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AHanUTHYecKUi NacnopT Ha FOTOBYIO NPOAYKUMIO

NuLEeH3Ns Ha OCYLLECTBIIEHME NPOU3BOACTBA NEKaPCTBEHHBIX CPEACTB Ne00153-NC 000 "HoeapTuc Hesa"
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KoHTpone kavectsa

Quality Control
Homep nacnopra: 207 Bepcua:1.0
__(_Der_ttjlfat_e_ nuTber 4 g 4-307 _0425__ lJVersion N
1. OBLIAS UHOOPMALIUA
GENERAL INFORMATION
HavmeHOBaHMe NpoayKuun: Fansyc MeT® TabneTkn, NoKpbITLHIE nneHouYHoW 0D0NOYKOR,
Product Name 50 mr + 1000 mr Ne30

NM-Ne(001986)-(Pr-RU)-200524 [ansyc MeT®, TabneTku nOKprTbE
n | nneHouHoit o6onoukoii 50 mr + 500 wmr, 50 + 850 mr, 50 + 1000 mr Mogynb
Crlf’”epe“." Ha COOTBETCTBUE C: | Manypoka JIM-Ne(001986)-(PM-RU)-270723
ecked against .
Creundukaums kauecTBa Ha Faneyc MeT®, TabneTki NoKpsITbIE NJIEHOYHON
oBonoukoi 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126, eepcus: 17.0

BHyTpeHHWiA koA Howmep cepun

HepacdacoBanHHOM npoaykumm: | 42027187 HepacgacoBaHro# npoaykunn PM4728

Product Code Bulk Batch Number Bulk ~

BHYTpeHHWiA KOAi ynakoBaHHOW Homep cepuy ynakoBaHHOW

NPOAYKUUK: 44068551 npoayKumn: PM83070425

Product Code FDF Batch Number FDF

JAara npon3sBofcTea:

Manufacturing Date 19.04.2025 !
4 Paamep cepuy 3a BblYETOM

SEgpop capu: 5 944 yn. Apo6: 5 935 yn.

Batch size without samples

2. NOSAYYEHHbLIE PE3YIIbTATDI

TEST RESULTS
Ne MNMokasarens” MeToa ucnbitannit / TpeGopaxuve Pe3ynbrat
Parameters Analytical method / Requirement Result
BusyanbHblii OearnbHble TabneTku co
OBanbHble TabneTky Co CKOWEHHBIMAY CKOLLEHHbIMW  Kpasimu, MOKPbIThie
o Kpasmu, MOKPLITbIE NNEHOUHOI 0605104KON fiNeHoYHOW  ODOMNOYKOW  TEeMHO-
1 A ""::::;Z TEMHO-XXENTOFo ¢ CEPOBaTHIM OTTEHKOM XEenvToro C CepoBaTbiM OTTEHKOM
g yseta. Ha ogHolt cTopoHe TabneTku yBeTa. Ha ogHoi cTopoHe TabneTku
mapkuposka «NVR», Ha apyroii cTopoHe ~ mapkupoBka «NVR», Ha gpyro#
«FLO». cTopoHe — «FLO».
B3XX
Bpems yaepKuBaHWs OCHOBHOTO NUKa Ha
Zﬂ%??&g:a“m XpOMaTorpamme UCrbITyemoro pacTeopa 1 CooTaercTByeT
A ——— [OIDKHO COOTBETCTBOBaTL BPEMEHU
yOEPKMBAHUs NUKa BANASTAVNTUHA Ha
5 XpomaTorpamme CTaHfapTHOro pacTeopa.
BIKX
Bpems yAepKuBaHWs OCHOBHOTO NuKa Ha
- MeTdopmuHa XpoMaTorpaMme UCTbITyemoro pactsopa 3 CooTaeTtcTByeT
rmapoxnopug DOIMKHO COOTBETCTBOBATL BpeMeH
yaepXvBaHus nNuka MeTcopmMuta Ha
XPOMAaTOrpaMmMecTaHgapTHOrO pacTeopa.

