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KoHTponb kayecTea
Quality Control

Homep nacnopra:
Certificate number

4-987-1125 Bepcua:1.0

Version

1. OBLUASR UHOOPMALUA
GENERAL INFORMATION

HaumeHoBaHue npogykumnn:
Product Name

lansyc MeT® TabneTku, NOKpPbITLIE NNEHOYHOW 06OMOUKON,
50 mr + 1000 mr Ne30

lMpoBepeHo Ha COOTBETCTBUE C:

Checked against

NM-Ne(001986)-(Pr-RU)-200524 Tlansyc MeT®, TabneTku MOKpbiTbie
nneHo4Hon oGonouykon 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moayns
Mapxuposka J1M-Ne(001986)-(PI-RU)-270723

CreuundukaLma kayectsa Ha FanByc MeT®, TabneTky NoKpbIThIE NNEHOYHOM
o6onouykoii 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, eepcusi: 17.0

BHYTpeHHWI Ko

Homep cepum

HepacthacoBaHHON npoaykuuu: | 42027187 HepacchacoBaHHOM npoaykuuy PW6466
Product Code Bulk Batch Number Bulk
BHyTpeHHMiA Kog ynakoBaHHOW Homep cepum ynakoBaHHOM
NpoayKuumn: 44068551 npoayKumn: PX00811125
Product Code FDF Batch Number FDF
[ara npousBoacTea:
Manufacturing Date 12.11.2025
2 Pasmep cepuu 3a BbiueToM
Paamep cepum: ;
Balch Size 5 986 yn. npob6: 5977 yn.

Batch size without samples

2. NONYYEHHBLIE PE3YNbLTAThI

TEST RESULTS
Ne Mokasarene* MeTopa ucnbrranuii / TpeGosaHue Pesynbrar
Parameters Analytical method / Requirement Result
BuayanbHbilii OearnbHble TabneTku co
OBanbHble TabNeTkn CO CKOLIEHHBIMM CKOLUEHHBIMIA KPasMK, NOKPbITbIE
o KpasmK, NOKpbiThIE NNeHovHol o6onoykoin nneHoyHolh  oBONOYKOW  TemHo-
1 A;b;ggtz TEMHO-XENTOro C CEPOBaTLIM OTTEHKOM XENnToro ¢ cepoBaTbiM OTTEHKOM
useTa. Ha oaHol cTopoHe TabneTkn uBeTta. Ha ogHoIM CTOpoHe TabneTku
mapkupoeka «NVR», Ha gpyroil cTopoHe — mapkupoBka «NVR», Ha pgpyroi
«FLO», cTopoHe — «FLO».
B3XKX
Bpewms yaepxuBaHus 0OCHOBHOro nuka Ha
,I,"d”e".t“q’.““a“"" XpomMartorpaMmme UcrbITyemoro pacteopa 1
entification CootBetctByeT
- BURERTRAITA HAOMKHO COOTBETCTBOBATL BPEMEHM
yAepXuBaHua nvka BUNAarnunTuHa Ha
2 XpoMaTorpaMme CTaHAAPTHOrO pacTeopa.
BOXX
Bpewmsi yaepxuBaHna OCHOBHOrO ninka Ha
- MeTdpopmuHa XpomaTtorpamme UCnbITyeEMOro pacteopa 3 CooTseTcrayer
