!, NOVARTIS

Form to SOP-8013721

JlnueHana Ha ocyllecTBNeHWe NPOM3BOACTEA NEKAPCTBEHHLIX cpeacTs NeQ0153-NC

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHanNUTUYECKUil NAcMopT Ha FOTOBYIO NPOAYKLMIO

000 "Hoeaptuc Hepa"
Poccus, Caukt-MetepBypr,
[Hopora 8 Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTponb kayecTea
Quality Control

Homep nacnopra:
Certificate number

4-699-0725

Bepcusa:1.0
Version

1. OBLUAA UHDOPMALIUA
GENERAL INFORMATION

Product Name

HaumeHoBaHWe NpoAyKLWN:

ansyc® Tabnetku 50 mr Ne 28

Checked against

npoaepeHo Ha COoOTBeTCTBWE C.

SPEC_FDF_00102805, sepcus 13.0

JMN-Ne(000761)-(Plr-RU)-240424 ansyc® TtabneTtkn 50 mr Mogyns
Mapkuposka JIM-Ne(000761)-(Pr-RU)-200723
Cneuwndpukauns kavectsa Ha Mansyc®, Tabnetkn 50 mr Ne28, Ne56

BHyTpeHHWIA Kog Homep cepuu
HepacdacoBaHHON npoaykuun: | 42027188 HepactacoBaHHoM npoaykuuu PS3636
Product Code Bulk Batch Number Bulk
BHyTpeHHWA KoA yNnakoBaHHON Homep cepuu ynakoBaHHO#M
npoayKuun: 44068548 npoayKuum: PS60820725
Product Code FDF Batch Number FDF
Hata npoussogcrea:
Manufacturing Date 29.07.2025
2 Pasmep cepun 3a BbIYETOM
532? e 35113 yn npo6: 35100 yn J
: Batch size without samples )

2. NONYYEHHLIE PE3YIbTATbI

TEST RESULTS

Ne Mokasarens*
Parameters

Metog ucneiranuii / TpeboBaxue
Analytical method / Requirement

Pesynbrar
Result

OnucaHue
Appearance

BuayanbHblIi

Or 6Genoro [0 CBETNO-XENTOro LBeTa
Kpyrnble rnagkue TabneTtki co cKoLeHHbIMK
Kpaamu, ¢ rpasuposkonn «NVR» Ha ogHoi
cTtopoHe 1 «FB» Ha gpyroi cTopoHe.

Benoro useTa Kpyrnble rnagkue
TabneTkn co CKOLLUEHHBIMW Kpasmn,
c rpasuposkoili «NVR» Ha ogHon
ctopoHe ©n «FB» Ha Agpyroi
CTOpPOHE.

MoenTudukaumn
2 Identification

- BungarnuntuH

B3XX. Bpems ynepxuBaHWs OCHOBHOMO
nMka Ha XpomatorpaMmme WCnbITYeMoro
pacTsopa, NPUroTOBNEHHOro ans
KOMWYECTBEHHOTO ONpPeAeneHns, [LOIPKHO
COOTBETCTBOBATL BPEMEHWN YAEpKUBaHWUA
nMKa Ha XxpomartorpamMme CTaHOapTHOro
pacteopa 1a. Otnuvune BO BpemeHax
yOepXKMBaHUA OOMKHO COCTaBNATE He
bonee + 2,0%.

CootsetcTByeT

TCX. Ha xpomartorpamme WCMbLITYEMOro
pacTBopa OCHOBHOE MATHO MO NONOXEHWHO,
oKpacke " BENUUYUHE OOIMKHO
COOTBETCTBOBATL NATHY Ha XpoMaTorpamme
CTaHOapTHOro pacTeopa.

CooTBeTcTBYET

3 | PactBopenue
Dissolution

B3XX

He wmenee 80% (Q) swngarnunTuHa oOT
HOMWHaNbLHOIO  COAepXaHWa  JOJTKHO
nepeTn B pacteop Yyepes 30 MUHYT

99%

Bopa
Water

Metoa K. duwepa,
He 6onee 2,9 %

2,5%
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NOVARTIS

Form to SOP-8013721

JlnueHsna Ha ocyLLecTBNeHne NPOM3BOACTEBA NEKApCTBEHHLIX cpeacTe NeD0153-NC

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHanuTuyeckun nacnopT Ha roToBy NPpoayKunio

000 "HosapTuc Hesa"
Poccun, Cankr-Tetepbypr,
[Hopora B KameHky, A4.40, kopn. 3, nutepa A