(Native) Information Print Date:20 May 2025 Page 1 of 5 Business Use Only « ESOPS D2




NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTuvecKuil TAcMopT Ha roToBYH NPOAYKUMIO

TNuuueH3na Ha oCylWEeCTBIEHVE NPOM3BOACTBA NEKAPCTBEHHLIX CPEACTB Ne00153-NC

000 "Hoeapruc Hesa"
Poccus, Cankt-TeTepOypr,
Dopora B Kamenky, A.40, kopn. 3, niutepa A

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

KoHTposis kavecTea
Quality Control

HoMep nacnopta: A7 | Bepensii1.0
(O Al L | 43070825 |vewen |
Ne MNokasarens* Metoa ucnbitanuia / Tpe6osaHue Pesynbrar
2 Parameters Analytical method / Requirement Result
B3OXX 3
He meHee 80% (Q) OT 3anBfIEHHOMO 23 Jf’ :;;:::::::0':3 gg,c:we::lka;lm
copepXaHus BunaarnuntuHa yepes 30 A P T,
3 | PacTtBOopeHue MUHYT .
Dissolution He meHee 80% (Q) ot 3aaBNeHHOro :,,2?-£00TM3;::?:HHg;zoco,fe:)f:H::
cogepxaHus meTchopmuHa rugpoxnopuaa 30 MMHpT AP puaa 4ep
| vepes 30 MuHYT. y
Bopa MeTop K. duwiepa o
B Water He 6onee 1,0%. S0
BOXX o
202-01 (amng): He Gonee 0,5% S me
Mpumecn 209-01 (LMKNVYECKNN aMUANH): 207-01 6 Py X
Related | He 6onee 0,2% E RUSHE00HAPYAREHE;
substances- 207-01 (aukeTonunepasuH): A
Npumec He Gonee 0.2% HeM,D,EHTV(I)CPlI/;}.WIpOBaHHaH npumech
" _ — MeHee b;
BungarnuntuHa EAVHWYHOR HenAeHTUDULMPOBAHHOW e .
npumeck: He Gonee 0,2% g);n;nna BCEX npumecei MeHee
5 ‘Cymma Bcex npumecei: He Gonee 1,0% Lol
BIKX 1-LinaHoryaHuaut — 0,01%;
1-UmnaHoryaHnauH: He 6onee 0,02% EanHnuHas
- anMecu E,quHVIqHOVI HeVI,quTMCbVIIJ,VIpOBaHHOIZ HeM,D,eHTVId)VILWIpOBaHHaFl npvmech
MeTdopMuHa npumecu: He Gonee 0, j% ) ~ He oBHapyxXeHa;
ruppoxnopuaa Cymma Bcex npumeceit: He Gonee 0,6% Cymma BCex npuMmeceil — MeHee
X 0,05%
366-98 — He Gonee 0,2% 366-98 — meHee 0,1%
OpHOPOAHOCTHL
[O03UPOBaHHbIX Bungarnuntvin — BOXKX . -
g | eAmHnu MeTdhomuHa ruapoxsiopng - MeToa EAZ??J;::;M; o \c/>xn<1’1m )
Uniformity of Bapuaumy macc AV=06 AP pua:
dosage AV <150 ’
units
B3XX
OT 95,0% go 105,0% sunparnunTuHa OT
Eﬁ::;gﬁ:zz:me 3a9BNEHHOro coaepXKaHns
98,4%
'_qgi‘;y B AT BHyTpeHHWii npeaen Ha Bbinyck (IRL): He
7 A MeHee 97,9% BUNgarnunTUHa oT
3asBJIGHHOTO cofiepXaHust
B3XKX
;MMeLCfﬁngﬁ'a Or 950% a0 1050% mercopmuHa | 99,3%
Ap P FUAPOXIIOPKAA OT 3aABMEHHOMO COASPXaHNS.
) | Mo 6 TabneToK B BnMcTep
YnakoBka Mo 6 TabneTok B 6nuctep NMA/AR/MBX n _
C Packing anioMUHNeBoW donbru. MA/ARTIBX 1 anomuHneson

cponeru. Mo 5 GnucTepoB BMecTe €
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Ne MNokasarenn® Metog ucnbitanunii / Tpe6oBaHune Pesynsrar
Parameters Analytical method / Requirement Result

Mo 5 6nncTepoB BMECTE C JINCTKOM-
BKMaAbilleM B KapTOHHYIO NAYKY.
[onyckaeTca Hanuume KOHTPOmNA NepsBore
BCKpbITUS.

