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1. OBWAA UHPOPMALNA
GENERAL INFORMATION

HaumeHoBaHue npoayKLnm:
Product Name

Faneyc MeT® TabneTku, NokpbITbIE NAEHoYHOM obonoykoi, 50 mr + 850 Mr

Ne30

HPOBEPEHD Ha COOTBEeTCTEBME C:

JIM-Ne(001986)-(PI-RU)-200524 Tansyc MeT®,

TabneTkn MOKpbITble

nneHoyHon obonoukoi 50 mr + 500 mr, 50 + 850 mr, 50 + 1000 mr Moaynk
Mapkupoeka J1M1-Ne(001986)-(Pr-RU)-270723

Checked against 5
Cneundurauns kadyectsa Ha Mansyc MeT® TabneTkn, NOKpbITbIE NNEHOYHOM!
obonoykoii 50 mr + 850 mr Ne 30 SPEC_FDF 00080123, Bepcua: 17.0.
BHyTpeHHMA Kog Homep cepun
HepacdpacoBaHHOM npoaykuumn: | 42027186 HepacdacoBaHHoI npoaykumy PU8713
Product Code Bulk Batch Number Bulk
BHyTpeHHUI koA ynakoBaHHOMR Homep cepumn ynakoBaHHOW
NpoAyKUMK: 44068550 NpoAyKLMU: PV81651025
Product Code FDF Batch Number FDF
[HaTa npousBogcTea:
Manufacturing Date 04.10.2025
! Paamep cepuu 3a BbIYETOM
ga?'MQ)p capan: 6 981 yn. npo6: 6972 yn.
atch Size ; :
Batch size without samples
2. NONYYEHHBIE PE3YNbTATHI
TEST RESULTS
Ne Mokasatenk* MeTtopa vcneiTanui / TpeboBaHue PesynbTar
Parameters Analytical method / Requirement Result
BuayanbHbIn OsanbHble TabneTku co
OBanbHble TaBneTkM co CKOLIEHHLIMA CKOLUEHHBIMW  KpasimMi, MNOKPbITbIE
ety KpasMu, NoKpbITbie NNEHOYHOK 060MOYKON NNEHOYHOM 0BOMNOYKON XEenToro co
1 XenToro co cnabbiM cepoBaTbiM OTTEHKOM cnabelm  cepoBaTbiM  OTTEHKOM
Appearance = =
useta. Ha ogHolt cTopoHe TabneTku upeTa. Ha oagHoli cTopoHe TabneTku
mapkupoeka «NVR», Ha apyroi ctopoHe — mapkuposka «NVR», Ha pgpyroi
«SEH». cTopoHe — «SEH».
B3»KX
dimonriooun: | RS0 R om0
ng nffiealion [AOMKHO COOTBETCTBOBATL BPEMEHM RogTERTETRyeT
- bungarnunTH
yOepxuBaHusa Nuka sungarnunTuHa Ha
9 XpomaTorpaMme CTaHAapTHOro pacteopa.
B3XKX
Bpems yaepXvMBaHUs OCHOBHOIO NUKa Ha
- MeTdopmuHa XpomarorpamMme MCnbITyemoro pacteopa 3
rmapoxnopua AOIMKHO COOTBETCTBOBATE BPEMEHM RapTRERGTEYET
yAepXUBaHuA nika metdhopMnHa Ha
XpoMaTorpamMmecTaHAapTHOro pacteopa.
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AHanuTUYeCKWi NacnopT Ha roTOBYHO NPOAYKUUIO

JIueHsna Ha OcyLecTBNEHWe NPON3BOACTEBA NekapcTeerHbIX cpeacts Ne00153-11C
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KoHTponk kavecTsa

