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Certificate number
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Bepcua:1.0
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1. OBWAA UHPOPMALINA
GENERAL INFORMATION

HaumeHoBaHue npoaykuumn:
Product Name

ransyc MeT® TabneTku, NOKpbITLIE NNEHOYHON 060N0YKOIA,

50 mr + 1000 mr Ne30

lMpoBepeHo Ha coOTBETCTBUE C:

Checked against

NN-Ne(001986)-(PMr-RU)-200524 TanByc MeT®, Tabnetku nOKpbITbIE
nneHoyHowr obonoukon 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynb
Mapkupoeka J1M-Ne(001986)-(PIr-RU)-270723

Cneuundukaums kauectsa Ha Maneyc MeT®, TabneTku NOKPbITLIE NAEHOYHON
o6onoukoid 50 mr + 1000 mr Ne 30 SPEC_FDF 00080126, sepcus: 17.0

BHYTpeHHWHA koA

Homep cepun

HepacdpacoBaHHOI npogykumn: | 42027187 HepacchacoBaHHoi npoaykuuy PX3267
Product Code Bulk Batch Number Bulk
BHyTpeHHUIA KOA ynakoBaHHOM Homep cepuu ynakoBaHHOW
nNpoayKUMK: 44068551 npoayKuuu: PX82041125
Product Code FDF Batch Number FDF
aTta npouMsBopcTBa:
ﬁanufactﬂrmg Datéq 28.11.2025
Paamep cepun 3a BbIYETOM
S:SMEP cepuu: 5 986 yn. npoe: b 5977 yn.
tch Size ; :
Batch size without samples
2. NMONYYEHHbLIE PE3YNbLTATHI
TEST RESULTS
Ne MNokasarenw* Metopn ucnbitanuii | TpeGoBaHue Pezynbrar
Parameters Analytical method / Requirement Result
BuayanesHbliA OeanbHble TabneTku co
OeanbHble TabneTku co CKOLLEHHBIMK CKOLLEHHbIMW  KpasmK, NOKpPbITbIe
o KpasiMu, NOKPbITLIE NNEHOYHON 060MNoYKon nneHoyHoll  0BOMOYKOA  TEeMHOo-
1 A;::;?:n';g TEeMHO-)KenToro ¢ CepoBaThbiM OTTEHKOM XEeNToro ¢ CepoBaTbiM OTTEHKOM
useTa. Ha ogHoli ctopoHe TabneTku ueeta. Ha ogHon ctopoxe TabneTin
mapkupoeka «NVR», Ha apyroi ctopoHe — mapkupoBka «NVR», Ha Aapyroii
«FLO». cTopoHe — «FLO».
B3XKX
Bpems yaepx1BaHsA OCHOBHOIG Nika Ha
;gﬁ?%::&gﬁa“m XpomarorpaMme ucnbiTyemoro pactsopa 1 CooTsetcrayer
- BUNaarmunTux AOJTKHO COOTBETCTBOBATL BPpEMEHU
yAepXMBaHUA NUKa BUNAArMUNTIHA Ha
2 XpomMartorpaMme CTaHAapTHOro pacTeopa.
B3XX
Bpems yaepx1MsaHsa OCHOBHOrO Mnuka Ha
- MetdopmuHa Xpomarorpamme McnbiTyemoro pactsopa 3
rugpoxsnopug OOIMKHO COOTBETCTBOBATL BPEMEHU Cograerorayer
yOepXuBaHua nuka MetTchopmuHa Ha
XpomMarorpaMmecTaHaapTHOro pacTtsopa.
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AHanuTU4YeCKWi NAcnopT Ha rOTORYIO NPOAYKLUMIO

TNuuyeHsun Ha ocywecTBneHne NPOM3BOACTBA NEKAPCTBEHHBIX cpeacTe NeQ0153-11C

000 "Hosaptuc Hesa"
Poccus, Cankr-Metep6bypr,
[Hopora B KameHxky, 4.40, kopn. 3, nutepa A

