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1. OBLLAA UHPOPMALIUA
GENERAL INFORMATION

4-27-0125

Bepcus:1.0

Version

HaumeHoBaHue npogyKLmu:
Product Name

Faneyc MeT® TabneTku, NOKPLITHIE MNEHOYHON 0GOMOUKON,

50 mr + 1000 mr Ne30

MpoBepeHo Ha COOTBETCTBUE C:

Checked against

JIN-Ne(001986)-(Pr-RU)-200524 [anByc Metr®, TabneTkm noKpbIThie
nreHo4Hon oborioukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogynb
Mapkuposka J1-Ne(001986)-(PI-RU)-270723
Creumndukaums kavecTsa Ha Mansyc Mer®, TabneTkn NOKPbLITLIE NSIEHOYHOM
o6onoukor 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, sepcus: 16.0

BryTpeHHUIA koA Homep cepum
HepacdacoBaHHOM npoaykumu: | 42027187 HepaccpacosaHHon npogykuun PH1631
Product Code Bulk Batch Number Bulk
BHyTpeHHWHA KOA yNaKoBaHHOW Howmep cepuun ynakosaHHOM
npoayKuun: 44068551 NpoAyKUMM: PJ28740125
Product Code FDF Batch Number FDF
Ta Npou3BoOACTBA:
ﬂaanufactgring Datéq 20.01.2025
Pasmep cepuyu 3a BLIYETOM
g;g,';" Seifecepuu: 5924 yn. npo6: T 5915yn.
Batch size without samples
2. NMONMYMYEHHLIE PE3YINbTATbI
TEST RESULTS
Ne MokasaTenn* MeTtoa ucnbitaHuii / Tpe6oBanue Peaynkrar
- Parameters Analytical method / Requirement Result
BusyanbHbl OsanbHbie TabneTku co
OpanbHble TabneTkn co CKOLLEHHLIMA CKOLLEHHBbIMU  KPasiMK, TIOKPbITHIE
o KpasiMu, NOKPbIThIE NNEHOUHO 060N0MKON N/IeHOYHOW  OBOMOYKOW  TEeMHO-
1 A;L:‘;:'n':: TEMHO-XENTOro ¢ CepoBaThiM OTTEHKOM KENToro C CepoBaThiM OTTEHKOM
ueeTa. Ha ogHol ctopoHe TabneTku yseTa. Ha ogHol cTopoHe TabneTku
mapxuposka «NVR», Ha Opyroi CTopoHe — mapkuposka «NVR», Ha apyron
«FLO». cTopoHe — «FLO».
B3XKX
Bpems yaepxusaHna OCHOBHOrO NUKa Ha
zgz;;;}ggigga“"" XpOMaTorpamme 1ucnbiTyemoro pactsopa 1 CooTseTcTayeT
T — OOIMKHO COOTBETCTBOBATL BPEMEHU
yOEPXKUBAHUA NKKa BUNOAFMNTAHE Ha
2 Xpomatorpamme CTaHgapTHOro pacTsopa.
B3»X
Bpemsa yaepxuBaHna OCHOBHOFO NWKa Ha
- Metdopmuna XpOoMaTorpamMmme UCMbLITyemoro pactsopa 3 CooTsercrayet
rmapoxnopung JOTXHO COOTBETCTBOBATL BPEMEHU
yAepKuBaHus nvka metopMuHa Ha
XpOMaTorpaMMecTangapTHoro pacrsopa.
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AHanNMUTUYECKUIA NacNopT Ha roToBYO NPOAYKLIUIO

JULieH31A Ha OCYWECTBEHNE NPOM3BOACTBA NIEKaPCTBeHHbIX cpeacTs Ne00153-NC

000 "HosapTuc Hesa"
Poccus, Cankr-TeTepbypr,
DNopora B Kamenky, 4.40, kopn. 3, iutepa A

