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AHanuTuUyecKUi NAcnopT Ha roTORYH NMPOSYKLMIO
JILeH3WA Ha OCYLLECTBNEHNe NPOM3BOACTEBA NeKapcTBeHHbIX cpeacTs NeD0153-NC ' 000 "Hosaptuc Hepa"

Poccuna, Cankr-Metepbypr,
Hopora B Kamenky, 4.40, kopn. 3, nutepa A

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

KOHTle'Ib KavyecTea
Quality Control

Homep nacnopra:
Certificate number

4-864-1025 Bepows:1.0

Version

1. OBLAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npogykunm:
Product Name

ransyc MeT® TabneTku, NOKpbITbIE NNEHOYHOR 0GONOYKOM,
50 mr + 1000 mr Ne30

MpoBepeHo Ha COOTBETCTBME C!

Checked against

JIN-Ne(001986)-(PI-RU)-200524 Tansyc MeT®, Tabnetku nOKpbIThble
nneHo4yHoi oGonoukol 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayne
Mapxupoeka J1M-Ne(001986)-(PI-RU)-270723

Cneundmkaums kavectsa Ha Mansyc MeT®, TabneTtku NOKpLITEIE NNEHOYHON
o6onoykoi 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcus: 17.0

BHyTpeHHW Kog

HepactacoBaHHOW NPOAYKUMN:

Homep cepun
42027187 HepaccpacoBaHHoW npoaykumn PU8702

Product Code Bulk Batch Number Bulk

BHyTpeHHWIA KOO YNaKoBaHHOW Homep cepum yrnakoBaHHOMN

npoayKunu: 44068551 npoayKunu: PV72251025
Product Code FDF Batch Number FDF

Hara npouzBopcTea: 04.10.2025

Manufacturing Date

Pazmep cepuu:
Batch Size

Paamep cepum 3a BbIYETOM
5 969 yn. npob6: 5 960 yn.

Batch size without samples

2. NONYYEHHBIE PE3YNbTAThI

TEST RESULTS
Ne MNokazaTtens* MeTtog ucnuitanui / Tpe6GoraHue PezynbTar
Parameters Analytical method / Requirement Result
BusyanbHbiii OBanbHble Tabnetkn co
OganbHble TabNeTkM CO CKOLWEHHBIMMU CKOLUEHHbIMWU  Kpaamu, MNOKpbITbie
0 Kpasmu, NOKpbITbIE NAEHOYHOR 060N0YKoNA nneHoyHon obBonouykol  TemHo-
1 A;ol;g?aﬂn‘;g TEeMHO-XENTOro ¢ CepoBaTbIM OTTEHKOM )KENTOro C CepoBaTbIM OTTEHKOM
LpeTta. Ha oaHown cTopoHe TabneTku useTa. Ha ogHoii cTopoHe TabneTku
MapkupoBka «NVR», Ha apyroi ctopoHe — mapkuposka «NVR», Ha Aapyroi
«FLO». cTopoHe — «FLO».
B3XX
Bpems yaepXuMBaHUs OCHOBHOIO nvka Ha
E@ﬁg}?ﬁgzaum XpomarorpamMme UcnbiTyemoro pacteopa 1 CooTseTcTayer
= —— JAOMMKHO COOTBETCTBOBaTL BPEMEHMN
YOEPKUBAHWA NMKA BUNAArNUNTUHA Ha
2 XpomaTorpaMme CTaHAapTHOro pacTeopa.
B3IMX
Bpems yaepKuBaHWa OCHOBHOIO Mnvka Ha
- Metdhopmuna Xpomarorpamme UcneiTyemoro pacrsopa 3 CooTsercrayer
rmapoxnopug AOMKHO COOTBETCTBOBaTbL BPEMEHM

YAEPXKUBaHWA NKka meTdopMmnHa Ha
XpomaTorpaMmecTaHaapTHOro pacTeopa.
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AHanuTUYeCKUin NacnopT Ha rOTOBYIO NPOAYKLMIO

JlnyeH3na Ha ocyLecTeneHWe NPOU3BOACTEA NEKapCTEEHHLIX cpeacTe Ne00153-NC

000 "Hoeaptuc Hega"
Poccus, Cankr-TMeTepBypr,
Hopora B Kamenky, 2.40, kopn. 3, nutepa A