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

KOHTpOJ'Ib Kavyecrea
Quality Control

Homep nacnopra: Bepcusa:1.0
Csrﬁﬁca[:e numberp 4-690-0725 Verg.‘on
Ne MNokazatens* MeToq ucnkitanuil / TpeboBaHue Peaynbtar
Parameters Analytical method / Requirement Result
B3XKX 202-01 — meHee 0,1%;
202-01 (amup): He 6onee 0,5% 209-01 — He oBHapyxeHo;
1 209-01 (umknuuecknii amuauH): 207-01 — He obHapyxeHo;
pumecn 5
5 | Impurities He Bonee 0,2% . , EanHudHas Hecneunqmulf!pyemaﬁ
N ———. 207-01(avkeTonunepasuH): He Gonee 0,2% | npumeck — He oBHapyXeHo;
EavHuyHan Hecneumdmumpyemasn npuMmech
- He Gonee 0,2% Cymma Bcex npuMeceil — MeHee
Cymma Bcex npumeceli - He 6onee 0,8% 0,1%
OaHopoOHOCTL
eauHnL,
g | AO3MpoBaHuA PacueTHo-Maccosebli AV=16
Uniformity of dosage | AV <15,0 :
units
-BungarnintuH
il
7 Assay Ot 85,0% po 105,0% BungarnunTuHa oT 100,6%
N BP'IJ'IJJ,EITIMFITMH HOMWHanbHOro cogepXxaHua
®EA3C 2.1.6.6,2.16.7
Kateropus 3A:
Mukpobuonoruyeck O6wee vncno a3pOobHbIX MUKPOOPraHN3MOB
8 | am yucrora - He Bonee 10° KOE B 1T; Menee 50 KOEB 1T;
Microbiological purity | Obliee 41cro APOXOKEBbIX U NNECHEBbIX
rpubos - He Bonee 102 KOE B 1T; Menee 10 KOEB 1]
OtcyrctBue Escherichiacolis 1r OTtcytcTBHMEe B 1T
Mo 14 Tabnetok B 6nuctep MAJ/AN/MBX 1 Mo 14 TaBneTtok B GnucTep
antoMUHNEBON honbriA. MA/ANMBX u antoMUH1EBOIA
y Mo 2 unn 4 6nucTepa BMecTe ¢ NUCTKOM- cdonkru.
naKoBka
9 Packing BKNajgpblWem B KApTOHHYIO nadky. o 2 GnucTepa BmecTe € NUCTKOM-
HonyckaeTcsa Hanuume KOHTpons BKIaAbILLEM B KAPTOHHOI Nadke.
NEPBUYHOTO BCKPLITUA HA KAPTOHHOM KoHTpOnb NEPBMYHOTO BCKPLITUA
navke. Ha KapTOHHOI Na4ke NPUCYTCTBYET.
MNepBu4HaA BHYTPEHHAS yNaKoBKa NepBuyHas BHYTPeHHAR
Ha 6nuctepe ykasbleaeTcs: ynakoBxa
1. Toprosoe HaumeHoBaHWe npenaparta ¢ Ha 6nucTepe ykasaHo:
npeaynpeauTensHol MapKkupoBkon ® 1. ToproBoe HaumeHoBaHue
2. MexgyHapoaHoe HenaTeHToOBaHHOE npenapara c npegynpeguTensHoi
HavMeHoBaHue (aybnupyeTca Ha MapKupoBKkon ®
M aHrnNUIACKOM A3bike) 2. MexayHapogHoe
10 ApRUBOEKd 3. [loroTun pgepxatens perncTpauMoHHOro | HeNaTeHTOBaHHOE HanuMeHoBaHve
Labelling P P g

YAOCTOBEPEHNA (Ha aHrNWACKOM SA3bIKe)
4, lekapcTBeHHas dopma

5. [loaupoBka

6. Homep cepum

7. DaTa ucreyeHus cpoka rogHocTu (B
dopmare: roaeH go...)

8. [lata npomnssofcrea

(ay6rnupyeTcs Ha aHrnuiAckomM
A3bIKE)

3. NoroTun aepxartens
perucTpaLoHHOTO YA0CTOBEPEHMS
(Ha aHrNUCKOM S3kIKe)

4. lekapcTBeHHan copma

5. [loanpoeka
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NOVARTIS

Form to SOP-8013721

JluueH3ns Ha ocylecTeneHne NPOM3BOACTEA NeKapCcTBeHHLIX cpeacTs Ne00153-NC

Doc No.: QC_COFA_01072576

Version: 2.0, CURRENT

AHanuTUYecKun NacnopT Ha roToBYyo NPOAYKLMIO

00O "HoeapTuc Hesa"
Pocecus, Cankr-MeTtepbypr,
Hopora B Kamerky, 8.40, kopn. 3, nutepa A

