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AHanuTu4eckMit NacNopT Ha roToBYI0 NPOAYKLMIO

JlnueH3auA Ha OCYWEeCTBNeHWe NPOUIBOACTBA NEKAPCTBEHHLIX cpeacys Ne00153-NC

00O "HosapTuc Hesa"
Poccus, Cankr-Merepbypr,
Aopora B Kameky, 4.40, kopn. 3, nutepa A

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

KoHTponk kavectsa

Homep nacnopra:
Certificate number

4-639-1121 Bepcus: 1.0

1. OBLLASA MHOOPMALIUA
GENERAL INFORMATION

HaumexoBatne npoaoykuum:

Product Name

50 mr + 1000 mr Ne30

laneyc Met® tabneTku, NOKPLITHIE NNEHOYHON OBONOUKOH,

lNpoBepeHo Ha cooTBeTCTBUE C:

Checked against

JNICP-0017459/09-200918 I ansyc
TabneTku NOKPbITLIE NNEHOYHOM
50 + 1000 mr

WameHeHue Ne 1 oT 12.11.201
MameHeHue Ne 2 or 21.05.2020
WameHeHne Ne 3 o1 22.01.2021
Cneundukauma kavectsa Ha

nneHouHo# obonoukoit 50 mr + 1000 mr Ne 30 SPEC_FDF_00080126,

MeT®, BunaarnunTuH + METHOPMUH,
oBonoukon 50 mr + 500 mr, 50 + 850 mr,

lansyc Met®, TabneTku nOKpbITbiE

Bepcus: 5.0
BuyTpeHHMiA kKog Homep cepuu
HepacdacoBaHHOM npoaykumn: | 42027187 HepacgacoBaHHOM npoaykuun LT8925
Product Code Bulk Batch Number Bulk
BHyTpeHHU# Ko ynakoBaHHOW Homep cepun ynakosanHo#H
npoayxuum: 44068551 n un: LU57311121
Product Code FDF Batch Number FDF
Hava npousBoacTea:
Warlectining Date 30.11.2021
. Pasmep cepuu 3a BbiveTOM
gjgh“glg, cepuu: 5 980 yn. npoG: : _ 5971 yn.
Batch size without samples
2. MONYYEHHBIE PE3YNLTATbI
TEST RESULTS
Ne MNokasarens* Tpe6GoBaHue Pesynbrar
Parameters Requirements Result
OsanbHbie TabneTkM €O CKOWEHHbIMM | OBanbHble TabneTKN CO CKOLIEHHLIMM
Kpasmu, NOKpbITLIE NNEHOYHOMN | Kpasamu, NOKpbIThIe NNEHOYHOM
1 OnucaHue 060M104KOW TEMHO-XENTOrO ¢ cepoBaThiM | 060N0UKO TEMHO-XENTOro c
Appearance OTTeHKOM LUBeTa. Ha opaHOW CTOPOHE | CepoBaTLIM OTTEHKOM useta. Ha ogHou
TabneTtku Mapkupoeka «NVR» Ha Apyroii | ctopoHe TabneTtkn mapkupoeka «NVR»,
cTopoHe - «<FLO». Ha Opyrow cTopoHe - «FLO».
Bpemsa yaepxuBaHWA OCHOBHOMO NUKa Ha
XpOMarorpamme UCrbITYEMOro pacTsopa
1 [ROMKHO COOTBETCTBOBATL BpEeMEHU
MoanuHHOCTL
Ay YOSPXKUBAHWA NWKa BWNAArMANTUHA Ha .
fo;:tif:gfﬁzgmH XpoMaTorpamme CTaHAAPTHOrO B3»X: CoorBeTcTayer
da pacteopa. PasHuya BO  BpemeHu
2 YAEpPXUBaAHWA He [0o/rkHAa COCTaBnATb
Gonee £ 2,0%.
Bpems yaepXvBaHWsA OCHOBHOrO Nuka Ha
) XpoMaTorpamme WUCnLITYEMOrO pacTeopa
mMech?gMHMHa 3 [AOMKHO COOTBETCTBOBATL BpemeHu | BIXKX; CooteeTcrayer
ap Pha yaepXuBaHus nuka meTdopmuHa
rvgpoxnopuga Ha XpomarorpaMme
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AHaNUTUYECKUA NacnopT Ha roTOBYH NPOAYKUNK

TvueHans Ha OCyWecTBNEHWe NPOUABOACTBA NEKapCTBeHHbIX cpeacts Ne00153-NC

00O "HeoeapTuc Hesa"
Poccun, Cankr-Netep6ypr,
[Lopora B KameHky, 4.40, kopn. 3, nurepa A