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

KoHTponk kayectea

Quality Control
Homep nacnopra: _ama Bepcua:1.0
Certificate number 4-864-1025 Version
Ne Mokazatenk* MeTopg ucnsitanuia / Tpebosaxue PesynbTar
Parameters Analytical method / Requirement Result
B3XX
99% OT 3asBMEHHOrO COAEpPKaHWUs
0,
He meHee 80% (Q) oT 3asBneHHoro BUNAAMANTYHE Yepes 30 MUHYT:
COAEpPXaHWs BUNAarnunTuHa Yepes 30
3 | PacTtBopeHue MUHYT .
Dissolution He meHee 80% (Q) OT 3asBREHHOTO 101% oT 3aaBMNeHHOro coaepxaHnsa
MeTdhopMUHa rugpoxnopuaa vyepes
coepxaHus MeTopmuMHa rnapoxnopmuaa 30 T
vyepes 30 MUHYT. yT
Boga MeTog K. duwepa &
. Water He 6onee 1,0%. 0%
B3»XX s
202-01 (amup): He Gonee 0,5% gggzg: - r:*;%i? ::éH a
Npumecu 209-01 (UMKNNYECKUA amUanH): 207-01 — He oﬁuagy i
% yHKEeHa,
Related He Gonee 0,2% EuHuuHas
substances- A (,qwxe:onmnepasuu), HEeWAeHTUMULMPOBaHHaA NPUMECh
Mpumecu He Gonee 0,2% . ~ He oBHapyxXeHa;
BungarnuntuHa EanHuyHoR HenaeHTUULMpoBaHHOA Cymma BCex npﬁmeceﬁ ~ i
npumecu: He bonee 0,2% 01%
5 Cymma Bcex npumeceli: He Gonee 1,0% e
BIXX 1-LinaHoryaHuauH — meree 0,01%;
1-UunanoryaHnand: He 6onee 0,02% EauHuuHas
- Mpumecy EAVHNHHOR HEUAGHTUULIMPOBAHHO | HenpeHTUDULMPOBaHHAR MPUMECh
MeT(hopMHl-la npumMmecH. He Bonee 0,] %o . — He 06Hapy}|(e|.|a:
ruapoXnopNaa Cymma Bcex npumecei: He Gonee 0,6% Cymma BCex npuMecen — MeHee
rX 0,05%
366-98 — He 6onee 0,2% 366-98 — meHee 0,1%
OpHopogHOCTL

[O3NPOBaAHHBLIX
eauHuL

Bungarnuntud — BOXX
MeTdommHa rugpoxnopua - Metoa

BungarnuntuH: AV = 2,0
MeTtdomunHa rugpoxnopua:

Uniformity of Bapuaumn macc .
dosage AV <150 AV=18
units
BIXX
[+] 0,
O RMIECTRONHGE SaTﬂa?-g EH/;r c,)u‘c:)o 1 35};(2 fu:nn,uarnmnmn-la oT
onpeaeneHue el 101.2%
Assay 5 :
BryTpeHHuit npenen Ha Bbinyck (IRL): He
7 |~ PeREcMTRUH MeHee 97,9%  BunNparnunTMHa  OT
3afBNIEHHOTO COAEepXaHus
- MeTdhopmunHa e
% Or 950% po 1050% wmetcopmuna | 101,2%
rugpoxnopug
rMapoxnopuaa oT 3asBNEHHOrO COAEPKaHWA.
8 YnakoBka Mo 6 Tabnetok B 6Gnuctep MA/ANMBX v quli;?lgg?ﬁxaigﬂﬂfweepaoﬁ
Packing aniMuHueBon onbru.

doneru. Mo 5 BnucTepos BMecTe ¢
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AHanUTWYECKWUI NACNOPT HA TOTOBYIO NPOAYKLMIO

MNULEH3NA Ha OCYLLIECTBIEHWE NPOV3BOACTBA NeKapCTBEHHLIX cpeacts Ne00153-11C

000 "HoeapTuc Hesa"
Poccun, Cankr-MNMeTepbypr,
[Nopora B KameHky, .40, kopn. 3, nutepa A

