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AHanUTUYeCKUI NAcNOPT Ha rOTOBY D NPOAYKLUMIO
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Ko HTPOSb Ka4yecTea

Quality Control

Homep nacnopra:
Certificate number

4-785-0925

Bepcuna:1.0
Version

1. OBLWAA MH®OPMALIUA
GENERAL INFORMATION

HaumeHoBaHue npoaykumum:
Product Name

laneyc MeT® TabneTku, NOKPLITHIE NNEHOMHOW 0BONOYKOA,

50 mr + 1000 mr Ne30

MpoBepeHo Ha COOTBETCTBME C:

Checked against

NN-Ne(001986)-(PI-RU)-200524 TanByc MeT®,

TabneTku NOoKpbITbIE

nneHoyHoi o6onoykor 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
Mapkuposka J1M-Ne(001986)-(PIr-RU)-270723
Cneundmkaums kayectea Ha Maneyc MeTt®, TabneTku NoKpbITbiE NNEHOYHOM
obonoukoii 50 mr + 1000 mr Ne 30 SPEC _FDF 00080126, Bepcus: 17.0

BHyTpeHHWUIA Ko Homep cepun
HepacdpacoBaHHOM Npoaykuuu: | 42027187 HepacacosaHHon npogykumn PT7579
Product Code Bulk Batch Number Bulk
BHyTpeHHWA koA YnakoBaHHOMN Homep cepuu ynakoBaHHOWM
NPOAYKUNK; 44068551 npoayKumu: PU21800925
Product Code FDF Batch Number FDF
Ta NPOU3BOLCTBA:
ﬂ:nufacfl:ﬁng Datéq 05.09.2025
; Pasamep cepun 3a BbIYETOM
:;gr;fecep"“' 5913 yn. npo6: 5904 yn.
Batch size without samples
2. NMONYYEHHBLIE PE3YINbTATDI
TEST RESULTS
Ne Mokaszartenk* Metoa ucneitanuii / TpeboaHne PesynbTar
Parameters Analytical method / Requirement Result
BusyanbHbiii OearnbHble TabneTkn co
OBanbHble TabneTkn co CKOLEHHbIMM CKOLUEHHBLIMW  KPasMK, MOKPbIThIE
., Kpasimu, NOKPbITbIE NNeHoYHON 060onoYKoin nreHoYHon  060NoYKoN TemHo-
| o o—— TEMHO-XXENTOro C CepoBaThbiM OTTEHKOM XEnToro ¢ CepoBaThiM OTTEHKOM
useta. Ha ogHoi cTopoHe TabneTkm useTa. Ha ogHoli cTopoHe TabneTku
mapkuposka «NVR», Ha Apyroi cTopoHe — mMapkupoBka «NVR», Ha Agpyroi
«FLO». cTopoHe — «FLO».
B3XKX
Mpenruchusauun | EEn YaepHBDUY corcaoro i v
fdgggggfﬁﬂﬁ,r - [OMKHO COOTBETCTBOBaTL BPEMEHU Coaraarcryet
yAEPKUBAHUA NUKA BUNJArNUNTMHA HA
2 XpoMaTrorpamme cTaHAapTHOro pacTsopa.
B3»KX
Bpemsa yaepxvBaHna OCHOBHOrO nuka Ha
- MeTcopmuHa Xpomarorpamme ucnbiTyemoro pacrsopa 3
rmapoxnopug, [OMKHO COOTBETCTBOBATL BPEMEHN Cooreetcrayer
yaepxuBaHua nuka meTdopmMuHa Ha
XpomMarorpamMmmecTaHAapTHoOro pacTeopa.
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NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTUYecKun nacnopT Ha roToBy NPogyKUUIO

JnueHsns Ha ocywecTeneHne NPOM3BOACTEA NEKApCTBEHHLIX cpeacTs NeQ0153-NC

000 "HoeapTtuc Hesa"
Poccus, Cankr-TMetepbypr,
Dopora B Kamenky, .40, kopn. 3, nutepa A