TenedoH: +7 812 336 8891
novartis.neva@novartis.com

KoHTponb kauectea
Houag secnoqa: 4-639-1121 Bepcus: 1.0
Fc’raH.aapTHoro pactsopa. PasHuua BO
BPEMEHM YAEPXKMBAHMA He A0DKHA
cocraenaTs Gonee + 2,0%.
He menee 80% (Q) or 3asenenHoro | 100% oOT 3asBneHHoro copepxaHus
COAepKaHWs  BUNAAMMMNTMHA  vepes | BUNAATIUNTUHE Yeped 30 MUHYT,
3 | PacTBopeHue 30 MuHYT
Dissolution He menee 80% (Q) or aasenenHoro | 100% OT 3asBnexHoro coaepxaHus
coaepXaHuna Me'rq)opM“Ha MET(prMHHa rugpoxnopuga depes 30
rugpoxnopuaa yepes 30 MUHyT. MUHYT
4 |Bona He Gonee 1,0%. 0,1%
Water
202-01 (amug): He Gonee 0,5% 202-01 - MeHee npeaena
209-01 (uMKnUyEecKMin amnany): konuyecTeeHHoro onpegenenus (0,1%);
PoacTBeHHble He Gonee 0,2% 209-01 — He oGHapyxeHo;
npumecu 207-01 (aukeTonunepasuH). 207-01 = He oBHapyxeHo;
Related He Bonee 0,2% EavHudHas  HenmaeHTudwWUupoBaHHan
substances EAvHWYHOR HeWAEHTUPMUMPOBAHHOW | NPUMECH - MeHee npepena
- Mpumecu npumecwn: He Bonee 0,2% KonuuecTeeHHoro onpeaenexus (0,1%);
Bunparnuntuna Cywmma Bcex npumeceit: He Gonee 1,0% Cymma BCex npumeceli - MeHee
npeaena KONUYEeCTBEHHOro
onpegenexus (0,1%)
5 1-UwnaHoryanuauH: He 6Gonee 0,02% 1-UnaHoryaHwamH — mMeHee npepgena
EanHudHOR HeuaeHTUPULMPOBAHHOW | KONWYECTBEHHOrO onpegeneHnsa
npumecu: He Gonee 0,1% (0,01%);
Cymma Bcex npumeceit: He Gonee 0,6% EAMHWAHEA  HEMAEHTUCDULIMPOBaHHAES
- Mpumec npuMecs - MeHee npeaena
Merdopmuna 366-98 — He Gonee 0,2% Konu4ecTBeHHoro onpeAeneHus (0,05%)
FMApOXNOpUAa Cymma BCEX npuMmeced -— MeHee
npegena KONWUYECTBEHHOTO
onpepenexua (0,05%)
366-98 - MeHee npepena
KonuyecteeHHoro onpegenexus (0,1%)
OpHopogHocTL
6 AO03UPOBaHMUA AV < 15.0 Bungarnuntun: AV = 1,4
Uniformity of ' MeTdomuna rugpoxnopua: AV = 2,1
dosage units
Ot 95,0% ao 105,0% sungarnunTHa OT
Konuiocraewtos | sassnesoro copeparns
Assay BHyTpeHHuUi npegen Ha Bbinyck (IRL): | 99,7%
TR D — He MeHee 97,8% BungarnMNTHUHa OT
3aABNEHHOro coaepxXaH1a
Or 950% po 105,0% wmergopmuHa
&“ﬁ:;f:g;ﬁa rmapoxnopuaa oT 3ansnenHoro | 99,9%
COAEPXKaHWSA.
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AHanuUTHYeCKMiA NACNoPT Ha roTOBYIO NPOAYKLMIO

Nuuensun Ha ocyuiecTBneHWe NPONIBOACTEA NEKAPCTBEHHBIX cpeacre Ne00153-NC

00Q "HosapTuc Heea"
Poccun, Cankr-NetepGypr,
BAopora e Kametky, .40, kopn. 3, nurepa A

Tenedon: +7 812 336 9891

novartis.neva@novartis.com

rpubos — He Gonee 102 KOEB 11;
Ortcytcrue Escherichia colie 1 r.

KoHTpons kauectea
Homep nacnopra: ; _Baq. .
Cortlicat rhant 4-639-1121 Bepcun: 1.0
KaTeropua 3A:
Obuwee qucno a3pobHbix
MukpoSuonormye MukpoopraHuamoe — He Gonee 10° KOE B
cKan YyucToTa & i
8 Microbiologica! 1r; MeHee 10 KOEB 1T}
urity g Obujee 4ucno APOXOKEBLIX N NNECHEBbLIX
p Meree 10 KOEB 1T;

OtcyrcTeme s 1.