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

KoHTpornk kadyectsa
Quality Control

Homep nacnopra: Bepcua:1.0

Cem'ﬁcge numberp 4-864-1025 Vergfon

Ne MokasaTene* MeTtoga ucnwitaHuil [ TpeGosaHue PesynbTar

3 Parameters Analytical method / Requirement Result

Mo 5 6nucTepos BMECTE C NNCTKOM- NUCTKOM-BKNaAbILLEM B KAPTOHHYIO
BKNaAbILIEM B KAPTOHHYIO NaudKy. nauky. NMpucyTcTBYET KOHTPONb
[HonyckaeTca Hanuyue KOHTpona Nepsoro NepBoro BCKPbITUSA.
BCKPLITUA.
MepBuYHas BHYTPEHHARA YNAKOBKa MepeuuHan BHYTPEHHASA
Ha Bnucrepe ykasblBaeTcs: ynakoBka
1. Toprosoe HauMeHoBaHWe npenapara c Ha 6nuctepe ykasaHo:
npeaynpeauTenbHoi Mapknposkon ® 1. ToproBoe HavmeHoBaHwe
2. MexayHapogHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTensHon
HavmMeHoBaHue (aybnupyerca Ha MapKupoBkoin ®
aHrMUACKOM ABbIKE) 2. MexpyHapogHoe
3. MloroTun gepxarens perucTpauuoHHoro HenaTeHTOBaHHOE HanMeHoBaHMe
YAOCTOBEPEHUS (Ha aHINUIACKOM A3bIKE) (ayBnupyeTCa Ha aHrIRCKoM
4. llekapcTBeHHas dopma A3bIKE)
5. Joanposka 3. loroTun gepxarens
6. Homep cepun perucTpaLmnoHHoro y40cToBepeHna
7. JaTa ncreveHus cpoka rogHoCTH (B (Ha aHrMUACKOM A3bIKE)
copmare: rogeH [o...) 4. NekapcTBeHHan cdopma
8. [lata npousBoAcTBa 5. foaupoeka
9. [lonyckaeTca HaHeceHne BHYTPEHHMX 6. Homep cepun
yNaKoBOUHbLIX KOAOB KomnaHuu. B cnyvae 7. [laTa ncredeHns cpoka roaHocTu
npoussoAcTea Ha nnowaake 000 (B dhopmarte: roaeH Ao...)
«HoeapTuc Hepa» Ha BnucTepe ykasbiBaroT 8. aTta npou3BoOACTBA He yKasaHa
TOMNbLKO NepemMeHHble AaHHble 6e3 ykasaHus 9.BHyTpeHHMUe ynakoBoYHbIe koAbl
npeduKkcoB HoMepa cepun 1 gatel KOMMaHWW OTCYTCTBYIOT.

9 MapkupoBKa OKOHYaHWA CpoOKa roAHOCTH. Ha 6nuctepe ans Homepa cepun 1

Labelling [aTa npon3BoACTBa HE YKa3LIBAETCA. AaTbl OKOHYaHUA CpoKa rogHoOCTK

BTopuuHas ynakoBKa (KapTOHHasA nayka)
Ha kapToHHOI Nayke yKasbiBaercs.

1. ToproBoe HaumeHoBaHue npenapara ¢
npeaynpeanTenbHoii Mapknposkon ®

2. MexayHapogHoe HenaTteHToBaHHOoe
HaumeHoBaHue (oybnupyeTcs Ha
aHrAWIACKOM A3bIKe)

3. NoroTun gepxartens perncTpaunoHHoro
YAOCTOBEPEHUS (Ha AHINIMIACKOM A3bIKE)

4. HanmeHoBaHKWe aepxarens
perucTpaunoHHOro YA0CTOBEPEHNUA W
NPOM3BOAUTENA NeKapcTBEHHOro Npenapara
(BBINYCKAOWNIA KOHTPOSb KavecTsa)

5. Agpec (cTpaHa) Aepxatens
perncTpaunoHHOro yaoCTOBEPEHNS 1
npou3BOANTENA NEKAPCTBEHHOro Npenapata
(BbINYCKAIOLLMIA KOHTPOIb Ka4ecTBa)

6. lNekapcTBeHHasa cdopma

7. Ho3npoeka

8. KonuuyecTBo NekapcTBEHHOrO nNpenapara B
ynakoBke

yKasaHb! TOMBKO NepeMeHHbIe
AaHHble 6e3 ykazaHns npedvKcos .
[ata npon3BoAcTBa HE yKasaHa.
BropuyHas ynakoBKa (KapToHHas!
nadka)

Ha kapToHHO Na4ke ykasaHo:

1. ToproBoe HaumeHosaHue
npenapara ¢ npeaynpeanTensHon
MapKupoBKoin ®

2. MexpgyHapogHoe
HenaTeHTOBaHHOE HauMeHoBaHue
(ay6nupyeTca Ha aHrMUACKOM
A3blKe)

3. Norotun pepxarensa
perucTpaumnoHHOro YAoCToBEPEHA
(Ha aHFNMIACKOM A3LIKE)

4, HanmeHoBaHue gepxarens
perncTpaunoHHOro yaoCTOBEPEHMS
1 NPOU3BOANTENS NEKAPCTBEHHOIO
npenapara (BbinycKaLmi
KOHTPOIb Ka4ecTBa)
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AHanuTMYeCcKMii NacnopT Ha FOTOBYIO NPOAYKLMIO

NuueHans Ha ocyLUecTBNeHWe NPOM3BOACTEA NeKkapcTBeHHbIX cpeacts Ne00153-NC

000 "Hoeaptuc Hesa"
Poccua, Caukr-Netepbypr,
Hopora B KameHky, 1.40, kopn. 3, nutepa A

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

KOHTpOJ'!b Kayectea

Quality Control
Homep nacnopra: Bepcua:1.0
Certificate number 4:864-1020 Version
Ne " Mokasatens* MeTtoa ucnkitaHuii / TpeGoanue Pesynbrar
Parameters Analytical method / Requirement Resuit