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

KoHTponk kadecTBa

Quality Control
Homep nacnopra: _7an_ Bepcua:1.0
Certificate number 4-785-0925 Version
Ne Noxaszarens* MeTvog ucneitanuii / TpeGoBaHue PesynbTar
i Parameters Analytical method / Requirement Result
BIXKX "
He meHee 80% (Q) ot 3asBneHHoro ;20 % f,:,r szar?qi:e::oerg gg'ﬁfﬁ T”H
p . cogepxaHua BungarnunTuHa yepes 30 o P VT,
3 acTBOpeHUe MUHYT
i i 101% OT 3asBNEHHOro cogepKaHua
Dissolution He meHee 80% (Q) oT 3asiBneHHoro MeTC;OPM“Ha mﬂpoxnopp?,qe?qepes
coAepxaHusa meTdopMUHa ruapoxnopuraa .
yepes 30 MUHYT. y
Boga Metoa K. ®uwepa i
& He Gonee 1,0%, 0.4%
BOXKX o/
202-01 (amug): He Gonee 0,5% ggg-g:‘l :322%?:2'1;:;.%'
Mpumecn 209-01 (UMKNMYECKUIA aMUanH): Py f
5 207-01 — He oBHapyxeHa;
Related He Bonee 0,2% EAvHIuHas
substances- 207-01 (avkeTonunepasuH): HEWOEHTU(MNLMPOBaHHAs NPUMECh
Mpumecn He Gonee 0,2% iy 06Hapy::il-|3a‘ p
BungarnunTtuHa EAVHWYHON HeMAeHTUULMPOBAHHO : _—
npumecy: He Gonee 0,2% (Ol)qi:;nna BCEX MnpuMeceil — MeHee
5 Cymma Bcex npumeceii: He Gonee 1,0% e
BOXX 1-LinaroryaHuanH — 0,01%;
1-LinaHoryaHuguH: He 6onee 0,02% EauHuyHas
- Mpumecy EaAvHudHoi HEUACHTU(VLMPOBAHHOM | HepaeHTUUUMPOBAHHAS NpUMech
MeTchopmuHa npumecu: He Gonee 0,]% , ~ He 0BHapyXeHa;
ruapoxnopuaa Cymma scex npumecei: He Gonee 0,6% Cym:na BCEX MpuMeceil — MmeHee
rX 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OpHopogHOCTL
[003MPOBaHHbLIX BungarnunTid — BOXKX . .
g | GAnHMY MeTcbomuHa ruapoxnopus - MeToq Eﬂgﬂ'?bai;‘;:ggm&u?\ojxn;fm'
Uniformity of Bapnauun macc AV =07 '
dosage AV =150 !
units
B3MXX
Ot 95,0% po 105,0% ewungarnunTUHa oOT
KonuuecTBeHHoe '
onpeaeneHne 3aABMneHHOro cogepxaHus 5.0
Assay ” . i
= e— BHyTpeHHU# npeaen Ha Bbinyck (IRL): He
7 na mMeHee 97,9% BUNAarnunTuHa oT
3asiBNTEHHOro cogepxaHus
B3XX
= bsTgGpAIES Or 950% @m0 1050% MmeTchopmuma | 100,3%
rmapoxnopua
rnapoxnopuaa oT 3asBNeHHOro CoAepXKaHUs.
YnakoBka Mo 6 Tabnerok B Gnuctep MNA/AN/TBX 1 Mo 8 Tanerok s Grmcrep 5
6 Packin antoMUHNEBOIN onbrn IAVFITITIBA M ansomiHmeBOd
9 ’ ¢onbru. Mo 5 Bnncrepos BmecTe ¢
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NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTuveckuin nacnopT Ha roToBYH NPOAYKLKWID

JlueHanna Ha ocylecTBNeHWe NPOM3BOACTBA NeKkapcTBEHHbIX cpeacTe Ne00153-NC

000 "HoeapTuc Hesa"
Poceus, Cankr-MeTepbypr,
Hopora 8 KameHky, A4.40, kopn. 3, nutepa A

