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Form to SOP-8013721

Doc No.: QC_COFA_01072576

INvueHana Ha ocylecTeNeHne NPOM3BO/ACTBA NekapcTeeHHbIx cpeacts Ne00153-NC

Version: 2.0, CURRENT

AHanUTU4ECKWIl NACNOPT Ha rOTORYIO MPOAYKLMIO

00O "Hoeaptuc Heea"
Poccun, Cankr-lMetepbypr,
Hopora B KameHky, 4.40, kopn. 3, nutepa A

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

=) KouTponb kavectea
Quality Control

Homep nacnopra:
Certificate number

4-893-1025

Bepcua:1.0
Version

1. OBWAA UHOOPMALIMA
GENERAL INFORMATION

HaumeHoBaHue npoayKumu:

Product Name

Faneyc® tabnetku 50 mr Ne 28

MpoeepeHo Ha COOTBETCTBUE C:

Checked against

Cneundimkaums kavecTea Ha Maneyc®,
SPEC_FDF 00102805, sepcusa 13.0

JM-Ne(000761)-(PM-RU)-240424 Mansyc® tabnetkn 50 mr
Moaynb Mapkupoeka NM-Ne(000761)-(Pr-RU)-200723

Tabnetkn 50 mr Ne28, Ne56

BHyTpeHHWA KoA Homep cepumn “]
HepacacoBaHHOW npogykuuw: | 42027188 HepacdacoBaHHoM npogykunm PV1339
Product Code Bulk Batch Number Bulk
BHYTpeHHWIA KOO yNakoBaHHON Homep cepun ynakoBaHHoON
nNpoAayKunn: 44068548 NPOayKUUK: PV99541025
Product Code FDE Batch Number FDF
ara npousBopcTea:
ﬂanufactgﬁng Da(:" 11.10.2025
; PasMep cepuu 3a BbIYETOM
PRt 34 831 yn npo6: e 34 818 yn
Batch size without samples
2. NONMYYEHHLIE PE3YNbTAThI
TEST RESULTS
No Mokazatens* MeToa ucneitanuii / TpeGoBaHue Pesynbrar
Parameters Analytical method / Requirement Result
BuayanbHsbiia Benoro uBeta kpyrnble rnagkue
e Ot 6enoro [0 CBETNO-XENTOro LUBeTa | TabneTkyn CO CKOLUEHHLIMW Kpasmu,
1 A Kpyrnble rnagkue TabneTku co ckoleHHbIMK | ¢ rpasBuposkoil «NVR» Ha oaHoi
ppearance - o %
Kkpasmu, ¢ rpaempoekoli «NVR» Ha ogHol | ctopoHe u  «FB» Ha  gpyroi
cTopoHe U «FB» Ha apyroli cTopoHe. CTOpOHE.
B3»XX. Bpemsa ygepXuBaHWa OCHOBHOMO
nMKka Ha XxpomarorpaMmme WCMbITyemMoro
pacTsopa, NpUroTOBNEHHOro ans
KONWYECTBEHHOTO OnpeaeneHvs, [O0MKHO
COOTBETCTBOBATL BpeMeHW yaepxueaHusa | CoOOTBETCTBYET
WaeHTUdMKaLms nuKka Ha XxpomarorpaMme CcTaHAapTHOro
o | Identification pacteopa 1a. OTnuuue BO BpemeHax
YOAEPKUBAHUA AOMKHO COCTaBMATL He
= B“np‘arnmnTmH Gonee £ 2,09’0.
TCX. Ha xpomaTtorpamme WCMbITYEMOrO
pacTeopa OCHOBHOE MATHO MO MOMOXKEHNIO,
oKpacke n BenMyuHe aomkHo | CooTeetcTeyeT
COOTBETCTBOBAThL NATHY Ha XpomaTorpamme
CTaHAapPTHOro pacTeopa.
B3XKX
3 | PactBopenue He wmeHee 80% (Q) sungarnuntuHa oT 101%
Dissolution HOMWHANbLHOrO  CoAEepXaHWs  JOIKHO
nepewnTy B pacteop Yepes 30 MUHYT
4 Boga MeTtop K. ®uwepa, 2 5%
Water He Gonee 2,9 % y
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INnuyeH3ua Ha ocyLLecTBNEHWE NPOWU3BOACTEA NeKapcTBeHHbIX cpeacts Ne00153-NC