9 Mapkuposka
Labelling

MepBUYHaAA BHYTPEHHSA ynaKkoBKa

Ha 6nucrepe ykasbiBaeTcs:

1. ToproBoe HavMeHOBaHWe fpenapara c
npegynpeauTENbHON Mapkuposkon ®

2. MexgyHapoaHoe HeflateHToBaHHoe
HaumeHoBaHue (ay6nupyeTcs Ha
aHIMMACKOM A3bIKE)

3. Nlorotun pepxarens perucTpaLmMoHHoro
yOOCTOBEPEHUA (Ha aHTNUIACKOM A3blke)

4, llekapcTBeHHasa dopma

5. Hosnposka

6. Homep cepuun

7. JaTa nctedeHus cpoka rogHocT# (B
dopmare: roaeH 4o...)

8. [laTta npousBoacTea

9. fdonyckaeTtcs HaHeceHne BHYTPEHHNX
YNaKoBOMYHbIX KOAOB KOMNaHuW. B cnyvae
npou3ssoactea Ha nnowaake OO0
«Hoeaptuc Hea» Ha 6nucrepe ykasbialoT
TONbKO NepemeHHbie AaHHble Be3 ykaszaHnA
npecunKCoB HOMepa cepun 1 aathbl
OKOHYaHUA CpoKa rogHOCTH.

[laTa npousBoacTBa He ykasbiBaeTcs.
BropuyHas ynakoBka (kapToHHas na4vka)
Ha kapToHHOW Nauke yKkasbiBaeTcA:

1. ToproBoe HanMeHoBaHWe npenapaTta ¢
npegynpeauTensHoOR Mapkuposkon ®

2. MexayHapoaHoe HenaTesToBaHHoe
HawmeHoBaHue (aybnvpyeTcs Ha
aHIMUIACKOM RAI3bIKE)

3. florotun gepxarens perncTpalmMoHHOro
yBOCTOBEPEHUA (Ha aHINUACKOM A3blKe)

4. HanmeHoBaHWe aepxaTens
perucTpaumnoHHOro y10CTOBEPEHUA U
fIpoM3BOANTENS NEKAPCTBEHHOro Npenapara
(BLINYCKAIOLWMIA KOHTPOSb KAYecTBa)

5. Agpec (cTpaHa) gepxarens
perucTpaLmoHHOTO YA0CTOBEPEHNS 1
npowusBoAMTENA NeKapcTBEHHOro npenapara
(BhINYCKAOLWA KOHTPOSIb KAYECTBA)

6. NexkapcTeenHas cdopma

7. Joanposka

8. KonuuyecTtBo nekapcrseHHOro npenapara
ynakoBKe

NACTKOM-BKMAAbILIEM B KAPTOHHYHO
nauky. MpuCyTCTBYET KOHTPOIb
NEPBOro BCKPLITUSA.

| NepeuyHas BHyTpeHHss

ynakoBKa
Ha 6nucrepe ykasaHo:

1. Toprosoe HanmMeHoBaHue
npenapavta ¢ npeaynpeamnTessHon
MapKkuposkon ®

2. MexayHapogHoe
HernaTeHTOBaHHOe HavMeHOoBaHue
(8ybnupyeTtca Ha aHrNUACKOM

| A3bIke)
| 3. Nlorotun gepxaTtens

perncTpaunoHHOro yaoCToBepeHus

| (Ha aHrnmiickom s3bike)

4. lekapcTeeHHas dopma

5. Hosnposka

6. Homep cepun

7. [laTta ucteueHus cpoka rogHocTu
(B chopmarTe: rogeH Jo...)

8. [lata npon3BoACTBa He ykasaHa
9.BHYTpeHHNe yrakoBouHble KoAbl
KOMTMaHUM OTCYTCTBYIOT.

Ha 6nuctepe gna Homepa cepuu v
OaTbl OKOHYAHWUA CPOKa rogHOCTU
yKasaHbl TONLKO NEPEMEHHbIe
AaHHble 6e3 ykazaHusA npedukcos .
Oata npomssoacTea He yKasaHa.
BropuyHas ynakoBKka (kapToHHas
nauvxa)

Ha KapTOHHOW Nayke ykasaHo:

1. ToproBoe HaumeHoBaHue
npenapata ¢ npeaynpeanTenLHon
MapKupoBskon ®

2. MexayHapopgHoe
HenaTeHTOBaHHOEe HavMeHoBaHne
(ay6nupyeTtcst Ha aHrMUACKOM
A3bIKE)

3. Norotvn gepxarens
PErUCTPaLIMOHHOIO YA0CTOBEPEHUA
(Ha aHrMMICKOM A3bIKe)

4. HavumeHoBaHWe gepxatens
PErucTPaLoHHOro yAOCTOBEPEHWS
1 NPOM3BOAUTENS NEKAPCTBEHHOMO
npenapata (BbiNycKaroLunia
KOHTPOSb KavecTsa)
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Ne Mokasartens* MeTog ncnbitaHuit / Tpe6oBaHue PesynbTar \
= Parameters Analytical method / Requirement Result |
9. HavmeHoBaHus N cofjiepXaHns 5. Agpec (cTpaHa) aepxartenst
OeCTBYIOWMX BELLECTB perncTpaumoHHOTo yA0CTOBEPEHUS
10. YcroBua xpaHeHus ¥ NPON3BOAUTENS NEKapCTBEHHOTO
11. MyTb BBEAEHNA npenapata (BbifyCKaloLuA
12. Ycnosus oTnycka KOHTPOS1b KauecTsa)
13. MpepynpeauTtensHsie Hagnuch: «Cnocob | 6. llekapcTaeHHas hopma
NPUMEHEHNA: CM. FINCTOK-BKNaabiL», 7. Dosuposka
«XpaHWUTb B HEOCTYMHOM Ans AeTeit mecTte» | 8. KonuuecTso nekapcTBeHHOro
14. Homep cepuu npenapara B yrnakoBke
15. [laTta npoussoacTsa 9. HanmeHoBaHNA N coaepKaHus
16. [lata ncreveHus Cpok rogHoCTH (B | AeAcTByIOWMX BELLECTB
dhopmarte: roaeH Ao...) | 10. Ycnosus xpaHerus
17. Wrpux-koq 11. MyTb BBEAEHKA
18. [jonyckaeTcs HaHeceHne BHYTPEHHUX 12. Ycnosus oTrycka
yMaKoBOUYHbIX k0408 [l0NONHUTENbHO MOTYT 13. MpeaynpeauyTenbHble HAANUCK:
6biTh HaHeCeHbI cpecTBa uaeHTMduKaLMmn «Cnocob npuMeHeHus:: CM. AINCTOK-
LN MOHVTOPUHIA ABWKEHUS NEKapPCTBEHHbIX | BKNAAbIW», «XpaHUTb B
npenaparos OT NPoUsBoOAUTENS A0 HeZOCTYNHOM Afis AeTel MecTe»
KOHeYHOro noTpedbutens (HaHeceHue | 14. Homep cepun
BO3MOXHO C UCMONb30BAHNEM CTUKEPA). 15. [laTa npoussoacTea
16. [ata ncreyeHns Cpok rogHoCcTU
(e hopmare: rogeH J0...)
17. Wrpux-koa
18. HaHeceHbl BHyTpEHHUE
YRNaKoBOYHbIE KOAbI.
JononHuTtensHO HaHeceHb!
| cpeacTBa uaeHTudMKaLmmn ans
MOHUTOPUHra ABVXKEHNA
neKapcTBEHHbIX NpenapaTos OT
rpoussoAUTENSA A0 KOHEYHOro
notpebutens (6es ncrnonb3osaHus
CThKepa).
10 )S(tgf:gee""e Mpu Temnepatype He Boie 30°C.
Cpok rogHocTH
{Mepuoan4HOCTL
11 | koHTpoONs) 2 roga 2 roga (31.03.2027)
Shelf life (Frequency
of control)

* - MokasaTtene «Mukpoburonornyeckas YucToTa» He ABMAETCA PYTUHHBIM METOAOM aHanuaa u MoXeT OTCYTCTBOBATL B

nacnoprte KoMnaHuu.
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Homep nacnopra: 207, Bepcus:1.0
Certificate numbfr I 4-307-0425 _‘_ Vef_s_ion__
3. SAKNIOMEHMUE
CONCLUSION

NekapcTeeHHbI Npenapat Mansyc MeT®, TabneTky NOKPbITLIE NNEeHOUHOI o6onoukoi, 50 mr+ 1000 mr Ne30,
Homep cepun PM83070425 cooTeeTCTBYET TPEGOBaHUSAM HOPMATVUBHOW AOKYMeHTauun J1T1-Ne(001986)-(Pr-
RU)-200524 ManByc MeT®, TabreTkv NOKpLITHIE MIEHOUHOM 060ro4Kor 50 Mr + 500 mr, 50 + 850 mr, 50 + 100
mr Moayne Mapkupoeka JIM-Ne(001986)-(Pr-RU)-270723. S/

Crapwmin  cneumanuect  no ~
An B.O. " 51| 2D %7
YTBEpAMN | 0 rhoni0 KavecTBa excees .0 20 OO &Y #o
Approved by
.r."
Version Description of change {
(Bepcus) {OnuncaHne nsmeHeHun)
1.0 Hosblth nacnopt
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