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

KOHTpOJ'Ib KavyecTea
Quality Control

Homep nacnopra: Bepcus:1.0

Cediﬁcapre numberp 4-186-tnn Vergion

Ne MokazaTenn* MeTog ucnkitanuil / Tpe6oBaHue PesynsTtat

Parameters Analytical method / Requirement Result
Mo 5 6nvcTepos BMeCTe ¢ NUCTKOM- NNCTKOM-BKNAaAbILLEM B KAPTOHHYIO
BKNaAbILLIEM B KAPTOHHYH Nauky. nadky. MpucyTcTByeT KOHTpONb
HonyckaeTca Hannyve KOHTPons Nepeoro Nepsoro BCKPbITUA.
BCKPbITUS.
MNepBuYHan BHYTPeHHAN ynaKkoBKa MNepBu4Has BHYTPeHHARA
Ha 6nuctepe ykassiBaeTcs: ynakoBka
1. Toproeoe HauMeHoBaHWe npenaparta ¢ Ha BnucTtepe ykasaHo:
npegynpeavTensHoin Mmapkmposkoin ® 1. Toprosoe HaumeHoBaHue
2. MexayHapoaHOe HenaTeHTOBaHHOe npenapara ¢ npeaynpeauTenbHo
HavmeHoBaHwe (AyGnupyeTcs Ha MapkupoBkoii ®
aHrMUACKOM S3bIKE) 2. MexayHapogHoe
3. lloroTun gepxaTtens perucTpaunoHHoro HenaTeHToBaHHOe HauMeHoBaHue
YAOCTOBEPEHNA (Ha aHIMUACKOM A3bIKe) (ayBnupyeTcs Ha aHrMIACKOM
4. [lekapcTBeHHas opma A3bIKE)
5. [loavposka 3. Nlorotun pepxarens
6. Homep cepumn perncTpaunoHHOro y0CTOBEPEHNA
7. [aTa ucteyeHuns cpoka rogHocTu (B (Ha aHrnURCKOM S3bIKe)
chopmare: rogeH fo...) 4, lekapcTBeHHasn hopma
8. Jata nponssoacTea 5. floaupoeka
9. [lonyckaeTca HaHeCeHWe BHYTPEeHHWX 6. Homep cepum
ynakoBOYHbIX KOAOB KoMnaHwuu. B cnyvyae 7. [Jata ncredeHuns cpoka rogHocTK
nponssoAcTea Ha nnowagke OO0 (B dpopmare: roaeH 8o...)
«HoBapTtuc Hesa» Ha 6nucTtepe ykaseiatoT | 8. [laTa npomsBoAcTBa He yKasaHa
TOMNbLKO NepeMeHHble AaHHble §e3 ykasaHus 9.BHyTpeHHWe ynakoBoYHbIE KOABI
npeduKcoB HoMepa cepui 1 AaThbl KOMMaHWK OTCYTCTBYIOT.
9 MapkupoBka OKOHYaHWA CPOKa roJHOCTH. Ha 6nucrepe ans Homepa cepum 1
Labelling [arta npousBoacTBa He yKa3bIBaeTCH. AaTbl OKOHYaHWUA CpoKa rogHoCTH

BTropuyHas ynakoBKa (KapTOHHAs nauka)
Ha kapToHHOW nadke ykasblBaeTcs:

1. Toproeoe HaumeHoBaHue npenapara ¢
npeaynpeauTensHon MapkupoBkoi ®

2. MexxayHapogHoe HenaTeHToBaHHoe
HanmeHoBaHue (gybnupyerca Ha
aHrnuACKoM A3bIke)

3. lNoroTun aepxarens perncTpauuoHHOro
YAOCTOBEPEHWS (Ha aHrMIACKOM S3bIKe)

4. HaumeHoBaHWe aepxarens
perncTpauUMoHHOro yA0CTOBEPEHUA 1
NPOon3BOAUTENSA NEKapCTBEHHOro npenaparta
(BbINYCKAIOLLWIA KOHTPOIb KayecTBa)

5. Aapec (cTpaHa) pepxartens
permcTpaunoHHOro y40CTOBEPEHUA 1
NPoON3BOAUTENA NeKapCcTBEHHOro npenaparta
(BbINYCKAOWMWIA KOHTPONb KavecTea)

6. lekapcTeeHHan hopma

7. Doanpoeka

8. KonuyecTBo nekapcTeeHHOro npenapara B
yNakoBke

yKa3saHbl TONBKO NepeMeHHble
AaHHble 6e3 ykasaHus npedukcos .
[aTa npou3sBoacTBa He ykasaHa.
BropuyHas ynakoBka (kapToHHas
nadka)

Ha kapToHHOI nayke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npedynpeavTensHon
MapKupoBKon ®

2. MexayHapogHoe
HenaTteHToBaHHOE HauMeHOoBaHue
(ayBnupyeTca Ha aHrnuiickom
SI3bIKE)

3. NNoroTun pepxarens
perncTpaumnoHHOro y40CTOBEPEHNS
(Ha aHrnUcKoM si3bike)

4. HaumeHoBaHve fepxarens
perucTpaunoHHOro y40CTOBEPEHNS
1 NPON3BOAWNTENSA NEKAPCTBEHHOrO
npenaparta (BbiNycKaoLwnii
KOHTpONb KayecTea)
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NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTU4ecKui NacnopT Ha rOTOBYH NPOAYKLMUIO

lnueHana Ha ocyuecTeneHve NPOM3BOACTEA NEKAPCTBEHHLIX cpeacTs Ne00153-NC

000 "HoeapTiic Hesa"
Poceun, Canur-MNetepbypr,
Hopora B Kamenky, 4.40, kopn. 3, nutepa A