Quality Control
Homep nacnopra: _a71. Bepcua:1.0
Certificate number 0D Version
Ne Mokazarens* Metog ucnsitanui / TpeGoBaHue Peaynbtar
= Parameters Analytical method / Requirement Result
B3XX
97% OT 32aABNEHHOro coaepaHus
He meHee 80% (Q) oT 3afaBneHHoro .
coepxaHus sungarnuntuHa yepes 30 BURZATIMITINE Henea B0 MUHYT;
3 | PactBopexue MUHYT N
Dissolution He meHee 80% (Q) oT 3asBrieHHOrO :ﬂgﬁc’;om;:::’:“Hg;ﬁgofe:ﬁ:"'::'
cofepxanus meTcdopMuHa rmapoxnopuaa 30 MHHpT Aap S 4
yepes 30 MUHYT. Y
Boaa MeToa K. duwiepa i
. Water He Gonee 1,0%). 0.4%
B3XX o,
202-01 (amup): He Gonee 0,5% ggg'g: - Me"%e 0,1%; _
Mpumecu 209-01 (UMKNUYECKUA aMUANH): 4 e HapymeHat
Relstod i Eofas 0.0% ég?-m — He oBHapyxeHa;
. s NHUYHARA
ﬁ”pf:s:ﬂae”cc:& iggg;éen%“g:znmwas””)‘ HenaAeHTUULMPOBaHHas MNpPUMECh
! 5 — He obHapyXxeHa; '
EAvHWYHOW HengeHTuuLMpoBaHHOR .
Bunparnuntuta ngumecu: - Goﬂee ng%u P Cyn:ma BCEX NpUMecein — MeHee
5 Cymma Bcex npumeceii: He 6onee 1,0% 0.1%
BIXX 1-LinanoryaHuavH — mexee 0,01%;
1-Ll,naHory_aHn,qu1H: He BGonee 0,02% _ | EauHnuHas
- Npumecn EanHnyHon Heﬂ;ﬂeHTHdJ“LI"pOBaHHOH HenaeHTUULMPOBaHHaa NpUMech
MeTgopmuna npumecu: He Gonee 0,:I %o — He oGHapyXXeHa;
ruapoxnopuaa Cymma Bcex npumeceii: He Gonee 0,6% Cymma BCEX npuMecei — MeHee
X 0,05%;
366-98 — He Bonee 0,2% 366-98 — meree 0,1%
OaHopoAHOCTbL
D03UPOBaHHLIX BungarnuntuH — BAXX : =
g | eavnmy MeTcbomuHa ruppoxnopua - MeTog aiﬂ?;;ﬂ:y:ﬁn?éxngfun
Uniformity of Bapuauum macc AV =19 4
dosage AV <150 ;
units
B3XX
KonuyecTtBeHHoe | Ot 95,0% po 105,0% ewngarnuntuHa oT
onpegeneHue 3asBNEHHOrO CoepXaHns 99 3%
Assay BHyTpeHHui npeden Ha Beinyck (IRL): He e
7 | - Bunparnuntun MeHee 97,8% BUNZarnMnNTUHa oT
3asiBNeHHOro cofepkaHusa
B3XKX
o e i Or 950% po 1050% wmerdopmuna | 98,6%
AP Pid rMapoxsiopuaa oT 3asBNEHHOro CoOAepPKaHuUs.
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AHanuTU4YeCKUI NacnopT Ha roTOBYO NPOAYKLMIO
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KoHTponb ka4ecTBa

Quality Control
Homep nacnopra: Q71 Bepcus:1.0
Certificate number 4-871-1025 Version
Ne Mokaszatenw* MeTog ucnbitanuia / TpeGosaxue PesynbTar
Parameters Analytical method / Requirement Result
Eep. ©., . CLWA, An. ®. unn
SEASC 2.1.6.6,2.1.6.7
Mukpo6uonoruye | Kareropus 3A:
g | ckas uucToTa Obuee yncno aspobHbIX MUKPOOPTaHN3MOB
Mfcrobjojogfca.{ — He Bonee 10° KOE B 1 r, Menee 50 KOE B 1 r
purity Ob6Lwee Yicno ApoXOKEBbIX 1 MNECHEBbIX
rpubos — He Bonee 102KOEB 1T, Menee 10 KOEB 1T,
OvcyTcTeue Escherichia colis 1r. OtcyTtcTene B 1.
Mo 6 Tabnetok 8 6nucTep
Mo 6 Tabnetok B Bnuctep MA/ARMNBX n s
ANIOMUHVEBO ONBIU. HA!ATH'IBX 1 anioMUHNEeBO
9 Ynakoeka Mo 5 6nucTepor BMeCTe C NIUCTKOM- ﬁg’;bﬁlg‘mme
Packing BKNaAbILLEM B KAPTOHHYIO NauKy. U BMBCTS &

ﬂOI’IYCKQETCFI Hanw4ne KOHTPONA Nepsoro
BCKPbITUA.

NUCTKOM-BKNAAbILLEM B KAPTOHHYK
nauky. MpucyTCTBYET KOHTPOIb
NepBOro BCKPbLITUS.

10 MapkupoBka
Labelling

MepBuuHas BHYTPEHHAA YNaKkoBKa

Ha 6nuctepe ykasbiBaeTca:

1. ToproBoe HanMeHoBaHue npenapara ¢
npegynpeanTensHoi MapkupoBkoi ®

2. MexayHapoaHoe HenaTteHToBaHHoe
HanmeHoBaHue (aybnupyerca Ha
aHrNUACKoM A3blke)

3. NloroTun gepxarensa perncTpaunoHHOro
YOOCTOBEPEHMS (HA aHrNUIACKOM si3blke)

4. NNekapcTeeHHas opma

5. Joaunpoeka

6. Homep cepun

7. daTa ncteyeHnss cpoka rogHocTh (B
cdopmaTe: rogeH no...)