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHanMTUYeCKU NACMOPT HA rOTOBYIO NPOOYKUMIO

000 "HoeapTtuc Hesa"
Pocews, Cankr-Tetepbypr,
Hopora 8 Kamerky, a.40, kopn. 3, nutepa A

TenedoH: +7 812 336 9891
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KOHTpOHb Kavyecrea

Quality Control
Homep nacnopra: Bepcuna:1.0
Cemﬁceﬂe numberp 4-893-1025 Vergfon
Ne Mokazatens* MeTon ucneitanun / Tp_eﬁoaauue Pesynwtar
Parameters Analytical method / Requirement Result
B3XX 202-01 — meHee 0,1%;
202-01 (amug): He Bonee 0,5% 209-01 — He oBHapyxeHo;
0 209-01 (UMKNUYECKNA amnauH): 207-01 - He oBHapyXeHo;
pumMecu 5
5 | Impurities He Gonee 0,2% EAvHWyHas  Hecneuwduumpyemas
207-01(aukeTonunepasuH): He Bonee 0,2% | npumeck — He OBHapyXeHo,
- Bungarnuntuna
EAvHWYHAs Hecneunuumpyemas npumech
- He Gonee 0,2% Cymma Bcex npumeceii — MeHee
Cymma Bcex npumeceii - He Bonee 0,8% 0,1%
OpaHoOpoAHOCTL
enMHUL
g | AO3MpOBaHus PacuyeTHO-MaccoBbli AV=30
Uniformity of dosage | AV < 15,0 '
units
-BungarnuntuH
R P
7 Assay Ot 95,0% po 105,0% BungarnunTnHa ot 100,8%
- Bungaraumm . HOT&J‘II:HDFO coaepxaHva
®EASC 2.16.6,2.16.7
Kateropus 3A:
MukpoGuornoruieck | Oguee uncno aspoGHLIX MUKPOOPTaHU3MOB
g | 8%tucTone. - He Gonee 10°KOEB 1T; Menee 50 KOEB 1;
Microbiological O6Liee 4MCNO OPOXOKEBBIX W MIECHEBbIX
purity rpubos - He Gonee 102KOEB 1 T; MeHee 10 KOEB 1T;
Oteyrcreue Escherichia colig 11 OrtcytctBue B 11
Mo 14 Tabnetok B 6nuctep MNA/ATIVMNBX n Mo 14 TabneTtok B GnucTep
antoMuHUEBOIN honbru. NA/ANMNBX 1 antomMuH1eBoiA
YrAkoGiE Mo 2 unu 4 6nncTtepa BMecTe C NIMCTKOM- dhonbru.
9 Packing BKNaAbILLEM B KAPTOHHYIO NaYKy. Mo 2 6nnucTepa BMeCTe ¢ NMCTKOM-
[HonyckaeTcs Hanuyve KoHTpons BKINaAbILLEM B KAPTOHHOMN Nayke.
NepBUYHOro BCKPBITUA HA KAPTOHHOW KoHTposb Nnepsr4HOro BCKPLITUA
| nayke. Ha KapTOHHOWN Nayvke NPUCYTCTBYET.
MepBUYHaA BHYTPEHHNARA yNaKkoBKa MepBUYHan BHYTPeHHSsS
Ha 6nucTepe ykasbiBaetcs: ynakoBka
1. ToproBoe HavMeHOBaHWe npenapara ¢ Ha Bnucrepe ykasaHo:
npegynpeauTensHoi Mapkuposkoi ® 1. Toproeoe HavMeHOBaHWe
2. MexxayHapogHoe HenaTeHToBaHHoe npenapara c npeaynpeanuTensHon
HaumeHoBaHue (aybnupyeTca Ha MapKkunposkon ®
MapkupoBka aHrNUIACKOM A3blKe) 2. MexpyHapogHoe
10 Labelling 3. JloroTun aepxarens perucTpaumoHHOro HenaTreHToBaHHoe HanveHoBaHue

yAocToBepeHns (Ha aHrnMMncKom A3bike)
4. llekapcTeBeHHas chopma

5. flosupoeka

6. Homep cepun

7. Nlata ncreyeHus cpoka rogHocTu (B
dopmaTe: rogeH go...)

8. daTta npouseoacTea

(aybnupyeTcs Ha aHrnuiAcKom
A3bIKE)