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

KOHTpOJ'Ib Kayectea

Quality Control
Homep nacnopra: Bepcua:1.0
Certificate number 4-1033-1125 Version
Ne Nokazarens* Mertopg ucnbitanui / Tpe6osaune PeaynkTar
Parameters Analytical method / Requirement Result
BIKX o
He meHee 80% (Q) OT 3asBNEHHOrO 100% oT 3asiBNEeHHOro CoaepXaHuns
coaepKaHus BuRgarnMnTuHa Yepes 30 SHIABAINTINGE tepss 30 MWsyT,
3 | PacTBopenue MUHYT
Dissolution He meHee 80% (Q) OT 3asBNEHHOO 100% OT 3aABNEHHOr0 coaepXaHua
coaepxaHua MeTgopMUHa rmapoxnopuaa “3“3 m:pr""'a fUApoXxnopuAaa 4epes
yepes 30 MUHYT. y
Boga MeTop K. duwepa 6
# Water He Gonee 1,0%. 0,3%
B3XX o
202-01 (amua): He Gonee 0,5% gggg] iy bl
Mpumecu 209-01 (UuKNMYecknii ammauH): 1 RO Hapymel-la:
— He Gonee 0,2% 207-01 — He oBHapyxeHa;
substances- 207-01 (aukeTonunepasuH): EAMHIHaN
Atemson He Gonee 0,2% Heu.qegmcbmumposannaﬂ npumech
EAVHWYHON HenaeHTUMDULIMPOBAHHON SHGUTHN, BERG .
Bunparnuntuta ngumecw s ﬁzﬁee 0 ;p%u P CymMma Bcex npumeceii — meHee
“ 1 o,
5 Cymma Bcex npumeceii: He Gonee 1,0% 0.1%
B3XX 1-LinaHoryaHnamH — meHee 0,01%:
1-I4uaHory?Hm,qu: He 6onee 0,02% _ | EanHnunas
- Npumecu EAnHnyHOM HenAEHTUNLMPOBAHHON | HeypeHTUdDMLMPOBaAHHAS MPUMECH
MeTdropmuHa npumecu: He Gonee 0,:!% \ — He oBHapyxXeHa;
ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma BCEX npuMeceil — MmeHee
X 0,05%
366-98 — He 6onee 0,2% 366-98 — meHee 0,1%
OpHOpoOHOCTHL
A03UPOBaHHbIX BungarnuntuH — B3XKX . -
g | eavHuu MeTchomuHa ruapoxnopus - MeToq, Eﬁgﬂ'?bagg::;”f' AV=1,1 i
Uniformity of Bapuauum macc AV =12 VIAPOXNOPUA;
dosage AV <150 T
units
B3OXX
0, 0,
Koz | 1 22 0 o T
onpegeneHue RER 9
Assay L 98,8%
P A—— BryTpeHHU npegen Ha Bbinyck (IRL): He
7 MeHee 97,9% BUNAArNUNTUHa oT
3aABMNEHHOTO CoAepXaHua
B3»X
Merdiapiwmg Or 950% a0 1050% wmercopmumHa | 99,4%
ruapoxnopua
rMAPOXNopKUAA OT 3asBNEHHOrO COAEPKaHNUA.
Mo 6 TabneTtok B 6nmcTep
Ynakoeka Mo 6 Tabnetok B 6nuctep MA/ANTIBX 1 .
§ Packing anioMUH1eBoin donbri. NAJANTIBX v aniomutinesod
coneru. Mo 5 GnucTepos BMecTe ¢
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AHanuTUYeCKMUi NACNOPT Ha rOTOBYHO NPOOYKLIMIO

JWueH3nna Ha ocywecTeneHue NPoM3BOACTBA NEKapCTBEHHbIX cpeacTs Ne00153-NC

000 "Hoeaptuc Hesa"
Poccua, Cankr-lMerepBypr,
[Hopora B KameHry, 4.40, kopn. 3, nutepa A