ruapoxnopug, AOMKHO COOTBETCTBOBATEL BPEMEHU
yAepXUBaHMA Nuka MeTgopMmnHa Ha
XpoMaTorpaMMecTaHaapTHOIO pacTeopa.
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Ne MNokasarens* MeTog ucnbitanuit / TpeGoeanue PesyneTar
F Parameters Analytical method / Requirement Result
B3XX z
He meHee 80% (Q) oT 3aseneHHoro 22 n,f,q;—;:::::ae:go:; ggﬂnfv?:{ =
codepxaHusa BungarnuntuHa yepes 30 P yn.
3 | PactBopenue MUAHYT 569
;i i OT 3aABNEHHOrO CoAepKaHWs
Dissolution He meHee 80% (Q) oT 3aseneHHoro MET:.DOPMHHa b o;;qm:a ised
coaepxaHua MeThopMUHa ruapoxnopuaa 36 fatits
yepea 30 MUHYT. o
Boga Metog K. duwepa o
4 Water He 6onee 1,0%. 02t
B3XX
202-01 - He oBHapyxeHa;
" 202-01 (amup): He ngee 0,5% 209-01 — He 06HaE;>KeHa:
pumMmecu 209-01 (LUmMKNUYECKUA aMUGNH): 207-01 — He o6Ha pymeHa:
Related He?ﬁgl;ee 0,2% Enmruias '
ﬁ:f:ffé’ccfs' 32 éone(g%'(g‘;?"”mpaam)' Hem,qegdeauunposaHHaﬂ npumMech
%! . — He oBHapyxeHa;
BungarnunTtuHa EAVHWYHOR HenaeHTUULMPOBaHHOM Cymma ;Jgex npumeceil — He
npumecu: He Gonee 0,2% e
5 Cymma Bcex npumeceis; He Gonee 1,0% o il
B3XX 1-UunaHoryaHuauH — meHee 0,01%;
1-LinaHoryanngun: He Gonee 0,02% EavHnuHas
- Mpumecu E-ﬂ“““““?"" He“§EHW¢"U“POBaHH0“ HeuaeHTMUUMPOBaHHas NpUMech
MeTdopMmuHa npumecu: He Gonee 0,j % , — He oBHapy)eHa;
rMapoxnopuaa Cymma Bcex npumeceit: He Gonee 0,6% Cymma BCeX npuUMecel — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — menee 0,1%
OpaHopogHOCTh
[031UpOBaHHbIX BungarnuntuH — BaXX DAY =
g | eAuHnu MeTtdomuHa ruapoxnopua - Metog Eﬂggg?;;::;“; A\o/xngrtl :
Uniformity of Bapuauum macc AV =10 Ap PHA:
dosage AV =150 '
units
B3IXX
Or 95,0% po 105,0% sungarnunTuHa oOT
KonuuecTtBeHHoe !
onpeaenexue 3aABEHHOro coaepXaHns -
f\g.:‘ay P——— BHyTpeHHMii npeaen Ha Bbinyck (IRL): He
7 A MeHee 97,9% BUSOarnunNTMHa oT
3asBNEeHHOro cogepxaHus
B3XKX
- Mereoapuiia Or 950% g0 1050% wmetdbopmma | 98,6%
ap PYA ruapoxnopuaa oT 3asBNEHHOrO CoaepXaHus.
8 YnakoBka Mo 6 TabneTok B 6nuctep MA/ANIMBX u Hz g;?gg?ﬁ';g:‘ﬁ;ﬂ?wﬁ
Packing anoMUHWEBOI onbru. cponbrut. Mo 5 BrmUcTepos BmecTe ¢

