. Ha xpomatorpamme WCNbITYEMOro
pacTBOpa OCHOBHOE MSTHO MO fIONOXKEHNIO,
oKkpacke n senuMunHe gomkHo | CooTBeTCTBYET
COOTBETCTBOBATH NSITHY Ha XpomaTtorpamme
CTaHAapTHOro pacTeopa.
B3X
3 | PacTBOpeHue He wmeHee 80% (Q) sungarnuntuHa OT 99%
Dissolution HOMUHANLHOrO  coAepXaHust  [OJDKHO
nepeiT 8 pacteop Yepes 30 MuHyT
4 Bopa Metoga K. duiuepa, 2 4%
Water He bonee 2,9 % '
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KoHTpornb KauecTsa
Quality Control

Homep nacnopra: 4-468-0525 Bepcun:1.0 '
Certificate number Version |
Ne Mokaszarenn* ] MeTopn ucnnitanuil / TpeboBaHue Pesynbrtar 'r
|9 _'__ § Ll P_a_rameters . Analytical method / Requirement Result |
[ |
| BOXKX | 202-01 — meHee 0,1%; ‘
202-01 (amup): He Bonee 0,5% | 209-01 — He 0BHapyXeHO;
n | 209-01 (UMKNUYECKUA amuanH): 207-01 — He oBHapyxeHO;
. pumecu B .
| 5 Impurities ‘ He 6onee 0,2% EanHnyHas Hecneumndmmpyemas
' | 207-01(guketonunepasuH): He 6onee 0,2% | npumech — He oBHapPYXEHO;
- BungarnuntuHa |
EavHnuHas HecrieunduLmpyemas npumecs
| - He Bonee 0,2% CyMma Bcex npumeceil — MeHee |
= sl Cymma Bcex npumecei - He Bonee 0,8% 0,1% |
OaHOpPOAHOCTL 5
| eanHuL
Ao3upoBaHusA PacueTHO-MaccoBbi AV=2 6
Uniformity of dosage | AV £ 15,0 '
units
-Bungarnuntud | i
| KonuuecTeeHHoe BAKX
7| Zgg:feneuue Ot 95,0% Bo 105,0% sungarnuntuHa oT 100,9%
- BUnESERANTIH HOMUHastbHOro COJJ,Ep)KaHVIﬂ_ - B B
Mo 14 Tabnetok 8 Gnuctep MNA/AJVTBX u Mo 14 TabneTtok B GnucTep
aniomMuHueBomn onbru. MA/AN/MBX u antoMUHWEBOMR
y Mo 2 unu 4 6nuctepa BMECTE ¢ FIUCTKOM- donbr.
naKoBKa
8 Packing BK/1A4bILLIEM B KAPTOHHYIO Nauky. Mo 2 6nucTepa BMecTe € SIUCTKOM-
Honyckaerca Hanu4me KOHTpons BKNaJbILLEM B KAPTOHHOW Nauke.
NepBUYHOrO BCKPLITWS Ha KAPTOHHOM KoHTpornb nepsuyHOro BCKPLITUS
nauke. Ha KapTOHHOW Navke Npucy TCTBYET.
MNMepBUYHanA BHYTPEHHSN yNaKoBKa MepBUYHaA BHYTPEHHAA
Ha 6nuctepe ykasbisaercs: ynakoBKa
1. Toproeoe HaumeHoBaHWe npenaparta ¢ Ha 6nucrepe ykasaHo:
npeaynpeauTenbHoi Mapkuposkon ® 1. Toprosoe HaMeHoBaHue
2. MexxgyHapogHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeanTenbHOR
HaumeHoBaHue (oybnupyeTcs Ha MapKUpoBkoi ®
aHrNNIACKOM A3blKe) 2. MexxpgyHapopHoe
3. NloroTun aepxarens perucTpaLuoHHOro | HenmaTeHToBaHHOE HauMeHOoBaHue
yaocToBepeHns (Ha aHrnMACKOM A3bIKe) (aybnupyeTtcs Ha aHITIMACKOM
4. lexapcTBeHHast hopma A3bIKE)
9 MapxkupoBka 5. [loanposka 3. NNorotun gepxarens
Labelling 6. Homep cepuu perncTpauvoHHOro yaoCToBepeHus