9. HaumeHoBaHUA 1 cogepxaHva
[OencTBYIOWMX BELLECTB

10. Ycnoeus xpaHeHus

11. NMyTb BBEAEHUA

12. Ycnoeus otnycka

13. MpegynpeauTenbHble Hagnucu: «Cnocob
NPUMEHEHWA: CM. NUCTOK-BKNAABILLY,
«XpaHUTb B HEAOCTYNHOM ANs AeTeil mecTe»
14. Homep cepumn

15. llata nponasoacTBa

16. [laTta ncreyeHus cpok roagHocTu (B
copmaTe: rogeH no...)

17. Wrpux-kog

18. [lonyckaeTca HaHeceHWe BHYTPEHH WX
ynaKoBOYHbIX koA0B [lononHUTENLHO MOryT
6bITh HAaHECEHbI CpeaCcTBa UAeHTUDKUKALMN
ANA MOHUTOPWHIa ABWXEHUA NEKapCTBEHHbBIX
npenaparTos OT NPoWU3BoAMTENS A0
KOHeYHoro notpebutens (HaHeceHue
BO3MOXHO C MCMONb30BaHWEM CTUKEPA).

5. Agpec (cTpaHa) aepxatens
pervcTpaLnoHHOro yaoCToBEpEeHNA
W NPOU3BOANTENSA NEKAPCTBEHHOIO
npenapara (BbINyCKatoLLmWia
KOHTpOnb Ka4ecTea)

6. llexapcTBeHHas chopma

7. Oosmposka

8. KonnyecTeo nekapCcTBEHHOro
npenapara B ynakoBke

9. HaumeHoBaHUA 1 coaepXaHus
DeACTBYIOLWMX BELLECTB

10. Ycnoeus xpaHeHus

11. MNyTb BBEQEHNSA

12. Ycnosusa otnycka

13. NpeaynpeauTensHble Haanucw:
«Cnocob npumeHeHus: CM. NIMCTOK-
BKNAAbIWY, «XpPaHUTL B
HEeAoCTYNHOM ANA AETENR MECTe»
14. Homep cepun

15. [lata npoussogcTea

16. ata ucteveHns cpok rogHoCTH
(s chopmarte: roaeH go...)

17. Wrpux-koq

18. HaHeceHk! BHyTpeHHWe
ynakosquble Koabl.
HononHWTenbHo HaHeceHs.I
cpeacTea uaeHTurkaummn ons
MOHWUTOPWHIa ABVKEHWNSA
nekapcTBeHHbIX NpenapaTos oT
npou3BoAUTENSA 40 KOHEYHOro
notpeburtens (6ea Mcnons3oBaHWA
CTUKepa).

XpaHeHune
10
Storage

Mpw TemnepaType He Boiwe 30°C.

Cpok rogHocTh
(MepuognyHoOCTL
11 | koHTpoOns)

Shelf life (Frequency
of control)

2roga

2 ropa (30.09.2027)

* - MNokasarens «MHKPOGMOHOI’H‘-IQCKGQ HYWCTOTa» He ABNAETCA PYTUHHBIM METOAOM aHanwnia  MOXET OTCYTCTEOBATL B

nacnopTe KoMnaHuu,
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AHanuTUYeCKWi NacrnopT Ha roTOBYHO NPOAYKLMIO

NMuueHswa Ha ocylecTeNeHne NPOU3BOACTBA NekapcTBeHHbIX cpeacts Ne00153-1C 000 "Hosaptuc Hesa"
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Quality Control
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Certificate number 4-864-1025 Version
3. 3AKNKOYEHUE
CONCLUSION

NekapcTBeHHbIn Npenapar ManByc MeT®, TabneTku NokpeITbie NneHouHoi o6onoukoi, 50 Mr +.1000 mr Ne30,

Homep cepun PV72251025 cooTtBeTcTByeT TpeboBaHMAM HOPMaTUBHOW AOKYMEHTaUUuFH A «(Pi- 4
RU)-200524 Nansyc MeT®, TabneTku nokpbiThie nneHouHon obonoykoit 50 mr + 50 /mr/Bﬁ'fESU*MC\ & ‘IG’QO

mr Mogyne Mapkupogka JIM-Ne(001986)-(PIr'-RU)-270723. % 2 /
4 7.
Crapwwuia  cneuwanuct  no - ?‘
Yreepaun KOHTPOMIO KaYecTBa Anekcees B.0O. s VE VO 5
Approved by w3
Aonwrocte (Position) OO (Full name) z Vv I 3 -‘: S Aonature)
T
Version Description of change g
(Bepcus) (OnucaHne nameHeHwin)
1.0 HoBbliA nacnopT
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