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

KOHTpOﬂb Kayecrea

Quality Control

Homep nacnopra: Bepcus:1.0

Cerﬁﬁcap(e numberp 4-1033-1125 Vergfon

No lMokazarens* MeTtoq ucnsitanuii / TpeGoBaHue PesynbTar

Parameters Analytical method / Requirement Result

Mo 5 6nucTepoB BMECTE C NMUCTKOM- NUCTKOM-BKNaABILLEM B KAPTOHHYIO
BKMaAbILLEM B KAPTOHHYIO Nauky. nayky. [puUcyTCTBYET KOHTPONb
[onyckaeTca Hanuyue KOHTPONS NepBoro NepPBOTO BCKPLITUA.
BCKPbITUS.
MepBu4Han BHYTPEHHARA YNakoBKa NepBuyHan BHYTPEHHAA
Ha 6nuctepe ykasbiBaeTcs: ynakoBka
1. Toprosoe HaumMeHoBaHWe Npenapara ¢ Ha 6nuctepe ykasaHo:
npeaynpeauTensHON MapKupoBKoi ® 1. Toprosoe HauMmeHoOBaHKe
2. MexpayHapogHoe HenaTeHToBaHHoe npenapara ¢ npeaynpeauTenbHo
HanmeHoBaHue (aybnupyerca Ha MapKupoBKkoi ®
aHITIMIACKOM A3bIKE) 2. MexpyHapogHoe
3. Nlorotun pepxkatens perncTpaumoHHOro HenaTeHToBaHHoe HauMeHoBaHue
YAOCTOBEPEHUS (Ha aHrMUIACKOM A3blke) (aybnupyeTca Ha aHrnuMiickom
4. lekapcTBeHHas copma A3bIKE)
5. loanpoeka 3. lorotun gepxarens
6. Homep cepuu PErMcTPauUMoHHOro YA0CTOBEPEHMS
7. DaTa ucteyeHusa cpoka rogHocTu (B (Ha aHrnuiickom A3sbike)
chopmare: roaeH ao...) 4. lexapcTeeHHasn copma
8. [laTa npouzsogcTea 5. loavposka
9. fonyckaeTca HaHeceHUe BHYTPEHHUX 6. Homep cepuu
yNakoBOuYHbIX KOAOB KomnaHuu, B cnyyae 7. [laTa ucteyeHua cpoka rogHocT
npow3BoAcTBa Ha nnowagke 000 (B chopmare: rogeH ao...)
«HoeapTtuc Hesa» Ha GnucTepe ykasbiBaloT | 8. [laTa Npou3BoACTBa He YKasaHa
TONbKO NepemMeHHble AaHHbIe bes ykaszaHus 9.BHyTpeHHUe ynakoBoYHble Koabl
npedmKcoB HoMepa cepuin 1 aathl KOMMaHWK1 OTCYTCTBYIOT.

g | Mapxuposka OKOHYaHWA CpoKa roJHOCTY. Ha 6nuctepe ana Homepa cepuv 1

Labelling [aTta npon3soAcTBa He yKasblBaeTcs. AaTbl OKOHYaHWA CpoKa roAHOCTM

BTropuyHasa ynakoBka (KapTOHHaaA nayka)
Ha KapToHHOW Nayke yKasbiBaeTca:

1. ToproBoe HaumeHoBaHWe rnpenaparta ¢
npegynpeauTensHoi MapKMpoBkoi ®

2. MexxpgyHapoaHoe HenaTeHTOBaHHOe
HavuMeHoBaHue (oybnupyeTca Ha
aHrnUMNCKOM A3bIKe)

3. [loroTun gepxarens perucTpaynoHHoro
YA0CTOBEPEHMUS (Ha aHrNUIACKOM A3blKe)

4. HaumeHoBaHue gepartens
perucTpaLuoHHOro YA0CTOBEPEHUSA N
npou3BoAUTENSA NeKapCTBEHHOro Npenapara
(BbINYCKAIOLWWIA KOHTPOSb Ka4YecTBa)

5. Appec (cTpaHa) aepxarens
perucTpauuoHHOro yAOCTOBEPEHUSA 1
Npou3BOAUTENSA NEeKapCTBEHHOro Npenapara
(BBINYCKAKOLWMIA KOHTPONb KayecTea)

6. IlekapcteeHHan chopma

7. JoaunpoBka

8. KonvuyecTBo nekapcTBeHHOro npenapaTa B
ynakoBke

yKa3saHbl TONbKO NepeMeHHble
AaHHble 6e3 ykasaHus npedUKCoB .
[Hata npow3sogcTea He ykasaHa.
Bropu4yHas ynakoBKa (KapToHHas
na4kay)

Ha kapToHHOI nNayke ykasaHo:

1. Toprosoe HaumeHoBaHue
npenapara ¢ npeaynpeauTensHoin
MapKupoBKoi ®

2. MexayHapogHoe
HenaTeHToBaHHOE HaVMeHOBaHWe
(nybnupyeTcs Ha aHrnMACKoOM
A3bIKE)

3. NNoroTun gepxatens
perncTpaunoHHOro yaocToBepeHus
(Ha aHrnucKom ssbIke)

4. HanmeHoBaHue aepxaTens
perucTpaunoHHOro ya0CTOBEpeHus
1 NPOM3BOAMTENA NEeKapCTBEHHOIo
npenapara (BbinyckatoLLnii
KOHTPONb KavecTea)
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AHanuTUYeCKUil NacnopT Ha roToBYO NPOAYKLMUIO
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Quality Control
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Certificate number 4-1033-1125 Version
Ne MokazaTtenn* Meton ucnkitanuii / TpeboBanue Pesynbrar
< Parameters Analytical method / Requirement Result

9. HaumeHoBaHUA 1 cofepaHns
DEACTBYOWMX BELECTB

10. Ycnosusi xpaHeHus

11. MNyTb BBEAEHMA

12. Ycnosusa otnycka

13. MNpeaynpeauTtencHele Haanucu: «Cnocob
NPUMEHEHWUS: CM. NNCTOK-BKNAAbILL»,
«XpaHUTb B HEJOCTYNHOM ANA AeTel mecTe»
14. Homep cepum

156. arta nponsBoacTea

16. [lata ucreyeHus Cpok roagHocTn (B
dopmare: roaeH go...)