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

KoHTpornk kavecTea

Quality Control
Homep nacnopra: Bepcus:1.0
Certificate number 4-699-0725 Version
Ne Mokazarens* MeTtoa ucnbitanui / TpeGoBaHue PezynbTtar
Parameters Analytical method / Requirement Result

9. llonyckaeTcs HaHeceHWe BHYTPEHHNX
YyNaKkoBOYHbIX KOAOB KOMNaHuW. B cnyyae
Npou3BOACTEa Ha nnowaake 000
«Hosaptunc Hesa» Ha BnucTepe yKasbiBaloT
TONbKO NepemMeHHble AaHHble 6e3 ykazaHus
npeduKcoB HoOMepa cepui 1 AaThl
OKOHYaHWA cpoKa rogHOCTH.

[aTta npon3soAcTBa He yKasblBaeTcs.
BropuuHas ynakoBka (KapToHHasa navka)
Ha kapToHHOW nayke yKasbiBaeTcs:

1. Toprosoe HauMeHoBaHWe npenapara ¢
npeaynpeavTensHoW MapkupoBKoi ®

2. MexayHapogHoe HenaTeHTOBaHHOE
HanmmeHoBaHue (gybnupyeTtcs Ha
aHIMNNCKOM A3bIKE)

3. loroTun pepxarens perucTpaunoHHOro
YOOCTOBEPEHIWA (Ha aHrMAACKOM A3bIKe)

4. HanmeHoBaHue gepxarens
perncTpauvoHHoOro yaocToBepeHna u
NpPoV3BOAWTENS NEKAPCTBEHHOTO
npenapara (BbINyCKaoLWMWIA KOHTPOMNb
KauecTsa)

5. Agpec (cTpaHa) aepxarens
perncTpauvoHHOro yA0CTOBEPEHUSA 1
NPOW3BOAUTENS NEKapPCTBEHHOMO
npenapara (BbINyCKaloLWWii KOHTPOIb
KayecTsa)

6. llekapcTBeHHas copma

7. [loanposka

8. KonnuecTBo nekapCTBEHHOro npenapara
B yrnakoBKe

9. HaumeHoBaHKue 1 codepxaHue
DencTByIOLWero BelecTea

10. YkasaHue o coaepxaHun NakTosbl
6e3BoaHOIi B Ka4ecTBe BCNOMOraTensHoro
BeLlecTBa 1 ee Konudectee B 1 Tabnetke
11. Ycnosusa xpaHeHus

12. NyTb BBEAEHUSA

13. Ycnosusa otnycka

14, MNpepynpeanTensHele Hagnuew:
«[MogpoBHele ykazaHWUsa No NPUMEHEHWH
npyBeaeHsl B NMUCTKe-BKNaabILLey,
«XpaHnTk B HEJOCTYNHOM ANs AeTell
MecTe»

15. Homep cepum

16. [lata npoussoAacTBa

17. Oata ncTeyeHns Cpok roaHocTH (B
dopmarTe: rogeH go...)

6. Homep cepum

7. [lata ucte4eHmns cpoka rogHocTu
(s dbopmare: roaeH go...)

8. [lata npon3BoACcTBa HE YKa3aHa
9.BHYTpeHHwWe ynakoBoYHble KOAb!
KOMMaHWK1 OTCYTCTBYIOT.

Ha 6nuctepe ans Homepa cepun 1
AaTbl OKOHYaHWA CpoKa roAHOCTN
yKasaHbl TONbKO NepeMeHHbIe
AaHHble 6e3 ykasaHna npecukcos.
[fata npov3BoacTea He ykasaHa.
BTropuuHasa ynakoBka (KapTOHHas
navka)

1. ToprosBoe HaMmeHoBaHue
npenapara ¢ npeaynpeauTenbHol
Mapkuposkoii ®

2. MexayHapoaHoe
HenaTeHToOBaHHOE HaUMeHOBaHMe
(aybnupyeTcs Ha aHrNWACKoM
A3bIKE)

3. NNorotun gepxarens
perncTpaLnoHHoro yaocToBepeHns
(Ha aHrnuirckom sAsbike)

4. HaumeHoBaHue nepxarens
perucTpaLuoHHOTo YA0CTOBEPEHWSA
1 NPOU3BOANTENS NEKapCTBEHHOro
npenapara (BbinycKaroLwnii
KOHTpOMb KavecTsa)

5. Agpec (cTpaHa) gepxarens
perucTpauUnoHHoro yAoCToBEpEHUs
Y NPOVU3BOAUTENS NeKapCTBEHHOMO
npenapara (BbinyckaroLwmnii
KOHTPOnb KayecTBa)