8. [laTta npou3eoacTBa

9. flonyckaeTca HaHeceHne BHYTPEHHWX
yNaKoBOYHbIX KOAOB KomnaHuu. B cnyyae
npoussoacTea Ha nnowagke OO0
«HosapTuc Hesa» Ha GnucTtepe ykasoiBaloT
TONbLKO NepemeHHbIe AaHHble 6e3 yka3aHua
npecukcos HoMepa cepvn 1 AaTbl
OKOHYEHWSA CPOKa rogHOCTH.

[OaTa npou3BoACTBa HE yKa3blBAETCA.
BropuyHas ynakoBka (KapTOHHasa nayka)
Ha kapTOHHOI Nayke ykasblBaeTcs:

1. ToproBoe HaumeHoBaHWe npenapara ¢
npeaynpeauTenbHOR MapKUpoBKoW ®

2. MexayHapogHoe HenaTteHToBaHHoe
HanmeHoBaHue (gybnupyerca Ha
AHMMUACKOM A3bIKE)

3. JloroTun aepxaTtens perucTpaumoHHoro
YAOCTOBEPEHUS (HA aHIMUACKOM A3bIKE)

MepBu4Han BHYTPEeHHAA
ynakoBKa

Ha 6nuctepe ykasaHo:

1. Toproeoe HavMMmeHoBaHWe
npenapara ¢ npeaynpeanTenbHon
MapKnposkon ®

2. MexpyHapogHoe
HenaTeHTOBaHHOE HauMeHoBaHne
(ayBnupyeTrca Ha aHrNUIACKOM
AA3bIKE)

3. lorotun gepxatena
perncTpaunoHHOro yaocToBepeHuUA
(Ha aHrnMICKoOM si3biKe)

4. NlekapcTBeHHas dopma

5. foasnpoBka

6. Homep cepuu

7. NaTa nctevyeHns cpoka rogHocTH
(B hopmare: rogeH fo...)

8. [laTta npon3BOACTBA HE yKazaHa
9.BHyTpeHHWE yNakoBoYHbIE KOAbI
KOMMaHWK OTCYTCTBYIOT.

Ha Gnuctepe AN\ HoMepa Cepuu 1
AaTbl OKOHYaHWsA Cpoka rogHoCTM
yKasaHbl TOMNbKO NepemMeHHbie
OaHHble 6e3 ykasaHus npedUKcos .
[aTa npon3BoAcCTBA HE yKa3aHa.
BropuuHas ynakoBka (KapToHHas
navka)

Ha kapToHHOW Nayvke yKasaHo:

1. Toproesoe HaumeHoBaHne
npenapara ¢ npeaynpeanTensHon
MapKUpoBKOA ®
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AHanuTUYeCcKUi NacnopT Ha roToBYH NPOAYKLMUIO

NUuEeH3NA Ha ocyLLecTBNEHWE NPON3BOACTEA NEKapcTBeHHLIX cpeacTe Ne00153-NC

QOO0 "HoeapTuc Hepa"
Poceus, Cankr-lMeTepbypr,
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KoHTpone kauectea