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

KoHTponk kavecTea

Quality Control
Homep nacnopra: Bepcua:1.0
Csmﬁca'::e numberp 4-785:0825 Vergfon
Ne Nokasarenw* MeTton ucnbitanuin / TpeGosaHue Pesynbtar
Parameters Analytical method / Requirement Result
9. HaumeHoBaHua U coaepxaHna 5. Agpec (cTpaHa) gepxarens
AefCTBYIOLMX BELLECTB perncTpaLmnoHHOro yaoCcToBEpeHns
10. Ycnosus xpaHeHus ¥ NPOU3BOAWNTENS NEKAPCTBEHHOIO
11. MyTb BBEgEHUA npenapara (BbinycKakLwmii
12. Yenosusi oTnycka KOHTPOIMb Ka4yecTea)
13. MpeaynpeautensHele Hagnuck: «Cnocob | 6. JlekapcTeeHHas chopma
NPUMEHEHUA: CM. NUCTOK-BKNaabILL», 7. Josupoeka
«XpaHuTb B HEAOCTYNHOM Ans AeTei mecTe» | 8. KonnyecTso NeKapCTBEHHOro
14. Homep cepun npenapara B ynakoeke
15. [lata nponseopacTea 8. HavmeHoBaHusa 1 cogepxaHus
16. [lata ucteveHus cpok rogHocTu (B OEeNCTBYIOWNX BELLECTB
topmare: rogeH fo...) 10. YenoBust xpaHeHus
17. Wtpux-kog 11. MNyTb BBEAEHWA
18. [lonyckaeTca HaHeceHne BHYTPEHHMX 12. YcnoBus otnycka
yNakoBO4YHbIX KOA0B JONONHUTENEHO MOTYT 13. MpepynpeauTenbHble HaANUCK:
BbITb HaHECEHbI CpeacTBa NAeHTUDUKALMMA «Cnocob npyMeHeHWs: CM. NINCTOK-
ANA MOHWTOPUWHIa ABWKEHWURA NEKAPCTBEHHBIX | BKNaAbIWy, «XpaHuTs B
npenaparos OT NPOM3BOAUTENS 40 HeAoCTYNHOM ANA AeTel MecTe»
KOHe4YHoro notpebuTens (HaHeceHne 14. Homep cepum
BO3MOXHO C UCMOMb30BaHnem cTukepa). 15. [aTta npoussogctea
16. [laTa ucTeyeHus cpok rogHocTu
(B dbopmare: roaeH Ao...)
17. WTpux-koa
18. HaHeceHbl BHyTpeHHue
YNakoBOYHbIE KOAbI.
[ononHWTenbHo HaHeceH.l
cpeacTea uaeHTudmKaumm ana
MOHUTOPWHra ABWKEHUA
neKkapcTBeHHbIX NpenapaTos oT
Npou3BOAUTENS A0 KOHEYHOrO
notpebutens (6es ucnonbaoBaHms
CTukepa).
10 égf:g‘:""e [Npu Temnepatype He Bbiwe 30°C.
Cpok rogHocTH
(MepuognuHoOCTL
11 | koHTpons) 2 roga 2 roga (31.08.2027)
Shelf life (Frequency
of control)

* - Mokasartent «Mukpobuonoryeckas YNCTOTa» He ABMSETCA PYTUHHLIM METOAOM aHaNU3a 1 MOXeT OTCYTCTBOBAaThL B

nacnopTe KomMnaHun.
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NOVARTIS e e &
Form to SOP-8013721 T
AHanuTn4eckui NacnopT Ha roToByH npoAykuuio

NuuerHana Ha ocyllecTBNEHNe NPOM3BOACTBA NekapcTBeHHbIX cpeacTs Ne00153-NC 000 "Hoesaptuc Hesa"
Poceua, Cankr-TeTtep6bypr,
fopora B KameHky, 4.40, kopn. 3, nutepa A

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

KoHTporb kavecTea

Quality Control
Homep nacnopra: _7eE. Bepcus:1.0
Certificate number 4-785-0925 Version
3. 3AKMIOYEHUE
CONCLUSION

INexapcTseHHbI npenapat Mansyc Met®, TabneTku nokpbITbie NneHouHo 06onoukoi, 50 Mr + 1000 mr N30,
Homep cepun PU21800925 cooTseTcTByeT TpeGoBaHUAM HOpMATUBHOM AokymeHTaLmn JIM-Ne(001986)-(Pr-
RU)-200524 "ansyc Met®, TabneTtku nokpbITbie NneHouHol o6onoykoi 50 mr + 500 mr, 50 + 850 mr, 50 + 10

mr Moayne Mapkupoeka J1M-Neg(001986)-(PI-RU)-270723. 7.
Crapwwii  crneuuanucT  no
Yreepaun Anekcees B.0. + v 2 oBos
Aexitund by KOHTPOMIO Ka4yecTBa o3 \¢
HomsHocts (Position) DO (Full name) Hara (Date) ! .r_'l'-ul.r Laignature)
Version Description of change \
(Bepcus) (OnucaHue nameHeHun)
1.0 HoBwlin nacnopt
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