9 YnakoBka
Packaging

Mo 6 TabneTok B GnucTep An/An.

Mo 5 Gnuctepos emecte ¢ WHCTpYKUWeit
no npumeHeHWo B nadky. [onyckaertca
Hanuyne KOHTPONA NEPBUYHOIO BCKPLITUA
Ha KapTOHHOM! navke.

B cnyyae ynakosku Ha OOQ «Hosapruc
Hesa» nokpbiBawWwasn ¢donsra
cootsetcTeyeT OCT 745-2014, cdonbra
XONOJHOrO POPMOBAHWUA COOTBETCTBYET
FOCT P 52145-2003, kapToHHas nauka
cooreetcreyer FOCT 33781-2016

Mo 6 Tabnetok B Gnuctepe An/An.

Mo 5 GnucTepos BMECTE C UHCTPYKLIMEN
no npumeHeHuro B nauke. Hanuuwe
KOHTPONS MEepBMYHOrO BCKPLITUA Ha
KapTOHHOW nauke.

MokpbiBaowan conera cooTeeTCTBYeT
FOCT 745-2014, conera xonogworo
c¢opmosanus coorsetcreyetr MOCT P
52145-2003, KapTOHHas nadka
cooteercteyet [OCT 33781-2016

Mapkuposka

10 | | abetiing

Ha Gnucrepe Ha pycckoM _ siabike
YKasbiBaKOT: NOroTWN  KOMMaHWM (Ha
NaTUHULE), TOproBoe HauMeHoBaHWe
npenapata ¢  npeaynpeauTenLHOM
MapKUpOBKOW ®, A03UPOBKY,
NeKapcTBeHHyo chopmy, rpynnupoBoYHoe
HauMeHOBaHWe, NaTy OKOHYaHUA cpoka
roAHOCTH, Homep cepvu, aary
npousBoAcTBa.

HonyckaeTca  Hanuuue  BHYTPEHHUX
YNaKoBOYHbIX KOAOB KOMNaHWUW.

B cnyvae ocywecteneHms nepsuYHOIA
ynaxkoBKu Ha NPON3BOACTBEHHOWM
nnowagke OO0 «Hoeaptuc Hesan,
Poccus  para nponsBoacTea He
YKa3blBaeTcA.

Ha kapTOHHOW nauke Ha pycckoM u
2HIINIACKOM A3bIKaX YKa3bIBaoT: NoroTvn
KOoMnaHum (Ha naTuHWue), Toprosoe
HauMeHoBaHue npenapara (c
npeaynpeauTensHoOi  MapkupoBkon ®,
rpynnMpoBoYHoE HauMeHoBaHue,
AO3VMPOBKY, HasBaHuA W coaepXaHuve
AeicTeylowmx Bewects B 1 Tabnetke,
NeKapcTBeHHyto ¢opMy U KONWYECTBO
Tabnetok B ynakoeke, «[ns npué&ma
BHYTPb», YCMOBUA XpaHeHUs, YCNOBMA
oTnycka, «XpaHuTb B HeAOCTYNMHOM Ans
Aeten mectex, «ogpobHeie ykasaHua no
NpUMEHeHNIO npenapaTa npuBegdeHsl B
NPUNOXEHHOW  UHCTPYKUWM»,  HOMeEp
PErucTpaunoHHoro yaocTosepeHus (Ha
PYCCKOM f3blke), HasBaHWe W agpec

Ha 6nucrepe Ha__ pycckom  ssbike
yKasaHbl:  FOFOTWN  KOMNAHUKW  (Ha
naTuHWUe), TOproBoe HauMeHoBaHue
npenapata ¢  npeaynpeauTenbHoM
MapKMPOBKOWA ®, [031poBKa,
nexapcTaeHHas chopma,
rpynrMpoBOMHOE HauMeHoBaHue, gata
OKOHYaHWA Cpoka TrOAHOCTW, HOMEp
cepun. BHYTPeHHWE YnakoBouYHbIE KOAbI
KOMNaHWM W  AaTa  npoW3soAcTBa
OTCYTCTBYHOT.