(Native) Information Print Date:27 November 2025

Page 2 of 5

Business Use Only - ESOPS D2




NOVARTIS

Form to SOP-8013721

Doc No. ;: FRM-8015490
Version : 6.0

AHanuTU4eckuii NacnopT Ha roTOBYIO NPOAYKLINIO

NuueHaun Ha ocywecTBneHne Npon3BoACTBa NEKapCTBEHHLIX cpeacTs Ne00153-J1C

000 "HosapTtuc Hesa"
Pocecun, Caukr-TNeTtepBypr,
[opora 8 KameHky, 4.40, kopn. 3, nutepa A

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

KoHTpons kayectBa

Quality Control

Homep nacnopra: Bepcua:1.0

Cemﬁcaee numberp 4-987-1125 Vergfon

Ne MNokasarens* Meton ucneitaHuii / Tpe6osaHue Pesynwrar

Parameters Analytical method / Requirement Result

o5 6nrcTepoB BMECTE € NMIACTKOM- TIACTKOM-BKNaAblLLEM B KaPTOHHYHO
BKNagbILLEM B KAPTOHHYIO Nauky. nauky. MpucyTcTBYET KOHTPONb
[HonyckaeTca Hannuue KOHTPONS Nepeoro nepsoro BCKPbITUS.
BCKPbITUS.
lNepBUYHas BHYTPEHHARA YNaKoBKa MNepBuyHan BHyTpeHHARA
Ha 6nuctepe ykasbiBaeTcs: ynakoBka
1. ToproBoe HanMeHOBaHWe npenapara ¢ Ha 6nuctepe ykasaHo:
npegynpeavtenbHoW MapknpoBkoii ® 1. Toprosoe HanmeHoBaHwe
2. MexxgyHapogHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeanTensHoi
HaumeHoBaHue (4ybnupyetcs Ha Mapkuposkor ®
aHINIUACKOM A3bIKe) 2. MexxayHapogHoe
3. JloroTun Aepartens perncTpaLmoHHoro HenaTeHToBaHHOe HauMeHoBaHe
YAOCTOBEPEHUS (Ha aHTMUIACKOM A3bIKe) (AyBnupyeTca Ha aHrNMACKOM
4. lNexapcTBeHHasn cdopma A3blke)
5. Oosnpoeka 3. lorotun gepxarens
6. Homep cepum pPerucTpauuoHHOro yAoCToOBEpPeHUs
7. faTta ncteyenun cpoka rogHocTy (B (Ha aHrnuiAcKkom a3bike)
thopmare: rogeH go...) 4. NlekapcTBeHHan dopma
8. llata npouseoacTea 5. floanpoBeka
9. llonyckaeTca HaHeceHWe BHYTPEHHUX 6. Homep cepuu
yNakoBOUHbLIX KOAOB KoMNaHuw. B cnyyae 7. Nata ncreyeHust cpoka rogHocTH
npoussoAcTea Ha nnowagke 000 (8 dhopmare: rogeH go...)
«HoBapTic Hesa» Ha 6nucTepe ykasbisaloT | 8. [lata npoussoacTea He ykasaHa
TONbKO NepemeHHble faHHble 6e3 ykaszaHus 9.BHYTpeHHWe ynakoBOYHbIE Kofb!
npecuKcos Homepa cepun U 4aTbl KOMMaHWW OTCYTCTBYIOT.

9 Mapkupoeka OKOHYaHWA CpoKa rogHoOCTH. Ha 6nuctepe ana Homepa cepun 1

Labelling Harta npoussoacTBa He yKkasbiBaeTcs. AaTkl OKOHYaHWA CpoKa rogHOCTH

BropuuHas ynakoBka (KapTOHHaA na4ka)
Ha KapTOHHOW nayke ykasbiBaeTcs: .

1. Toprosoe HauMeHoOBaHWe Npenapara ¢
npegynpeanTensHoW MapkMpoBKoi ®

2. MexxayHapogHoe HenaTeHToBaHHOe
HaumeHoBaHue (aybnupyeTtcs Ha
aHrIMACKOM A3bIKE)

3. lloroTun gepxarens perucTpauuoHHOro
YyAOCTOBEpEHUA (Ha aHrNNIICKOM S3biKe)

4. HaumeHoBaHve gepxartens
perucTpauuoHHoro yA0CTOBEPEHNS 1
NPoM3BOANTENSA NEKapCTBEHHOrO Npenapara
(BbINYCKAIOLW|MIA KOHTPONL KAUeCTBa)

5. Aapec (cTpaHa) aepxartens
perucTpauyuoHHoro YA0CToBEpPeHUs u
NpoWU3BOAWNTESNA NEKapCTBEHHOTO Npenaparta
(BbINYCKaIOLWWIA KOHTPOSb KayecTea)

6. lNlekapcTBeHHas copma

7. Josunpoeka

8. KonunyecTso nekapcTBEHHOroO Npenapara B
ynaxkoBke

yKasaHb! TOMbKO NepemMeHHbIe
AaHHble 6e3 ykasaHus NpeduKkcos .
[arta npoussoacTsa He ykaasaHa.
BropuyHas ynakoBka (KapToHHas
nauka)

Ha kapToHHoi4 nayke ykasaHo;

1. Toprosoe HavmeHoBaHwe
npenapara ¢ npeaynpeauTenbHoi
Mapkuposkoi ®

2. MexxpyHapoaHoe
HenaTeHToBaHHOe HaumMeHoBaHue
(oy6nupyeTca Ha aHrnuiAcKom
A3LIKE)

3. Nlorotun gepxatens
perucTpauuoHHoro yAoCToBEpeHUs
(Ha aHrnUIACKOM A3blke)

4. HaumeHoBaHuWe gepxarens
perucTpauvoHHoOro yaoCTOBEPEHUs
1 NPOU3BOAMTENS NEeKapCTBEHHOTO
npenapaTa (BbINycKaLLuii
KOHTpOnNb Ka4yecTea)
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9. HarmMeHoBaHuA W COAepXanns
OEWCTBYIOWMX BELLECTB

10. YcnoBus XxpaHeHus

11. NyTb BBEAEHUA

12. Yenosua oTnycka

13. MpeaynpeautensHele Hagnuew: «Cnocob
MPUMEHEHWS: CM. JIMCTOK-BKNAAbILLY,
«XpaHuTb B HEAOCTYNHOM ANA AeTel MecTe»
14, Homep cepum

15, [lata npousBoacTea

16. [lata ucreyeHus cpok rogHocTu (B
chopmare: rogeH go...)