17. Wrpux-kog

18. [onyckaeTca HaHeCEHWUE BHYTPEHHWX
yNakoBOYHbIX KOAOB [JONONHUTENbHO MOTYT
BbiTb HAHEeCEHBbI CpeacTBa NAeHTUdMKALUA
ONA MOHUTOPUHIa ABVXEHWNA NEKapCTBEHHbIX
npenapaToB OT NpoOW3BOAUTENS A0
KOHeYHoro noTpebutens (HaHeceHne
BO3MOXHO C UCMNONb30BaHWEM CTUKEpPa).

5. Agpec (cTpaHa) gepxartens
perucTpauyuoHHOro y40CToOBEpEeHUs
¥ NPOU3BOAUTENS NEKAPCTBEHHOrO
npenapara (BbinyckatoLuii
KOHTPOnb KavecTea)

6. NekapcTeeHHas dopma

7. [loanpoeka

8. KonnyecTeo nekapcTBeHHOro
npenapara B ynakoske

9. HanmeHoBaHWs W coaepxaHus
AeNCTBYIOLLMX BELLECTB

10. YcnoBsua xpaHeHus

11. NyTb BBEAEHUA

12. Ycnosusa oTtnycka

13. MNpeaynpeauTensHble HagNuew:
«Cnocob npUMEHEHWA: CM. NIUCTOK-
BKNagbILw», «XpaHwuTb B
HefoCTYNHOM ANs AeTel MecTen
14. Homep cepun

15. flata npouseoacTea

16. [laTa ucteyeHns Cpok rogHoCTH
(e chopmare: rogeH 1o...)

17. Wrpux-kog

18. HaHeceHbl BHYTpEeHHNE
yNakoBOYHbIE KOABI.
[ononHUTENbHO HaHeCceH !
cpencTea uaeHTudmrkaumm ans
MOHWTOPUWHIa ABMKEHUS
NeKapcTBEHHLIX Npenaparos oT
nNpon3BoaMTENS [0 KOHEYHOTO
notpebutens (6es ucnons3oBanus
cTUkepa).

10 XpaHeHue
Storage

Mpu TemnepaType He Bbiwe 30°C.

Cpok rogHocTu
(Mepuoan4HOCTL
11 | koHTpons)

Shelf life (Frequency
of control)

2roga

2ropa (31.10.2027)

* - MNokaaarens «MUKpOBUONOrMYECKan YUCTOTa HE ABMAETCSH PYTUHHBIM METOAOM aHaNM3a 1 MOXET OTCYTCTBOBATL B

nacnopTe KoMnaHuw.
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AHanuTu4ecKui NacnopT Ha roToBYHO NPOAYKLMIO
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Quality Control
Homep nacnopra: . o Bepcus:1.0
Certificate number 4-1033-1125 Version
3. 3AKNKOYEHUE
CONCLUSION

NekapcTBeHHbIN Npenapat ansyc MeT®, TabneTku NOKPLITLIE NAEHOYHOW 0BONOUKON, 50 mr + 1000 mr Ne30,
Homep cepum PX82041125 cooTseTcTByeT TpeboBaHNAM HOPMaTUBHOM AokymeHTaumu IF-Ng(004986)-(Pr- A
RU)-200524 Mansyc MeT®, TabneTky NOKPbITbIE NNEHOYHOI 06onoukoi 50 mr + 509-ar, +850°mr, 60 + 10007/
mr Moayns Mapkuposka J1M-Ne(001986)-(Pr-RU)-270723. 2\ 7/

Y4
CTapwwit  cneuuanuct o [ S] satprealsen
YTeepavn Anekcees b.0. 3\l 8ps—
Adproved by KOHTPOIKD KayecTBa |,\ | Novarg
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Version Description of change i
(Bepcus) (OnucaHue W3meHeHWiA) \
1.0 Hosblin nacnopt
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