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Version

1. OBLWAA UHOOPMALIUA
GENERAL INFORMATION

HaumeHoeaHue npoaykumu:

Product Name

50 mr + 1000 mr Ne30

laneyc MeT® TabneTku, NOKpLITHIE MAEHOYHO 060noYKON,

MpoBepeHo Ha COOTBETCTEME C:

Checked against

nnexovHon obonoukor 50 mr + 500 wr,

JIN-Ne(001986)-(Pr-RU)-200524 Tansyc MeT®, TabneTku

MOKpbITbIE
50 + 850 mr, 50 + 1000 mr Mogyne

Mapkuposka J1M-Ne(001986)-(PI-RU)-270723
Cneundukaums kavecTsa Ha ansyc MeTt®, TabneTku NOKPbIThLIE NNEHOYHOMN
o6osnoukoii 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, Bepcus: 17.0

BHyTpeHHui Kog Homep cepum
HepacdpacoBaHHoI npoaykumn: | 42027187 HepaccacoBaHHOI npoaykuuy PUB676
Product Code Bulk Batch Number Bulk
BHYTpeHHUM Kog ynakoBaHHOW Homep cepumn ynakoBaHHON
npogyKuuu; 44068551 npoayKunu: PV46871025
Product Code FDF Batch Number FDF
Ta NPoOU3BOMACTEA:
ﬂ:nufacflzﬁng Dare": 04.10.2025
; Pasmep cepwmu 3a BbIYETOM
B"““QP cophn; 5891 yn. npo6: i 5882 yn.
afch Size :
Batch size without samples
2. NONYYEHHLIE PE3YNbTATHI
TEST RESULTS
No Mokazarens* MeTtoa ucnbitanui / Tpebosanue Pezynerar
Parameters Analytical method / Requirement Result
BuayanbHsbilia OsanbkHble TabneTtkn co
OeanbHble TabneTkn co CKOLEHHbIMW CKOLUEHHBIMW  KpasMK, MNOKpPbITbIe
o Kpaamu, NOKpbITbIe NNEHOYHON 060onoYKoi nneHouyHoi  oB6onoyko  TemMHo-
1 A,;}:lgf:n'lﬁ TEMHO-XENTOro C CEPOBaTLIM OTTEHKOM KENTOro C CepoBaTblM OTTEHKOM
ueeta. Ha oaHoi cTopoHe TabneTku useTa. Ha ogHoli cTopoHe TabneTku
mMapkupoeka «NVR», Ha Apyroi cTopoHe — mapkupoka «NVR», Ha gpyroit
«FLO», CTOPOHE — «FLO».
B3XX
WaeHTudbuKkauus Bpems yaepkuBaHns 0OCHOBHOTO Nuka Ha
Identitication XpomartorpaMmme ucneITyemoro pacteopa 1 Coorsercrayer
- BUNAArAMATUH AOMKHO COOTBETCTBOBATL BpEMEHN
yaepXKnBaHua nuka BUNAarnunTuHa Ha
2 XpomartorpaMme CTaHaapTHOro pacTeopa.
BOXX
Bpems yaepxuBaHna oCHOBHOrO nuka Ha
- MeTchopmuHa XpomartorpaMmme UCMbITYyeMoro pacteopa 3 CooTsercrayer
rmapoxnopua HAOMKHO COOTBETCTBOBATL BpEMEHM
yAepXuBaHna nuka metTchopMuHa Ha
XpomarorpaMmecTaHgapTHOro pacTeopa.
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AHanuTu4eckni Nacnoprt Ha roTORYIO NPOAYKLIUIO

NuueHawa Ha ocywecTBneHre NPOM3BOACTBA NEKAPCTBEHHbIX cpeacTs Ne00153-NC
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Poccua, Cankr-MNetepbypr,
Jdopora B Kamerky, 4.40, kopn. 3, nutepa A
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KoHTponk kavecTsa