7. [JaTa ncreveHns cpoka rogHocTu (e (Ha aHrMUIACKOM A3bIKE)
cdhopmarte: rogeH ao...) 4. [lekapcTBeHHan dopma
8. [laTta nponssopacTeBa 5. Nosnposka
9. flonyckaeTcs HaHeCeHNe BHYTPEHHUX 6. Homep cepun
YNakoBOUHbLIX KOLAOB kKoMNaHuW. B cnyyae 7. 0ata uctedeHna cpoka rogHoCTuU
nponssoAcTea Ha nnowaake OO0 (8 bopmaTe: roaeH £o...)
«HosapTuc Hesa» Ha 6nucrepe ykasbiaioT | 8. [lata npov3BoACTBa He yKasaHa
TOMbKO NEepemMeHHble gaHHbie 6e3 ykasaHus | 9.BHyTpeHHNe ynakoBoUHbIE KOabI
npedukcos Homepa cepwn 1 AaTbl KOMMaHWUu OTCYTCTBYIOT.
. OKOHYaHWS CPOKa rogHOCTW. | B J
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Certificate number Version
Ne Mokasarens* | MeTtoa ncnoitanmit / Tpe6osanue Pesynbrar i
0. __'_‘ Parameters | Analytical method / Requirement Result |
| [aTa npounssoacTBa He yKasbiBaeTcs. Ha 6nuctepe ana Homepa cepum |
| BropuyHas ynakoBka (KapTOHHasi nayka) | AaTbl OKOHYEHUS CPOKa rOAHOCTM
Ha KapTOHHOW Nayke yKasbiBaeTcs: yKasaHbi TONbKO NepemeHHble
1. Toprosoe HaumeHoBaHWe npenaparta ¢ BaHHble 6e3 ykasaHnga npeduKcos.
npepynpeauTenbHoi MapkupoBkoni ® [arta npoussoAcTBa He yKasaHa. [
[ 2. MexxpyHapogHoe HenaTeHTOBaHHOoe BropuuHast ynakoBKa (KapTOHHas |
| HanmeHoBaHMe (gyGnupyeTcs Ha nauka)
| aHrnuickom sisbIke) Ha kapTOHHOW Nayke ykasaHo:
| 3. FloroTun aepxarens peructpauymoHHore | 1. Toprosoe HanMeHoBaHue
YyAOCTOBEPEHUS (Ha aHTMUIACKOM A3bIKE) npenapara ¢ npeaynpeanuTenbHon
| 4. HanmeHoBaHue gepxatens MapKkuposkon ®
PEerucTPaLMOHHOro yA0CTOBEPEHNSA W 2. MexpyHapogHoe
NpoM3BOANTENA NEKapCTBEHHOIO HenaTeHToBaHHOe HauMeHoBaHue
npenapara (BeINyCKAOLLNIA KOHTPOb (aybnupyeTcs Ha aHrnuncKom
KavecTsa) A3bIKE)
5. Aapec (ctpaHa) gepxartens 3. Norotnn aepxartens
perncTpaLmoHHOro yaoCcToRepeHus u perncTpaumoHHoro yaAocToBepeHns
1pousBoAUTENSA NEKapCTBEHHOro (Ha aHrNYICKOM A3bLIKE)
npenapara (Bblryckalowmin KOHTPONb 4. HanmeHoBaHne gepxarens
KaJecTsa) perucTpaumoHHoOro yAoCToBepeHUs
: 6. llexapcTeenHasi popma ¥ NPOU3BOAMTENSA NEKAPCTBEHHOTO
' 7. DosupoBka npenapata (BbinycKaloLwuia
8. KonnuyecTBo NekapCTBEHHOTO NpenapaTta | KOHTPOIb KauecTsa)
B ynaxoBske 5. Agpec (cTpaHa) gepxaTtens
9. HaumeHoBaHWe n cogepxaHue pPEerucTpaLmoHHoro yaocToBepeHus
' AefcTByloWIero sellecTsa ¥ NPOU3BOAUTENS NeKapCTBEHHOTO
10. YkasaHue 0 cogepaHuu Nakrosbi npenapara (Bbinyckaowni
i 6e3BOAHON B KAYECTBE BCNOMOraTeNbHOr0 | KOHTPOML Ka4ecTBa)
BeljecTsa u ee konudyectee B 1 Tabnetke 6. NekapcTBeHHas dopma