Quality Control
Hoayep nacnopra: 4-871-1025 Bepcus:1.0
Certificate number Version
Ne MNMokazarens* MeTop ucneitauui / TpeGoeanue PesyneTar
Parameters Analytical method / Requirement Result
4. HanveHosaHve aepxarens 2. MexayHapogHoe
perncTpaLmnoHHOro YAoCTOBEPEeHNs K HenaTeHToBaHHOE HaumeHoBaHue
Npou3BoAvTENS NEKapcTBEHHOro npenapara | (aybnupyerca Ha aHrMACKOM
(BBINYCKAOLWWIA KOHTPOML Ka4YecTea) A3bIKE)
5. Agpec (cTpaHa) aepxarens 3. Norotun gepxarens
perncTpaunoHHoOro yAoCToBepeHus perucTpaymoHHOro yAoCToBEpEHNA
NpoV3BOAWTENS NEeKapCTBEHHOro Npenapara | (Ha aHrnMiCKoM A3blke)
(BbINYCKaOLWWA KOHTPONb KaYecTsa) 4. HanmeHoBaHue aepxarens
6. IlekapcTeeHHas copma perucTpaynoHHoro yAoCcToBEpPEHNS
7. Joaupoeka W NPOM3BOAMTENA NEKapPCTBEHHOIO
8. KonnyecTBo nekapcTBeHHOro npenapara B | npenapara (BbinyckaroLui
ynakoBke KOHTpOMNb Ka4yecTsa)
9. HaumeHoBaHWA 1 cogepX)aHuna 5. Agpec (cTpaHa) gepxarens
[ERCTBYIOLLMX BELLECTB perucTpaumnoHHoro yaocTosepeHns
10. YcnoBua xpaHeHus 1 NPOV3BOANTENSA NEKAPCTBEHHOMO
11. MNyTb BBEAGHUA npenapaTa (BbinyCcKaroLMA
12. YcnoBua oTnycka KOHTpOIb KavecTea)
13. MNpeaynpeanTensHble Hagnucu: «Cnocob | 6. NekapcTBeHHas dopma
NPUMEHEHUS: CM. NUCTOK-BKNaAbILL», 7. Josunpoeka
«XpaHnTb B HEJOCTYMNHOM Ans AeTei mecte» | 8. KonnyecTso nekapcTBeHHOro
14. Homep cepun npenapaTa B ynakoeke
15. lata npoussoactea 9. HaumeHoBaHuA 1 coaepmaHna
16. JaTa ucteyeHns CpoK rogHocTu (B [OEACTBYIOLWMX BELLECTB
cthopmarte: rogeH po...) 10. YcnoBus xpaHeHus
17. Wrpux-kog 11. MNyTb BBEAEHNA
18. [onyckaeTcst HAaHeCeHUe BHYTPEHHUX 12. Yenosus oTnycka
YNaKoBOYHbLIX KOSOB 13. MNpegynpeguTensHbIe HAANUCK:
OononHnuTensHo MoryT BbiTh HaHeCceHb! «Crnocob NpUMEHEHWSA: CM. NTUCTOK-
cpegcTBa naeHTUuKaumMm ANsS MOHUTOPWHIA | BKNagbilwy», « XpaHuTs B
[ABWXEHWA NEeKapCTBEHHbIX NPenaparos oT HeOCTYNHOM ANA AeTen MecTe»
npou3BoauTens Ao koHeyHoro notpebutens | 14. Homep cepun
(HaHeceHWe BO3MOXHO C WCNONb30BaHUEM 15. flata npoussogcTea
cTukepa). 16. [laTta ncreveHus cpok rogHoCTH
(B chopmare: rogeH fo...)
17. Wrpnx-kog
18. HaHeceHb! BHyTpeHHue
ynakoBOYHbIE KOAbI.
JononHuWTensHo HaHeceHsI
cpeacTea naeHTudmnkaummn ans
MOHWUTOPWHra ABIDKEHNA
nexapcTBeHHbIX NpenapaTos oT
npou3BoAUTENA A0 KOHEYHOro
notpeburens (6e3 ncnonb3osaHuA
L . cTuKepa).
11 gg?:gi"“e Mpu Temnepatype He Bbiwe 30°C.
12 | Cpok rogHOCTH 2ropa 2 roga (30.09.2027)
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AHanuTU4YeCKUNn nacnopT Ha roTOBYK NPOoOyKUuuko

NuueHsns Ha ocyLLeCcTBNEHNE NPOM3BOACTEA NEKaPCTREHHLIX cpeacTs NeQ0153-11C 00O "HoeapTuc Hesa"
Poccus, Cankr-Metepbypr,

Hopora B KameHky, a.40, kopn. 3, nutepa A
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novartis.neva@novartis.com

KoHTponb kauecTea
Quality Control
Homep nacnopra: Bepcua:1.0
Certificate number 4-871-1025 Version
Neo MNokasatenb* MeTtog ucnbkitanui / TpebGoBaHue Pesynbrar
Parameters Analytical method / Requirement Result
(MepuoguyHoCcTL
KOHTpoOnA)
Shelf life (Frequency
of control)

* - MNokasartens «Mukpobuonoruyeckas YucToTa» He ABNAETCH PYTWUHHBIM METOL4OM aHanNW3a N MOMET OTCYTCTBOBATL B
nacnopTe KoMmnaHuu.

3. 3AKIOYEHUE
CONCLUSION

NekapcTeeHHbIn NpenapaT Mansyc MeT®, TabneTkn NOKPbIThIE NNEHOYHOIA oﬁonoqxou 59:»1: + 850 mr Ne30,

Homep cepuu PV81651025 cooTBeTcTByeT TpebOBaHNAM HOPMATUBHOM JOKYMEHTa l'lﬂ~
200524 aneyc MeT®, TabneTkv NOKpbITbIe NIeHOYHOW oBonoukoi 50 mr + 500 + 850 mr g0
Mogyne Mapkuposka J1MN-Ne(001986)-(Pr-RU)-270723.

l‘ UMveap  wu k.-M”

Crapwwiz  cneuwanucT  no
YrBepaun KOHTPOJTIO KaYecTsa Anexkcees b.0.

Approved by \ KoTphne Kawec
HomurHocTs (Position) @D (Full name) . ‘\‘?'-‘“ Soldcs nature)
N~
'?\" r Netd
Version Description of change ( 7
(Bepcws) (OnucaHune nameHeHuin)
1.0 Hosblin nacnopT
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