Quality Control
Homep nacnopra: Ay Bepcus:1.0
Certificate number 4-852-1025 Version
Ne MokaszaTens* MeTtoa ucnwoitanunii / Tpebosanue Pesynbrar
i Parameters Analytical method / Requirement Result
BIMX i 98% OT 3asMBMEHHOIO COAEPKaHWUS
He meHee 80% (Q) oT 3asBneHHoro BUNAATTMITIHE Yepes 30 MAHYT:
coaepaHus BungarnvnTHa vepes 30 A P h
3 chmopeﬂne MUHYT —
Dissolution He menee 80% (Q) oT sasBneHHoro b q)ooT iﬂa::;s: Hog‘;;;SHEP:{j:”: A
coAepxaHus meTopmMuHa ruapoxnopuaa 30 m MHPT Ap Pinaa Hep
yepe3 30 MUHYT. y
Boaa MeTog K. ®uwepa i
4 Water He 6onee 1,0%. 0.3%
B3XX o/
20201 (amug): He Gonee 0,5% ot e e s D
MNpumecn 209-01 (UMKNNHECKIA aMUaUH): 207-01 — He 06K ag imeHa"
Related He Bonee 0,2% EaiHysman '
%ubsfan ces- iggg;ég%“g:;fnmepaw”)' HEVAEHTUPUUMPOBAHHAA NpUMECh
puMecH ok . — He oBHapyxeHa;
BungarnunrtuHa EAVHUYHON HenaeHTNULMPOBAHHOM ! .
npumeck: He Gonee 0.2% gyit}ma BCEX npuMecei MeHee
5 Cymma Bcex npumeceii; He 6onee 1,0% A
BOXX 1-Linaroryanugut — 0,01%;
1-UmnaHoryaHuauH: He Gonee 0,02% EQuHUdHas
- Mpumecu EpuniHodn HEMACHTUDVLIMPOBAHHON | HeypeHTUDULMPOBaHHAS NpUMECh
MeTchopmuHa npumeck: He bonee 0,] % 5 — He OGHapymeHa;
ruapoxsnopuaa Cymma scex npumeceii: He Gonee 0,6% Cymma BCex npumeceii — meHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — menee 0,1%
OgHopogHOCTL
A03MPOBaHHbLIX BungarnuntuH — BaXX ’ 5
6 | eAnHny MeTdomuHa rugpoxnopus - MeToa hBﬂpé]:fbac:;ﬂ:;H:‘ﬁ A\éx ng'i :
Uniformity of Bapuauum macc AV =16 Ap PUA;
dosage AV =150 ’
units
B3XKX
Ot 95,0% po 105,0% eungarnunTuHa ot
KonuyecTBeHHOe :
onpeeneHiue 3asBNEHHOro coaepaHus g
Assay . '
i BHyTpeHHui npenen Ha Bbinyck (IRL): He
7 BunaarnunTin MeHee  97,9%  BMNgarnunTMHa  OT
3aABJIEHHOTO cofepPXaHNA
B3XX
= Mardhapmiia Or 950% pmo 1050% meTchopmuHa | 98.7%
rmapoxnopua
rMapoxnopuaa oT 3asBIIEHHOrO COAEPXaHuUs.
8 Ynakoeka Mo 6 TabneTok B 6nuctep MA/AN/TBX 1 Hgﬁ\;?l‘? S;Tszilg;ﬁmeepsoﬁ
Packing anomMnH1eBon gonbri.

donbru. MNo 5 Bnuctepos BmecTe ¢
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Cerﬁﬁc;?e numberp 4001025 Vergr‘on