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

KOHTpOJ’]b Kavecrea
Quality Control

Homep nacnopra: 97 Bepcua:1.0
Certificate number i 4-27-0125 Version
Ne | Nokasatenn* Mevop ucnkiTaHuit / TpeGoanue Pesynitar
v | Parameters Analyticali method / Requirement Result
' BIMX
99% OT 3asiBfIeHHOro coaepxaHus
He meHee 80% (Q) oT 3anaBneHHoro
cofepxaHust B‘:ag.qllrnwmm-la yepes 30 BUREBATAWRTIHE YEPE3; 30 ARET;
3 | PacTBOpeHue
1 i MUAHYT 101% OT 3asBNEHHOro cCoAepKaHun
Dissolution He mexee 80% (Q) OT 3aABEHHOTO M e bAHa WIDOXNODVASSE s
cofepxaHua MeTchopMuHa rmapoxnopuaa 30 M qup'r Ap puag Hep
yepes 30 MuHYT. y
| Boga Meton K. duwuepa 3
B Water He Gonee 1,0%. 2%
BOXX o/
202-01 (ammg): He Bonee 0,5% gggg} . mz:zg 810//" :
Mpumecn 209-01 (LUMKNINYECKNA aMUZMH): 207-01 Brat o
Related He Gonee 0,2% £ AM'HM q‘:e oRApyRena:
) Has
ﬁ;b::aa:ccﬁs' 3222;;?%";;‘:”””“1‘)33””)' HEWAEHTMDULMPOBaHHAs NPUMeCch
= " - menee 0,1%;
Bungarnuntusa EAMHIAHHIOIA Hemp,eH'rwbomumpoaaHHom CyMMa BCEX npuMecell — MeHee
npvimeck: He Gonee 0,2% 0.1%
5 Cymma Bcex npumeceii: He Gonee 1,0% .
BOXX 1-LnaHoryauait — 0,01%;
1-L|,maHory:'=1HM.qMH: He Gonee 0,02% _ | EnvHunanan
- Mpumecn EAuHuIHOI He“;ﬂeHTWP”LMPOBaHHOV' HengeHTUbULMpOoBaKHas MpUMech
MeT(bopMMHa npumecn. He bonee O,j % . - He 06Hapy)|(eHa;
ruapoXnopnaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma BCEX npumeceii — MeHee
rx 0,05%
366-98 — He Gonee 0,2% 366-98 — He oOHapyxeHa
| oaHopoaHocTh
A03UPOBAHHLIX Bungarnuntud — B3XKX . =
6 | eAuHuL MeTtdomuHa ruapoxnopus - Metos “Bn"éﬂfg;::;”;’q’:\éxnﬁgm n:
Uniformity of Bapuaymmn macc AV =19 )
dosage AV 15,0 i
units B )
B3XX
_ Ot 95,0% po 105,0% sungarnmuntuHa oT
| 5:":“:;':::"09 3aABEHHOIO cofepXaHuns
Asga}f' 100,7%
) BHyTpeHHUiA npepen Ha Bbinyck (IRL): He
7 U nIH MeHee 97,9%  BMUNJarnUNTMHa  OT
3afABIEeHHOro coaepkaHus
B3XX
o Or 950% po 1050% merdopuua | 99,9%
Ap pua | TMAPOXNIOPUAA OT 32ABNEHHOTO COAEPKAHNA.
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AHanNMUTUYECKNA NAcNOPT Ha FOTOBYIO NPOAYKUUIO
Jlnuensna Ha ocylLecTBNeHne NPOU3BCACTBA JIEKAPCTBEHHBIX cpeAcTB Ne00153-11C

000 "HosapTuc Hesa"
Poceus, Cankr-Nerepbypr,
Dopora B Kamenxky, a.40, kopn. 3, nutepa A