; 11. Yenosus XxpaHeHUs 7. Josuposka
12. NyTb BBEAESHUA 8. Konu4ecTso sftekapCTBEHHOro
13. Yenosus otnycka npenapara B YNakoBke
14. MNpeaynpeautensHbie HaANMCH: 9. HanmeHoBaHve 1 cogepkaHue
«MoapoBHbie ykasaHa No NPUMEHEHIIO OencTByioLLero Bewecrsa
npuseAeHbl B IMCTKe-BKNaabILLE», 10. YkasaHuve o copepaHmnm
«XpaHnTb B HEAOCTYNHOM ASIS AeTei nakTo3bl 6€3BOAHON B KAYECTBE
MecTe» | BCnomoraTernsHOro BelecTsa 1 ee
15. Homep cepun konuuecTee B 1 TabneTke
16. data npowssoacTea 11. YcrioBusa xpaHeHns
17. Bara ncreyeHusi Cpok rogHOCTU (B 12. NyTe BBEAEHWA
dopmare: rogeH bo...) 13. Ycnosusa oTtnycka
18. WTpux-kog 14. MpepynpeauTenbHbie Haanuci:
! 19. [onycKaeTCA HaHeCeHNe BHYTPEHHUX «MoapobHbie ykazaHus no
' YNaKOBOUHbLIX KOAOB [ nprMeHeHuIo NpUBEAEHbI B NUCTKE-
' 20. flononHuTesnbHO MOTYT BbITh HAHECEHDI | BKnagpiwe», «XpaHuTb B
cpeacTea naeHTudMKaumm Ans | HegocTynHOM Anisl AeTen mecTe»
MOHWTOPWHIa ABUXEHUA nekapcTBeHHblx | 15. Homep cepwn
B npenapaTos OT npoussoamMTens Ao | 16. [lata npoussoacTea
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Quality Control
Homep nacnopra: Bepcus:1.0
Certiﬁcge numberp 4-468-0525 Ver’s)ion
Ne MokasaTens* MeTtoa ucniitanuin / TpeGoBaHue PesynbTar
= Parameters Analytical method / Requirement Result
KOHEeUHOoro notpeburens (HaHeceHwe 17. Oara ncTeueHuns! cpok rogHoCcTn
BO3MOXHO C UCMNOib30BaHNEM CTUKepa). (8 cbopmare: rogeH no...)
18. LWrpux-kon
19. HaHeceHbl BHYTpeHHUe
yMaKoBOYHbIE KOABI.
20. JononHnTensHO HaHeCEeH b
CpeacTea uaeHTUdMKaLMy ana
MOHUTOPUHIa ABUXKEHNA
NeKapcTBEeHHbIX NpenapaTos OT
NPOU3BOAUTENS QO KOHEYHOro
notpeburens (6e3 ucnosib3oBaHWs
CTuKepa).
10 Apaliohue B opurvHanbHoM ynakoBke npy Temnepatype He Bbie 30°C.
Storage
Cpok rogHocTn
(MepuognyHoCThL
11 | KOHTPONS) 3roaa 30.04.2028
Shelf life
requency of control)

* - NokasaTerns ((MVIKPO6VIOHOI'VI‘-I€CKaﬂ 4ucToTa» He ABNASTCA PYTUHHBIM METOLOM 2Hanus3a n MOXeT OTCYTCTBOBaTb B

nacnopre KoMnaHuu.

3. 3AKIMIOYEHUE
CONCLUSION

JlekapcTBeHHbIA npenépaT _I;aT'lé'yc('R') Tabnetk1 50 mr Ne 28, Homep cepuu PP16800525 cooTBETCTBYET

TpeboBaHNAM HOpMaTUBHOIK AokymeHTaumm JIMN-Ne(000761)-(PIr-RU)-240424 Maneyc® Tabnetku 50 mr Moaynb

JrEenaR Koopauxatop usmko- c 0c s P & !
, nyvanrko O.C. 2R\ & ([1is pEva LGt 2y
Aoy XyMH4eckon sraboparopum Py Clm
M
Version Description of change
(Bepcus) {Onucanuve nameHeHuit)
1.0 Hosbii nacnopt

Page 4 of 4

Business Use Only -« CONDOR