Ha kapToHHoOW nauyke Ha pyccKoM W
SHIMMWACKOM 53bIKaxX YKasaHbl: noroTun

KOMMaWuM (Ha naTuHuYe), Toprosoe
HauMeHoBaHue npenapara c
npeaynpeavTensHoW Mapkuposkon ®,
rpyNNUpoBOYHOE HauMeHOBaHue,
AO3UPOBKA, Ha3BaHWA W cogepxaHue
AedcTByloWWX BelwecTe B8 1 TabneTke,
nNeKapcTBeHHan hopMa W KONMWYecTeo
Tabnetok B ynakoBke, «[ns npuéma
BHYTPb», YCMOBUA XPaHEHUA, YCNOBWUA
oTnycka, «XpaHuTb B HEAOCTYNHOM ANs
Aeteir mecte», «MogpobHele ykasaHwa
No NpUMEHeHWIO Npenapara npueeseHsl
B MNPUNOXEHHOW MHCTPYKLUU», HOMEp
PerucTpauMoHHOro YAOCTOBEPEHUA (Ha
pPyccKOM A3blKe), HasBaHWe W aapec
(ctpaHa) «komnawum - Bnagensbua
perucTpauvoHHoro YAOCTOBEPEHUSA,
HaseaHue W agpec (ropoa, cTpaHa)
KomnaHun - npoussoauTens
(BLINYCKAIOWWA  KOHTPONb  KayecTea),
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AHanuTHYeckuit NacnopT Ha roToBYI0 NPOAYKLMIO

Juenans Ha ocywecTteneHne npoussoacTea nekapcTeeHHbIX cpeacta Ne00153-1C 000 "HosapTuc Heea"
Poccus, Carkr-Tevep6ypr,
Hopora 8 Kameky, .40, kopn. 3, nurepa A

TenechoH: +7 812 336 9891

novartis.neva@novartis.com

KoHTtponb kavecTea
Homep nacnopra: : it ARG, ’
| Certifcate pumt ( 4-639-1121 Bepcus: 1.0
(ctpana)  komnaHu ~ Bnagenbua | WTPpUX-KOA, AaTa  OKOHYaHWA Cpoka
perucTpaynoHHoro YAOCTOBEPEHUA, | rOAHOCTU ( Ha PYCCKOM A3bIKe), HoMep
HaseaHwe W adpec (ropoa, cTpaMa) | cepum (Ha Pycckom Asbike), para
KOMMaHum - NPOU3BOANTENS | NPOWU3BOACTBA (HA PYCCKOM A3bIKE),

(BBINYCKaAOWMA  KOHTpPONb KayecTsa), | BHyTpeHHue yNakoBOYHbIe Kogbi
LTPUX-KOA, AaTy OKOHYaHWS CPOKa | KOMNaHWW.
TOQHOCTU (Ha pycckoM RA3bike), Homep | HaHeceHbi cpeacTea waeHTUDUKaUUK

cepum (Ha pycckoM A3bike), Aaty | ans MOHUTOPUHra OBUWKEHWA
NPOU3BOACTEA (Ha PYCCKOM A3biKe). NeKapcTBeHHbIX  npenapatos  Ana
fonyckaetcR  Hamuuve  BHyTpEHHMX MeAULIMHCKOro NpUMeHeHus or
YNaKkoBOYHLIX KOAOB KOMNAHWA. nponasoauTeNs 4o KOHeYHoro
HononHurensHo MOryT 6biTb HaHeceHs notpeburens.

cpeacTea UAeHTUMKaUMK aAns

MOHUTOpUHIa ABWKEHWA NEeKapCTBeHHbIX

npenaparos Aans MEAULIMHCKOro

NPUMEHEHWA OT npowsBOAUTENs [0
KOHeuHoro noTtpebutens.

Cpok rogHocTu
(MNepuoguyHocTe
11 | konTpons) 2roaa 2rofa (31.10.2023)
Shelf life (Frequency
of controfl)

12 ggf:;e“"e MNpu Temneparype He Bobilwe 30°C.

* - «MukpoBronoriieckan YMCToOTa» He ABMSETCS PYTWHHEIM METOAOM aHANU3a U MOXET OTCYTCTBOBATL B cepTMdUKaTe
aHanusa KoMnanuu

3. 3AKNMIOYEHUE
CONCLUSION

NekapcTBeHHbI npenapar [ aneyc MeT®, TabneTtku NOKPLITbIE NNEHOYHON oGonoukoi, 50 Mr + 1000 mr Ne30,
Homep cepum LU57311121, cootetctayeT TpeGosaHuam HOPMaTUBHOW gowmem}w’ﬁcp}oo’ms\m&zoos18,
naMeHeHue Ne 1, usmereHue No2, uamerHeHue No3. W APt N
; CrapLumit cneyvanucT no [

YTBepaun Anexkcees b.0. ; M o Baanku

vedby | “OHTPOMIO KauecTsa ¢ 12 20

Honwwocrs (Position) MO (Full name) |, flara (Date)
Version Description of change - {:/ 7
(Bepcus) (Onucaxwe nameHeHwii) S ol
1.0 Hoswiih nacnopr
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