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

KonTponk kavectea
Quality Control

Homep nacnopra: Bepcusi:1.0
Ceﬁiﬁcaee numberp 4-27-0125 Vergion
Ne Mokasaten* MeTop ncneitanuii / TpeGoBaHue Pesynbrar
* Parameters Analytical method / Requirement Resuit
Egp. ®., ®. CWIA, An. ©. nnn
PEASC 2.1.6.6,2.1.6.7
MukpoGuonoruue | Kareropus 3A:
g | ckas uncrota O6Lee uicno aspobHbIX MUKPOOPTaHWU3MOB _
Microbiological - He Gonee 10°KOE B 1T; Meree 50 KOEB 1 T;
purity Ob6Luee YMCno APOXOKEBBIX U NNECHEBLIX
rpu6oB — He Gonee 102KOE B 1T; MeHee 10 KOEB 1T,
OtcyTerue Escherichia colig 1. OtcyTcteue B 1T.
Ilo 6 Tabnetok B 6nuctep NMA/ANMBX n Mo 6 Tabnetok B BnucTep
anioMUHVEBOH thonbru. NA/AR/MBX 1 anoMuHneBoi
9 YnakoBka Mo 5 6nMcrepos BMECTE C NINCTKOM- donbru. Mo 5 6nucrepos BmecTe ¢
Packing BKNAALILEM B KAPTOHHYIO Nauky. FIMCTKOM-BKIaAbILUEM B KaPTOHHYIO
HonyckaeTca Hannuue KOHTPOna Nepeoro nayky. MpucyTCTBYET KOHTPONb
BCKPbITUS. NepBOro BCKPLITUSI.
MepBu4Has BHYTPEHHAA YNaKOBKa MNepBuuHan BHyTPeHHAR
Ha 6nuctepe ykassisaeTcs: ynakoBka
1. Toprosoe HaumeHoBaHve npenapara ¢ Ha 6nucTepe ykasaHo:
fipegynpeanTensHoM Mapkuposkon ® 1. Toprosoe HanmeHoBaxue
2. MexayHapoaHoe HenaTeHToOBaHHoe npenaparta ¢ npeaynpesuTensHoOW
HaumeHoBaHue (aybnupyeTcs Ha MapKUpoBKon ®
SHIANACKOM A3bIKE) 2. MexayHapogHoe
3. INNoroTun pepxatens perucTpaLmoHHOro HenaTeHToBaHHOE HauMeHOBaHue
YAOCTOBEPEHUst (Ha aHMNIACKOM A3biKe) (By6rvpyeTcs Ha aHrnIACKOM
4. lekapctBeHHan dopma A3bIKE)
5. Dosuposka 3. lNloroTtun pepxarens
6. Homep cepuu perncTpauyoHHoro yaocToBepeHuns
7. DaTa ncteyeHus cpoka rogHocTu (B (Ha aHTNWIACKOM SA3bIKE)
dopmate: rogeH Jo...) 4. NlekapcreexHas dopma
8. AaTa npouseoacTea 5. Nosnpoeka
9. [lonyckaeTca HaHeceHne BHYTPEHHUX 6. Homep cepun
10 MapxupoBka YNMaKoBOUYHbIX KOAOB KOMNaHun. B cnyvae 7. [ata ucreueHusi cpoka rogHocTu
Labelling npou3soAcTBa Ha fnowagke OO0 (B hopmare: rogeH Ao...)
«HoeapTtuc Hepa» Ha Bnucrepe ykasbisatoT | 8. [Jata npov3BoACTBaA He yKasaHa
TOSMbKO NEPEMEHHbIE AaHHble Be3 ykasaHus 9.BHYTpEHHIME yrakoBOYHbIE KOAbI
npedUKCoB HoMepa Cepun 1 Jathbl KOMMaHWu OTCYTCTBYIOT.
OKOHYaHUst CpoKa roAHOCTH. Ha 6nuctepe Ana Homepa cepun v
[ata nponsBoAcCTBa HE YKa3biBAETCS. JaTbl OKOHYaHUA CPOKa FOLAHOCTH
Bropuunas ynakoBka (KapToHHasi nayka) yKasaHbl TONbKO NepeMeHHbie
Ha kapToHHOW nayke yKasbiBaeTca: AaHHble 6e3 yxasaHuA npedKecos .
1. Toprosoe HaumeHOBaHWe npenapara ¢ Hata nponseoacTBa He ykasaHa.
npeaynpeauTenkHon Mapkuposkon ® BropuuHas ynakoBka (kapToHHas
2. MexayHapogHoe HenaTeHTOBaHHoe nauka)
HaumeHoBaHue (aybnupyercs Ha Ha xapTOHHON Nayke yKasaHo:
aHFNUACKOM A3bLIKE) 1. Toprosoe HavmeHOBaHue
3. floroTun aepxarens perucTpaLmMoHHOro npenaparta ¢ npeaynpeaMTensHon
yAOCTOBEPEHUS (Ha aHrIMIACKOM A3bIKE) MapKuposkoin ®
4. HavmeHoBaHve gepxarens 2. MexayHapopHoe
perncTpaLyvoHHOro yAoCTOBEPEHUs U HenaTeHToBaHHOe HauMmeHoBaHWe
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AHarIUTUYECKMNIA NacMopT Ha rOTOBYIO MPOOYKLMIO