Ne Mokasarens* MeTopn ucnbitanui / TpeGosatue Peaynorar

A Parameters Analytical method / Requirement Result
Mo 5 6nucTepoB BMECTe ¢ NUCTKOM- NUCTKOM-BKNAAbILLEM B KAPTOHHYHO
BKNafbllem B KAPTOHHYIO Nayky. nauky. MpucyTcTByeT KOHTPONb
[LonyckaeTca Hannuve KOHTPONSA NeEpBoro NepBoro BCKPbITUSA.
BCKPBITUS.
MNepBU4Has BHYTPEeHHAN yrakoBKa MepBUYHas BHYTPEHHASN
Ha 6nucrepe ykasbiBaeTca: ynakoBka
1. ToproBoe HaumMeHOBaHUWe Npenapara ¢ Ha 6nucrepe ykazaHo:
npeaynpeauTensHon MapkupoBkol ® 1. Toprosoe HanmeHoBaHne
2. MexgyHapoaHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTensHoi
HaumeHoBaHue (aybnupyertca Ha MapK1poBKon ®
aHrNUNCKOM A3biKke) 2. MexxayHapogHoe
3. JloroTun gepxartens perucTpaumnoHHoro HEenaTeHTOBaHHOe HanuMeHOoBaHue
YAOCTOBEPEHUA (Ha aHrNUIACKOM A3blKe) (BybnupyeTca Ha aHrnmiickom
4. IlexapcTBeHHas topma A3bIKE)
5. floaupoeka 3. Norotun pepxarens
6. Homep cepum PerucTpauymnoHHoro yaAoCToBepeHms
7. [aTta ncteveHus cpoka rogHocTH (B (Ha aHrnuiAcKkom A3bike)
cdopmate: rogeH go...) 4. NNexapcTBeHHan opma
8. [lata npoussoacTea 5. [loavpoBka
8. onyckaeTca HaHeceHne BHYTPEHHWX 6. Homep cepum
yNaKkoBO4YHbIX KOAOB KoMnaHuW. B cnyyae 7. OaTa ucreyeHns cpoka rogHocTM
npov3BoAcTBa Ha nnowaake 000 (s dhopmare: rogeH go...)
«HosapTuc HeBa» Ha 6nucrepe ykasbisaioT 8. lata npon3soacTBa He yka3aHa
TOJSIbKO NEpPEMEHHbIE AaHHble 6e3 ykasaHus 9.BHYTpeHHWe ynakoBoYHbIe Koabl
npeduKkcoB HOMepa cepuu 1 4aTbl KOMMNaHUW OTCYTCTBYIOT.
9 MapkupoBka OKOHYaHWA CpoKa rogHoCTK. Ha 6nuctepe ans Homepa cepum 1
Labelling [Hata npousBoAcTBa He ykasblBaeTcs. AaTbl OKOHYaHWS CPoKa roAHOCTI

BropuyHas ynakoBKa (kapToHHas naska)
Ha kapTOHHOI Nauke ykasbiBaeTcs:

1. Toprosoe HaMMeHoBaHWe npenapara ¢
npegynpeanTensHoi Mapkuposkoi ®

2. MexayHapogHoe HenaTeHToBaHHoe
HanmMeHoBaHue (aybnupyerca Ha
aHIMUIACKOM A3bIKe)

3. lloroTun AepxaTtens perucTpauUnuoHHOro
YAOCTOBEPEHUs (Ha aHrnuiACKoM A3blke)

4. HaumeHoBaHve gepxaTtens
perucTpaLnoHHoro yAoCTOBEPEHWA U
NPOV3BOAWUTENS NEeKapCcTBEHHOro Npenapara
(BbINYCKAIOLLWIA KOHTPONL Ka4yecTsa)

5. Agpec (cTpaHa) aepxaTens
perncTpaLoHHOro YA0CTOBEPEHINS W
NPoU3BOANTENSA NEKAPCTBEHHOIO NpenapaTa
(BbINyCKAIOLLMIA KOHTPOIL KayecTsa)

6. llekapcTBeHHasn chopma

7. Jo3vipoBka

8. KonuyecTso nekapcTBeHHOro npenaparta B
ynakoBke

yKa3aHbl TOMbKO NepeMeHHbIe
AaHHble 6e3 ykasaHua npedkcos .
[Hata npounssofcTea He ykasaHa.
BropuuHas ynakoeka (kapToHHas
navka)

Ha KapTOHHOI Nayke ykasaHo:

1. Toprosoe HaumeHoBaHWe
npenapara ¢ npegynpeauTensHon
MapKupoBKoi ®

2. MexxayHapogHoe
HenaTeHTOBaHHOE HaUMEHOoBaHWe
(aybnupyeTca Ha aHrnUiicKom
A3bIKE)

3. NoroTun gepxarens
perucTpaLuoHHOro yA0CTOBEpeHUs
(Ha aHrnuinCcKoM A3blke)

4. HaumeHoBaHue gepxartens
perncTpaLmnoHHoro yaocTosepeHus
1 NPOV3BOANTENSA NEKAPCTBEHHOIO
npenapara (BbinyckaoLni
KOHTPOIb KayecTea)
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9. HaumeHoBaHMS 1 coaepxaHus
OEWNCTBYIOLUX BELLECTB

10. Ycnosua xpaHeHus

11. MyTbL BBEASHMSA

12. Ycnosua otnycka

13. NpeaynpeauTensHbie Hagnucu: «Cnocob
NPUMEHEHURA: CM. NIUCTOK-BKNAAbILLI»,
«XpaHuTb B HEAOCTYNHOM ANSA AeTel MecTe»
14. Homep cepum

15. ata npownssoacTea

16. [laTa ucteveHus cpok rogHocTu (B
¢hopmare: rogeH fo...)