17. lWrpux-kopa

18. [JonyckaeTca HaHeCeHUe BHYTPEHHWNX
yNakoBOYHbIX KOA0B [lonNonHUTENBHO MOTYT
BbITb HaHeceHb! cpeacTBa MAEHTUMKALMK
AnA MOHWTOPWHIa ABWXEHWUSA NEKapCTBEHHbIX
npenapartos OT NPOWU3BOAWTENS A0
koHeyHoro notpeburens (HaHeceHue
BO3MOXHO C UCNONb30BaHWEM CTUKEPA).

5. Appec (cTpaHa) fepxarens
perucTpaunoHHOro yA0CTOBEPEHUS
1 NPOW3BOAWUTENSA NEeKapCTBEHHOrO
npenapara (BbInyCKaoLw Wil
KOHTpOMb KayecTBa)

6. llekapcTBeHHas opma

7. Dosupoeka

8. Konunuectso nekapcTBeHHoOro
npenapara B ynakoske

9. HanmeHoBaHuWs 1 cogepxaHuns
OeliCTBYIOLL X BELLECTB

10. YcnoBus xpaHeHus

11. MNyTb BBEAEHMWA

12. Ycnoeus otnycka

13. MNpegynpeauTtensHble Haanucu:
«Cnocob npuMeHeHUs: CM. NIACTOK-
BKMNagbilly, « XpaHwuTb B
HEAOoCTYNHOM ANA AeTeil mecTe»
14. Homep cepun

15. ata npoussoacTtea

16. [lata ucteueHns CpoK roaHocTH
(B thopmare: rogeH go...)

17. Wtpux-Kkopg,

18. HaHeceHkb! BHYTpeHHME
ynaKkoBOYHbIE KOAbI.
HononHutensHo HaHeceHb!
cpeAcTBa MaeHTUdMKaUWmM ans
MOHWUTOPUHIa ABUXEHUS
nNekapcTBeHHbIX NpenapaTos oT
NpoV3BOAUTENA A0 KOHEYHOTO
notpeburens (6e3 ncnonbaoBaHWs
CTUKEpPA).

10 XpaneHue
Storage

Mpu Temnepatype He Bbiwe 30°C.,

Cpok rogHocTH
(MepuognyHoCcTL
11 | koHuTpons)

Shelf life (Frequency
of control)

2roga

2 ropa (31.10.2027)

* - NokasaTtens «MHKPOﬁF-‘IOJ'IOI’HHECKSﬂ YUCTOTa» He ABNAESTCA PYTUHHBIM METOAOM aHannsa 1 MOXET OTCYTCTBOBaThL B

nacnopte KomnaHuu,
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3. 3AKIOYMEHUE
CONCLUSION

TNekapcTBeHHbIli Npenapat Maneyc MeT®, TabneTku NOKPbITbIE NNEHOYHOR oBonoykoid, 50 mr+ 1000 mr Ne30,
Homep cepun PX00811125 cooteeTcTByeT TpeGoBaHMAM HOPMATUBHO JOKyMeHTaLmu Tl I-Ne(001986)-(PT-
RU)-200524 ansyc MeT®, TabneTku NOKpbITbIE MIEHOUHON 060n04Kon 50 mMr + 500 mr, 50 + 850 Mr; 50.+ 1000~
mr Mogyne Mapkuposka J1-Ne(001986)-(PI-RU)-270723. \ ya

Crapwwin  cneywanucTt  no
Yreepaun KOHTPOIO KayecTsa ekcees B.O 27 .\ A5
Approved by
hecTpl,
HomiHocTs (Position) @O (Full name) Fae Rabdr nowymentdgdgfaide [Bignature)
Version Description of change p
(Bepcus) (Onucanue nameHeHwin)
1.0 Hosblin nacnopt
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