NOVARTIS

Form to SOP-8013721

Doc No. : FRM-8015490
Version : 6.0

AHanuTuYecKknin NacNopT Ha roToBYIO0 NPOAYKLMIO

JivueHsua va ocywecTeneqne nponssoacTea nekapcTBeHHbIx cpeacte Ne00153-11C
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Version

1. OBLIASI UHOOPMALIUSA
GENERAL INFORMATION

HaumeHoBanue npogykumu: lanByc Met® TabneTku, NOKpbITbIE NNEHOYHON 060nouKoiA,
Product Name 50 mr + 1000 mr Ne30
IM-Ne(001986)-(Pr-RU)-200524 Taneyc Met®, TabneTku noKpbIThiE
nneHouHon o6onoukoit 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Mogayne
fipoBepeHo Ha COOTBETCTBMG C: | 120 aooeia NIN-Ne(001 986)-(Pr-RU)-270723
ecked against X
Cneuwdbnkauns kavectsa Ha Mansyc Met®, Tabnetku NMOKPbITLIE NNEHOYHOM
o6onoukoii 50 mr + 1000 mr Ne 30 SPEC FDF 00080126, Bepcus: 17.0
BHyTpenHui kog Homep cepuu
HepacdpacoBaHHo# npoaykuun: | 42027187 HepaccacoBaHHO# npoaykumu PS4585
Product Code Bulk Batch Number Bulk
BHyTpeHHUIt kog ynakoBaHHOM Homep cepuu ynakoBaHHOMW
npoayKuunn: 44068551 npoayxKumu: PS67820725
Product Code FDF Batch Number FDF
aTa NPou3BOACTBEA!
ﬂanufactﬁrfng Datéq 31.07.2025
Pazvmep cepumu 3a BbiveTOM
Faausp pep; 3696 yn. npo6: i 3687 yn.
atch Size : ;
Batch size without samples
2. NMONYYEHHLIE PE3YMbTAThI
TEST RESULTS
[_Ne Mokasarens* MeTogn ucnbitanuii / TpeGoBanue PeaynkTar
Parameters Analytical method / Requirement Result
BusyanbsHblin OBanbHble TabneTtkn co
OBarnbHble TabneTkn Go CKOLIEHHbLIMIA CKOLUEHHLIMW  Kpaamu, MOKPLIThIe
s T— Kpasmu, NoKpbIThIE NNEHOYHOW 060M04KOIA nneHoyHol  oBonoykol  TemHo-
1 A TEMHO-XENTOro G CepoBaThiM OTTEHKOM XEMTOr0 C CEepoBaTbIM OTTEHKOM
ppearance 5 =
useta. Ha ogHoi cTopoHe TabneTku useTa. Ha oaHoli cTopoHe TabneTku
mapkuposka «NVR», Ha apyroii cTopoHe — mapkupoka «NVR», Ha agpyron
«FLOw. cTopoHe — «FLO».
B3»XX
Bpewms yaepxuBaHns 0CHOBHOro nuka Ha
;ﬂﬁ;;:;ﬁ::a”"“ Xpomarorpamme 1cnbITyemoro pacteopa 1 CooTsercrayer
- By AOIMKHO COOTBETCTBOBaTL BPEMEHM
YAEPKUBAHUA NUKA BUNAAAMNATAHA Ha
5 XpomaTorpamme CTaHAAPTHOrO pacTeopa. ]
B3»XKX
Bpemsa yaepXuBaHUA OCHOBHOIO NKKA HA
- MeTdopmuHa XpomartorpamMme UCnbLITYyemoro pacteopa 3
ruapoxnopug AOIDKHO COOTBETCTBOBaTL BpEMEHM Coorsercreyer
yaepxuBaHuA nuka meTgopMuHa Ha
XpomaTorpammecTaHaapTHOro pacTeopa.
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Ne Mokaszarenk* Merog ucnbitanuii | Tpe6oBanue Peaynbrar

Parameters Analytical method / Requirement Result
B3X 0
He meHee 80% (Q) ot sassneHHoro 23}? ;L:;::: ae:gog)a gg'fﬁﬁ'_"m
coAepxaHus BungarnuntuHa yepes 30 A P T,
3 ch'raopenue MUHYT 100%

Dissolution He meHee 80% (Q) ot 3asBneHHOro Me?.q;OOTMi,a::j:f HH:?;EOCDL'? eap :{: H::
cofiepxaHvs MeTgopmimHa ruapoxnopuaa 30 Mqu Ap PiAa uep
yepe3 30 MUHYT. #