JInueHsus Ha ocylecTBNeHe NPOM3BOACTBA NekapeTBeHHbix cpeacts Ne00153-J1C

000 "Hosaptuc Hesa"
Poccusi, Canxr-lNetep6ypr,
Hopora 8 Kamenky, A.40, kopn. 3, nutepa A

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

KoHTponk ka4ecTsa

Quality Control

Homep nacnopra: ' 4-27-0125 Bepcus:1.0
Certificate number | Version
No lMokasarens* MeTtop ucneitanui / TpeGosanue PesynbTar
I Parameters Analytical method / Requirement Result

11 XpaHeHwve
| Storage

Npou3BOAMUTENS NEeKapCTBEHHOro npenapara
(BBINYCKAIOLWUA KOHTPONb KauecTsa)

5. Agpec (cTpaHa) aepxarens
perncTpaumoHHOro YAOCTOBEPEHUS ¢
NpON3BOAUTENS NEKapCTBEHHOIo Npenapara
(BBINYCKAIOLYMIA KOMTPOMb KauecTea)

6. lekapcTBeHHan cdopma

7. Dosuposka

8. KonnuecTBo nekapcTBeHHOro npenapara 8
ynakoske

9. HaumeHoBaHusA 1 cogepxaHns
OENCTBYIOWNX BELECTR

10. Ycnosus xpaHeHusi

11. lNyTL BBEASHUSA

12. Ycnosus otnycka

13. MpeaynpepureribHbie Hagnuen: «Cnocob
NPUMEHEHUS: CM. NINCTOK-BKIaabILL,
«XpaHuTb B HEAOCTYNHOM 41151 JeTel MecTe»
14. Homep cepumn

15. [ara npon3soaCcTBa

16. [JaTta ncteveHus cpox rogqHocTu (B
chopmare: rogeH Ao...)

17. lTpunx-koz

18. [onyckaeTcs HaHeCEHNE BHYTPEHHUX
YNAKOBOYHBIX KOAOB [JONOSHUTENbHO MOTYT
6bITb HaHEeCeHbl CpeAcTBa naeHTUdUKaun
OJ19 MOHUTOPUHTA ABWKEHWUA NEeKapCTBEHHbIX
npenapaTos OT NpoussoaAuTeEns Jo
KOHeYHoro notpebutens (HaHeceHue
BO3MOXHO C UCROMNb3OBaHUEM CTUKEPaA).