17. Wrpux-kog

18. JonyckaeTcs HaHeceHne BHYTPEHHUX
yNakoBOYHbIX KOAOB [lONONHUTENEHO MOryT
ObITb HaHeceHbl cpeacTBa uaeHTUnKaLmmn
AN MOHUTOPWHIa ABUMXEHUS NeKapCTBEHHbIX
npenapaTos OT NPOWU3BOAUTENS A0
KoHeyHoro noTpebuTens (HaHeceHue
BO3MOXHO C UCNONb30BaHUEM CTUKEPa).

5. Appec (cTpaHa) gepxarens
PerncTpaLoHHOro yA0CToBepeHns
W NPOU3BOAUTENSA NEKaPCTBEHHOIO
npenapara (BbinycKaoLWuiA
KOHTPOnb KayecTsa)

6. llekapcTeeHHas dopma

7. Doanposka

8. Konnyectso nekapcTBeHHOro
npenapara B ynakoBke

9. HaumeHoBaHuMa 1 cogepxaHus
OeNCTBYIOWNX BELLECTB

10. Ycnosusa xpaHeHus

11. MNMyTb BBEAEGHMA

12. Ycnoeus otnycka

13. MpeaynpeauTensHble Hagnucw:
«Cnocob npuMeHeHna: cM. NNCTOK-
BKNagbIlL», «XpaHuTb B
HEZOCTYNHOM AN AeTei MecTe»
14. Homep cepuun

15. flaTa npoussoacTea

16. [laTa ucteyeHus cpoK rogHoCTK
(B chopmarte: rogeH go...)

17. WTpux-kog

18. HaHeceHbl BHyTpeHHMe
ynaKoBOYHbIE KOAbI.
HononHutensHo HaHeceHbI
cpeAacTea UaeHTUGUKaUMKM 4ns
MOHUTOPUHIa ABWKEHWUA
nekapcTBEHHbIX NPenaparos oT
NpoW3BOAUTENS A0 KOHEYHOro
notpebutens (6e3 ncnonsL3oBaHuA
CTUKepa).

XpaHeHue
10
Storage

Mpwn Temnepatype He Bbiwe 30°C.

Cpok rogHocTH
(MepuopuyHoCTL
11 | koHTpons)

Shelf life (Frequency
of control)

2 ropa

2 rofa (30.09.2027)

* - MNokasatens «M nkpobuonorMyeckas YMCToTa» He ABNASTCH PYTWUHHBIM METOAOM aHanuia n MOXeT OTCYTCTBOBaTh B

nacnopTe KoMnaHwW.
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AHanutuyeckuil NacNOPT Ha rOTOBYIO NPOAYKLMIO

TluueHsua Ha ocywecTeneHne Npon3BoACTBA NEKApCTBEHHbIX cpeacTs Ne00153-N1C 000 "HoeapTuc Hepa"
Pocewa, Caunkr-NeTtepbypr,
{opora & Kameniy, 1.40, kopn. 3, nutepa A

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

KoHTponb kavectsa

Quality Control
Homep nacnopra: _aes. Bepcua:1.0
Cerlificate number 4-852-1025 Version
3. 3AKNOYEHUE
CONCLUSION

NekapcTBeHHbIi npenapat Mansyc MeT®, TaBneTku nokpbITbie NAeHo4YHo o6onoukoi, 50 Mr + 1000 mr Ne30,

Homep cepun PV46871025 cooTeeTcTRYET TpeGoBaHUAM HOPMATUBHOW ,EOKYMEHTaLI.H 986)-(Pr- /"
RU)-200524 Nansyc MeT®, TabneTkn NOKpbITbIE NNEHOYHOR 0BONOYKOM 50 Mr + 5 ke 50 + 1000
mr Moaynb Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723. N\ /

Crapwwii  cneumanuct o
Anekcees B.0O.
Yreepaun KOHTPOIIO KayecTBa
Approved by
OonwHocTe (Position) KO (Full name} ; ignature)
Version Description of change
(Bepcus) (OnucaHue nameHeHnin)
1.0 Hoesblil nacnopt
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