Bopa Metog K. duwepa &

# Water He Gonee 1,0%. L

B3XX 6

202-01 (amug): He Bonee 0,5% 333_31 B E:Z%ia?'1>{?éna'
Mpumecn 209-01 (Umknuyeckuin ammauH): Py ;

o 207-01 — He oBHapyxeHa;
Related He Bonee 0,2% E e
ﬁubsrances- iggg;égtakglznmnepaawu): HEeUAEHTU(ULNPOBAHHAS NPUMECH
PHMacH ! . — He oBHapyxeHa;

B“ﬂ'qarn“n-r""a E,QMHH”HO“ Hen.ueHTHdJHLlMpOBaHHOM ' s

npumecy: He Gonee 0,2% g;;T/nna BCEX npumecei MeHee
5 Cymma Bcex npumeceii: He Gonee 1,0% he

BOXX \ 1-LnaHoryaHuguH — 0,01%:

1-Llua|-|0ry_aHmMH: He 6onee 0,02% | Eavnunanas

- NMpumecy EavHnIHOI HEVIACHTUDULMPOBAHHON | HenpeHTUGUUMPOBAHHaS NpUMECH

MeTdopmmHa npumecn: He Gonee 0,]% — He 0BHapykeHa:

ruapoxnopuaa Cymma Bcex npumeceii: He 6onee 0,6% Cymma Bcex npumeceil — MeHee
rx 0,05%

366-98 — He Gonee 0,2% 366-98 ~ meHee 0,1%

OpHopogHocTh

O03MPOBaHHbLIX BungarnuntuH — B3XX . “

equHuL MeTdomumHa rmgpoxnopug - mMeton Bungarnuntix: AV = 1,3 .

6 MeTtchommHa rugpoxnopua

Uniformity of Bapwauuu macc AV=10 :

dosage AV =150 '

- units

' B3XX
Ot 95,0% pgo 105,0% BungarnunTuHa oT

KonuuecTBeHHOe !

onpenenenme 3asABNEHHOro coaepXaHus —"

Assay : i

. C—— BHyTpeHHuit npeaen Ha Boinyck (IRL): He

7 e MeHee 97,9% BUNgarnMnTuHa oT
3afABMNeHHOro cofepXaHus
B3XKX

;wme;fﬁg““”"”a Or 950% gm0 105,0% merchopmuma | 100,3%

ap PUA rMapoxsiopuaa ot 3asBNeHHoro cogepXaHus.
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AHanUTUYecKui NacnopT Ha roToBYIO NPOAYKLMIO
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KoHTponb kauectea

«HoBapTuc Hesa» Ha 6nucTepe ykasbisaioT

TONbKO NepemeHHble faHHble 6e3 ykasaHus
NpedUKCoB HOMepa cepun 1 gaTsi
OKOHYaHUA CpoKa roAHOCTH.

Dara npoussoacTea He ykasbiBaeTcs.
BropuyHas ynakoska (kapToHHas nauvka)
Ha kapToHHoW nayke ykasbizaeTcs:

1. Toprosoe HaumeHoBaHWe npenapara ¢
npeaynpeauTensHoN Mapkuposkol ®

2. MexayHapogHoe HenaTeHToBaHHOe
HanmeHoBaHue (aybnupyeTcs Ha
aHIMUIACKOM A3bIKE)

3. Jlorotun aepxarens perucTpaumyoHHoro
YAOCTOBEPEHWA (Ha aHrMMACKOM A3blke)

4. HanmeHoBaHue gepxarens
PErncTpaunoHHoro ya0cToBEpeHUs 1

Quality Control
Homep nacnopra: Bepcus:1.0
Cem‘ﬁcapre numberpT 4-717-0725 Vergion
Ne MNokazarens* MeTtog ucnuitanun / TpeGosanue PesynbTat
- Parameters Analytical method / Requirement Result
Esp. ., ®. CWA, An. &, unn
®EASC 2.1.6.6,2.1.6.7
Mukpo6uonoruye | Kareropus 3A:
g | ckas uucrora ObLyee 41cno aspobHbIX MUKPOOPraHN3MOB
Microbiological —He Gonee 10° KOE 8 1 1; MeHee 50 KOE B 11
purity O6Lee YnCno APONOKEBLIX 1 MIECHEBbIX
rpubos — He Gonee 102 KOE B 1 r: Metee 10 KOE B 1T,
OrtcyteTBue Escherichia colis 1. Ortcytcreue s 1.
lNo 6 TabneTok B 6rctep MA/ARMBX u Mo 6 TabneTtok B Gnnctep
anMUHUEBOI honbri, MNA/ARMBX v anoMuHUeBoli
9 ¥Ynakoeka Mo 5 6nucrepos BMECTE C NUCTKOM- tonbru. Mo 5 Gnucrepos Bmecte ¢
Packing BKnagplluem B KapTOHHYIO mauky. NUCTKOM-BKNAALILIEM B KAPTOHHY 0
HonyckaeTca Hanuune KoHTpons nepeoro nauyky. NpurcyTcTBYET KOHTPOND
BCKPBITUSA, NEPBOro BCKPbITUS.
lMNepBuyHan BHYTpeHHnsA ynakoBka MepBuyHas BHYTpeHHARA
Ha 6nucrepe ykasbisaetcs: ynakoBka
1. Toproeoe HaumeHoBaHue npenaparac Ha 6nucrepe ykasaHo:
npeaynpeanTensHoi Mapkupoekon ® 1. Toproeoe HaumeHoBaHue
2. MexgyHaposHoe HenaTeHTOBaHHoe npenapara ¢ npeaynpeanTensHoii
HaumeHoBaHue (aybnupyeTtca Ha MapKnposkon ®
2HIMIACKOM A3bike) 2. MexxayHapogHoe
3. lloroTun aepxarens perucTpaLoHHoro HenaTeHToBaHHOE HauMeHoBaHe
YAOCTOBEPEHUS (Ha aHrMUINCKOM A3bike) (BybnupyeTcs Ha aHrnuiickom
4. llekapcTeeHHas opma A3bIKE)
5. Joanpoeka 3. lNNorotun aepxarens
6. Homep cepun PErMcTpaLnoHHOro ya0CTOBEPEHIS
7. [lata ucteuyeHus cpoka rogHocTy (B (Ha aHrnuiickom Asblke)
¢opmare: rogeH go...) 4. llekapcTeeHHasn chopma
8. llata nponzeoacTea 5. foanpoeka
9. fonyckaeTca HaHeceHue BHYTPEHHMX 6. Homep cepuu
10 | Mapkuposka YNaKoBOYHbIX KOAOB KOMMaHuUK. B cnyvae 7. Oata ucreyeHusi cpoka rogHocTm
Labelling npouseoAcTea Ha nnowaake 000 (B hopmate: rogeH ao...)

8. lata npousBopcTBa He ykasaHa
9.BHYTpeHHWe ynakoBouHble Kogpl
KOMNaHWK1 OTCYTCTBYIOT.

Ha 6nuctepe ans Homepa cepuu u
AaTbl OKOHYaHWsA CpoKa rogHOCTH
yKasaHbl TONLKO NepemMeHHble
HaHHble Be3 ykasaHus npecukcos .
Hata npousBoacrea He yKasaHa.
BropuyHas ynakoska (kapToHHas
navka)

Ha KapToHHOI nauke ykasaHo:

1. Toproeoe HaumeHoBaHWe
npenapara c npeaynpeauTensHon
MapkupoBkoi ®

2. MexpayHapoaHoe
HenaTeHToBaHHOe HanveHoBaHve |
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Parameters Analytical method / Requirement Resuilt
npou3BoAUTENs NekapcTBeHHoro npenapata | (ay6nupyeTcs Ha aHrmMiicKom
(BbINyCKaOLMIA KOHTPOIL Ka4eCcTBa) A3bIKE)
5. Agpec (cTpaHa) aepxarens 3. Norotun gepxarens
PEerucTpaLuoHHOro yA0CTOBEPEHNS 1 perucTpaLmnoHHoOro yA0CcToBepeHNs
npov3BOAVTENs NEKapCTBEHHOrO NpenapaTta | (Ha aHrNUACKOM A3bIKe)
(BbINyCKaOLUIA KOHTPOTb KAYecTBa) 4. HaumeHoBaHue gepxaTtens
6. NNekapcTBeHHasn cdopma PervcTpauuoHHoro yAoCToBEpPEHNs
7. Joaupoeka 1 NpoU3BOAWUTENSA NEKapCTBEHHOro
8. KonuuecTso nekapcTeeHHOro npenaparta 8 | npenapata (BbinycKaloLLuiA
ynakoske KOHTpOnb Ka4yecTBa)
9. HaumeHoBaHWA U cogepXaHns 5. Agpec (cTpaHa) gepxaTtens
OelicTBYIOLMX BELLECTB perucTpaLoHHoro yA0CcToBeEpEHNA
10. Ycnosusi xpaHeHus 1 NPON3BOAUTENA NEKAPCTBEHHOMO
11. NyTe BBEOEHNA npenapara (BbINyCKawLWii
12. Ycnosua oTnycka KOHTPOMb KavecTsa)
13. NMpeaynpepurensHbie Hagnucw: «Cnocob | 6. NlekapcTeeHHas dopma
NPUMEHEeHNA: CM. NUCTOK-BKNaAbILL», 7. Doanposka
«XpaHuTb B HEQOCTYNHOM ANA AeTel mecTe» | 8. KonnuecTso nekapcTBeHHOro
14. Homep cepun npenapara B ynakoske
15. [lata npousBoacTBa 9. HaumeHoBaHus u cogepxaHna
16. [lata ncteyeHns cpok rogHocTu (B AelCTBYIOLMNX BELLECTB
chopmare: rogeH go...) 10. YcnoBusa xpaHeHus
17. Wrpux-kog 11. MNyTb BBEgEHUA
18. [lonyckaeTcs HaHeCEHME BHYTPEHHIX 12. Ycnosua otnycka
YNakoBO4YHbIX KOAOB [JoNONHWUTENLHO MOTYT 13. MNpeaynpeautensHbie HaaNUCK:
BbITb HaHeCEHbl CPeACcTBa UABHTUDMKALMA «Cnocob npuMeHeHus: cM. ICTOK-
ANA MOHUTOPUHIa ABWKEHUS NEKAPCTBEHHbBIX | BKMAAbIW», «XpaHuTs B
npenapartoB OT NPoW3BOAWTENs A0 HeAoCTYNHOM AN feTeil MecTe»
KOHeuHoro noTpebutens (HaHeceHWe 14. Homep cepuu
BO3MOXHO C UCMOMb30BaHMEM CTUKEPA). 15. [lata npoussoacTea
16. [laTa ucTeyeHns cpok rogHocTn
(e dbopmare: rogeH go...)
17. Wrpwnx-kon
18. HaHeceHbl BHYTpeHHWe
ynakoBoYHble koAb,
[ononHuTensHo HaHeceHs.I
cpeacTea uaeHTuukaumm ans
MOHUTOPWHra ABMKEHNA
NeKapcTBeHHbIX NPenapaTos oT
nNpou3BOAUTENS A0 KOHEYHOro
notpebutens (6e3 ucnons3oBaHmA
CTUKepa).
11 gga;gi""e MNpw TemMnepaType He Boiwe 30°C.,
Cpok rogHocT
12 | (MepuoguuHocTe | 2 ropa 2 ropa (30.06.2027)
KOHTpoOns)
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AHanuTUYeckunii NacrnopT Ha rOTOBYIO NPOLYKLMIO
Tuuensmns Ha ocywecTeneHne NPoON3BOACTBA NeKapcTaeHHbIX cpeacts Ne00153-NC

000 "HosapTuc Hesa"
Pocewa, Cankr-MNeTepbypr,
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Quality Control

Homep nacnopra: 47 Bepcus:1.0
Certificate number 4-717-0725 Version
Ne Mokaszarenn* MeTtopn ucnbitanuin / TpebGosanne PesynbTart
Parameters Analytical method / Requirement Result
Shelf life (Frequency
of control)

* - MNokasarent «MukpoBuonoruieckas YACTOTa» He ABNSETCH PYTUHHBIM METOAOM aHaNN3a 1 MOXET OTCYTCTBOBATE B

nacnopTe KoMnaHwu.

3. 3AKIOYEHUE
CONCLUSION

Homep cepun PS67820725 cooTeeTcTByeT TpeGoBaHWAM HOPMATUBHOM JOKYMe

Lm-AITT-Ne(801986)-(PT-  /;

INexapcTBerHbIil npenapart Maneyc MeT®, TabneTku NOKpLITbIE NNEHOYHOI oﬁo:‘;gaﬂ 50.mr.+ 1000 mr Ne30,

RU)-200524 "ansyc MeT®, TabneTku NokpbITble NneHouHow 060Mo4koi 50 mr /500 mr, 50 + 850 iar, 5& + 1000
mr Moayne Mapkuposka J1M-Ne(001986)-(PI-RU)-270723.

r ] g v T
“’ i ._--;J 31
Crapwwuii  cneuwanucT  no i\ =| Novarig
Yreepgun Anekcees B.O. o, 0 A\De2S |
KOHTPOMIO KayecTea o \
Approved by i \2\ »
\
OomkHocTs {Position) @O (Full name) NaraDate
Version Description of change ,
(Bepcua) (OnucaHue naMmeHeHwii)
1.0 Hosblin nacnopT
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