(ayBnupyeTca Ha aHMMANCKOM
A3bIKe)

3. NloroTun gepxarens
PEerMcTpaumnoHHOTO YAOCTOBEPEHMUS
(Ha aHrMMACKOM A3bIKe)

4. HaumeHoBaHue gepxarens
PErMCTPaLIMOHHOTO YAOCTOBEPEHUS
¥ NnpousBoanTeNs NEKapcTBEHHOTO
npenapatra (BbinycKaiowmi
KOHTPOfb KavecTsa)

5. Anpec (cTpaHa) pepxarens
PEerncTpaumoHHOTo ya0CTOBEPEHNA
" MPOU3BOAUTENS NEKAPCTBEHHOTO
npenapara (BbinycKaloLLui
KOHTPOSb KauecTea)

6. IlekapcrBeHHas copma

7. DosupoBka

8. KonnyecTso rMekapcTBeHHOro
rnpenapara 8 ynakoeke

9. HammeHoBaHuA 1 copepxaHns
[EeNCTBYIOLMX BEILECTB

10. Ycnosus xpaHeHust

11. MyTb BBEAGHUA

12. Ycnosus oTnycka

13. NpepynpeauTensHbie HAANUCH:
«Cnocob NpyMeHeHns: CM. JIMCTOK-
BKNAAbILLY, «<XPaHUTL B
HEeLOCTYINHOM ANs AeTer MmecTe»
14. Homep cepum

16. [lata npoussoacTsa

16. [lata ucreueHs CpOK rogHoOCTI
(e dbopmarte: rogeH go...)

17. Witpux-kogq

18. HaHeceHbl BHyTpeHHue
YMaKOBOYHbIE KOZbI.
HononHuternbHO HaHeceH bl
cpeacTBa naeHTUVKaumu ons
MOHUTOPUHra ABMKEHNS
NeKapcTBeHHbIX NpenapaTos OT
NPOon3BOANTESNA 40 KOHEYHOTO
norpeburens (6es ncnonsL3osaHus
cTUKepa).

Mpy TemnepaType He sbiwe 30°C.

Cpok rogHocTH
12 | (Mepnogn4HOCTb
KOHTpOnA)

2 roga

2 ropa (31.12.2026)
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AHanUTUYeCKKi NacnopT Ha roTOBYHO NPOAYKLMIO

TNnueHans Ha ocylLecTBrieHWe NPoU3BOACTBA fekapcTBeHHbX cpeacTts Ne00153-11C 00O "HoeapTtuc Hesa"
Poccus, Cankt-MeTtepbypr,
[opora B Kamenky, 4.40, xopn. 3, nutepa A

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

KoHTponb kavecTea

Quality Control
Homep nacnopra: Bepcwusi:1.0
Certificate number 4-27-0125 Version
Ne MNoxasatens* Mevopg ucnbiTaHnii / Tpebosanmne PesynbTat
z Parameters Analytical method / Requirement Resuit
Shelf life (Frequency
of control)

* - MNokasaresnb «wapoﬁwonomqecxaﬂ 4YUCTOTa» He ABNAETCA PYTUHHBEIM METOAOM aHain3a N MOXKeT OTCYTCTBOBaTbL B
nacnopTe kKoMmnaHuu.

3. 3AKITHOYEHUE
CONCLUSION

fexapcTeeHHbIn npenapart lansyc MeT®, TabneTkn NOKpbLITLIE NNEHOUHOIN oBonoukon, 50-mr + 1000 mr Ne30, :
Homep cepuu PJ28740125 cootBeTcTBYET TPEOOBaHWUSM HOPMaTUBHOIR AOKYMEHTaUMN nH-Ne(OU1986}—(Pr-RU% '
200524 Mansyc MeT®, TabreTkn NoKpbITLIE NIEHOUYHOM oGonoukoi 50 Mr + 500 mr, 50+ 850 wmr, 50+ 1000 m”~

Moaynb Mapkuposka J11-Ng(001986)-(PI'-RU)-270723. X/
CTapwwiA  crneuwanuct  no 5l L
Yisenapn KOH'lE:)OrIIO kadecTsa Anexcees 5.0. \> 02.\|202% //4
Approved by cfha 4
i A '{ P ;f :_. ,_r_ b Al el A/
/ L‘/’
Version Description of change s
(Bepcus) (OnucaHue nsmeHeHuin)
1.0 HoBblth nacnopT
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