6. [lekapcTBeHHas chopma

7. Joauposka

8. Konn4yecTeo nekapcTBEHHOro
npenapara B ynaxkoske

9. HaumeHoBaHWe 1 cogepxaHne
AENCTBYIOLLErO BELLECTBA

10. YkasaHue o cogepxaHun
naktosbl 6e3BoAHOI B KaYecTBe
BCMOMOraTenbHOro BEWeCTBa 1 ee
Konudectee B 1 Tabnetke

11. YenoBusl xpaHeHus

12. NyTe BBEAGHMA

13. Ycnoeusi oTnycka
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- Doc No.: QC_COFA 01072576
N OVA RT I ‘S Version: 2.0, CURRENT

Form to SOP-8013721

AHanMTU4eCKWi NacnopT Ha roTOBYH NPOAYKUMIO

JlMueH3nsa Ha ocyLuecTBNeHMe NPOM3BOACTBA NEKaPCTBEHHLIX cpeacTes Ne00153-N1C 00O "HoeapTtuc Hesa"
Poccus, Cankr-lNetepbypr,
[Hopora B KameHky, a.40, kopn. 3, nutepa A

Tenecbon: +7 812 336 9891
novartis,neva@novartis.com

KoHTponk kayectBa

Quality Control
Homep nacnopra: Bepcus:1.0
Cediﬁcapte numberp 4-699-0725 Vergion
Ne Mokasarenn* MeTtog ucnsiTaHui / TpeGoeaHue PezynbTtar
Parameters Analytical method / Requirement Result
18. WTpux-Kopg, 14. MpenynpeauTensHbie Hagnueu:
19. [JonyckaeTca HaHeceHne BHYTPEHHMUX «MoapobHble ykazaHuA rno
ynakoBOYHbIX KOAOB NpUMeHeHWo NpUBeAEHbI B NNCTKE-
20. [lononHuTeNsbHO MOTYT BbITh HAHECEeHbI | BKNaablwe», «XpaHUTb B
cpeactsa naeHTurkauum gna HegocTynHoOM AnA AeTel MmecTe»
MOHWUTOPUHIa ABUXEHUA NEeKapCTBEHHbIX 15. Homep cepum
npenaparToB OT NPoWU3BO4MTENs 40 16. lata npoussoacTea
KOHeuHoro notpebuTtens (HaHeceHue 17. [Jata ucteyeHms CpoK rogHOCTI
BO3MOXHO € UCTIONb30BaHUEM CTUKEPA). (B dhopmare: rogeH go...)
18. Wtpux-koa
19. HaHeceHb! BHyTpeHHME
YyNakoBOYHbIE KOObI.
20. JononH1TensHo HaHeceHbI
cpeAcTBa uaeHTuduKaumm ans
MOHUTOPWHIa ABUXEHUA
neKapcTBEHHbIX NpenapaToB oT
Npou3BOAUTENSA A0 KOHEYHOro
notpebutens (6e3 Mcnonb3oBaHKA
CTUKepa).
11 )S(raueﬂue B opuruHansHoi ynakoske npu Temneparype He Boiwe 30°C.
orage
Cpok rogHocTu
(MepuopguyHoCcTL
12 | koHTpONS) 3roga 30.06.2028
Shelf life
requency of control)

* - MNokasatens «MukpoBuonoruyeckas YuCToTa» He ABMAETCH PYTUHHBIM METOAOM aHanuaa u MOXeT OTCYTCTBOBaTb B
nacnopTe KomnaHuu.

3. 3AKITIOYEHUE
CONCLUSION

lNexapcTeeHHbIN Npenapat "ansyc® TabneTkn 50 mr Ne 28, Homep cepun P860820725 COOTBETCTRYET,
TpeboBaHUAM HOpMaTUBHOW AokyMeHTaumu JM-Ne(000761)-(Pr-RU)-240424 Fapﬁyc@ Tabnetkn 50.mp Mo.u,ynb

Mapxuposka JIM-Ne(000761)-(PIr-RU)-200723. / - =
II.’r Pl A ,-‘.‘ B \
KoopauHaTtop chuavko- 7 A H——r— |3l
ZTBBP'""“ XMMUYECKOV naBopatopun Cnyuanko O.C. | /5. EF) -'?\F vartle nedd Worfegr (o
pproved by A\ i
Nonsnocte (Position) SN0 (Full name) .',\L\.-":."*_\:" : ._ SGat f;f'-[ Ignature)
Version Description of change
(Bepcua) (OnucaHwe nsmeHeHwit)
1.0 Hosblin nacnopT
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