3. NoroTtun gepxatens
perncTpaumMoHHoro yaocToBepeHus
(Ha aHrNUICKoOM A3bIKe)

4. lekapcTBeHHan hopma

5. Josnposka
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NOVARTIS

Form to SOP-8013721

JNuueH3na Ha ocyluecTeNeHne NPOW3BOACTEA NEKapCcTBeHHLIX cpeacte Ne00153-NC

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHanuTU4YeCcKWUA NAcnopT Ha FOTOBYHO NPOAYKUUIO

00O "HoeapTtuc Hega"
Poccus, Cankt-MNeTtepbypr,
Hopora B Kamenry, a.40, kopn. 3, nutepa A

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

KoHTponb KayecTBa

Quality Control
Homep nacnopra: Bepcus:1.0
Certificate number 4-803-1025 Version
Ne MokazaTens* MeTtoa ncnbiTaHuii / TpeGoBaHue Peaynbrar
Parameters Analytical method / Requirement Result

9. NonyckaeTca HaHeceHWe BHYTPEHHMX
ynakoBOUHbIX KOAOB komnaHuu. B cnyyae
nponssoacTea Ha nnowagke 000
«HosapTtuc Heea» Ha GnucTepe ykasbiBaloT
TONbKO NEpeMeHHbIE aaHHble Be3 ykasaHus
npeduKcoB HOMepa Cepun 1 AaThbl
OKOHYaHWs CPOKa rOAHOCTU.

[ata npousBoacTBa He ykasbIBaeTcs.
BropuyHas ynakoBka (KapToHHas navka)
Ha kapToHHOl nayuke ykasbiBaeTcs:

1. Toprosoe HaumeHoBaHWe npenapara c
npeaynpeauTensHoi Mapkuposkon ®

2. MexayHapofHoe HenaTeHToBaHHOoEe
HaumeHoBaHue (AybnupyeTcs Ha
aHIMNIACKOM A3bIKE)

3. loroTun gepxarens perucTpaLnoHHOro
YAOCTOBEPEHUA (Ha aHrNMMACKOM A3blKe)

4. HaumeHoBaHue aepxarens
perncTpaynoHHoOro yA0CTOBEPEHUS U
npou3BoOAUTENSR NEKAPCTBEHHOIO
npenapara (BbiNyCKaloL|Mii KOHTPOrL
Kadecrtsa)

5. Appec (cTpaHa) aepxartens
perncTpaunoHHoro yaocToBepeHns U
NPOU3BOANTENS NEKAPCTBEHHOTO
npenapara (BbINyCKalLWWA KOHTPOMb
KayecTea)

6. llekapcTBeHHas copma

7. Qosuposka

8. KonnyecTBo nekapcTBeHHOro npenapara
B YNaKoBke

9. HanmeHoBaHue 1 cogepxaHme
[AeACTBYIOLLEro BELecTBa

10. YkazaHne o cogepXaHumn Naxkro3bl
6e3BogHOl B Ka4eCTBE BCOMOraTensHoro
BelllecTBa 1 ee konuyectee B 1 TabneTke
11. YcnoBusa xpaHeHus

12. MNyTb BBEACSHUSA

13. Ycnosus oTnycka

14, MNpeaynpeauTenesHble HaANKUCK:
«MoagpoBHble ykazaHWsA No NPUMEHEHUIO
npvBeaeHsl B NUCTKEe-BKNaabiey,
«XpaHWTb B HEJOCTYNHOM ANA AeTeir
MecTe»

15. Homep cepuu

16. [lata npousBoacTea

17. aTta nereyeHms Cpok rogHocTH (B

| thopmarte: rogeH Jo...)

6. Homep cepun

7. [lata ucteyeHns cpoka rogHocTu
(e dbopmate: rogeH no...)

8. MaTa npou3sBoAcCTBa He ykasaHa
9.BHYTpeHHK1e ynaKkoBOYHbIE KOgbl
KOMMNaHWK OTCYTCTBYIOT.

Ha 6nuctepe ans Homepa cepun 1
[aTbl OKOHYaHWsA CpoKa rogHoCTH
yKasaHbl TONbKO NepeMeHHble
AaHHble Be3 ykasaHua npedukcos,
[HaTa npon3BoAcTBa He yKkasaHa.
BropuyHas ynakoBka (KapToHHas
nayka)

Ha kapTOHHOW NayYyke yKkasaHo:

1. ToproBoe HauMeHOBaHWe
npenapara c npeaynpeauTensHoi
MapK1poskon ®

2. MexayHapogHoe
HenaTeHToBaHHoe HauMeHoBaHue
(oy6nupyeTcsa Ha aHrNMUACKOM
A3bIKe)

3. NNoroTtun pgepxarens
perncTpauuoHHOro YAoCTOBEPEHNA
(Ha aHrNUICKOM A3bIKE)

4. HanmeHoBaHve gepxartens
perucTpaunoHHOro yaoCToBEPEHs
1 NPoOU3BOAUTENA NEKAPCTBEHHOTO
npenapara (Bbinyckarowuin
KOHTPOMNb Ka4yecTBa)

5. Agpec (cTpaHa) Aepxartens
pervcTpauMoHHOro yA0CTOBEPEeHIS
1 NPOWN3BOAUTENA NEKAPCTBEHHOTO
npenapara (BbinycKaLwii
KOHTpOMb KavecTsa)

6. llekapcTeeHHas chopma

7. Dosnpoeka

8. Konuyectso nekapcTeeHHoOro
npenapara B yNakoBKe

9. HaumeHoBaHue 1 coaepxanme
AeWcTByoLero BeLlecTsa

10. YkasaHue o cogepxaHuu
nakro3bl 6e3sogHoN B kKayecTee
BCMomMoraTenbHoro BeLecTsa 1 ee
konuyectee B 1 TabneTtke

11. Ycnosus xpaHeHus

12. MNyTb BBEACHUS

13. Ycnoeus otnycka
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18. Wrpux-kopa 14. MNpepynpeavTenbHble HaaNUCK:
18. flonyckaeTca HaHeceHue BHYTPEHHNX «MoapobHble ykasaHms no
YNaKoBOUYHbLIX KOAOB NPUMEHEHWIO NpUBEAEHbI B NTMCTKE-
20. JononHntenesHo MoryT BbITh HaHECEHb! | BKNaabllley, «XpaHuTb B
cpeAcTBa uaeHTudhmkaumm ans HegoCTYNHOM ANA AeTel MecTe»
MOHUTOPUHIa ABUXEHUSA NEeKapCTBEHHbIX 15. Homep cepum
npenaparos OT NPOW3BOAWUTENA A0 16. [lata npomssoacTea
KOHe4YHoro noTpebutens (HaHeceHue 17. laTa ucte4yeHus cpok rogHoCTU
BO3MOXHO C UCMONb30BaHUEM CTUKepa). (B chopmare: rogeH fo...)
18. LWTpux-kog
19. HaHeceHbl BHYTpEeHHKE
yNaKkoBOYHbIE KOABI.
20. lononHuTeNbHO HaHeCeHb!
cpencTtea naeHTubnkaumm ans
MOHUTOPWHra ABWKEHNA
neKkapcTBEHHbIX NpenapaTos OT
NpoW3BOAUTENS A0 KOHEYHOro
notpeburens (6e3 ncnonb3oBaHus
CTUKepa).
1 gfo?,:;:"e B opurnHaneHon ynakoeke npu Temnepatype He Bbilue 30°C.
Cpok rogHocTu
(MepuoguyHocTL
12 | KOHTpoONA) 3ropa 30.09.2028
Shelf life
requency of control)

- MNokasaTens «MukpoBuronoruyeckas Yuctora» He ABNASTCA PYTUHHBIM METOLOM aHanWaa u MOXET OTCYTCTBOBATL B
nacnopTe KoMnaHuu.

3. 3AKNKOYEHWE
CONCLUSION

INekapcTseHHbiii npenapat Maneyc® TabneTku 50 mr Ne 28, Homep cepumn PV99541025, couTg.e?GIBye-r
TpeGoBaHUAM HOpPMaTUBHOW AoKkyMeHTauuu M- N°(000761) -(Pr-RU)-240424 Fauayc®~raﬁhem 50 M( Moayne
Mapkuposka J1M-Ne(000761)-(PIr'-RU)-200723.
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1.0 Hosblin nacnopt

Page 4 of 4 Business Use Only - CONDOR



