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Adenuric® (Febuxostat 120mg, film-coated tablets)

MENARINI
von Heyden

Batch no.: 18007
Manufacturing date: 06/2021
Expiry date: 06/2024
Test identity number: 30000207295; 30000208341
Analysis date: 06.07.2021
Material no.. 01401373
Number of packages (units): 8928
APL: Febuxostat
AP| Manufacturer: Esteve Qiumica S.A., Spain (Cerla)
Parameter Requirement Result
Description Capsule-shaped film-coated tablets from pale-yellow Capsule-shaped
to yellow color, with debossing «120» on one side film-coated tablets
from pale-yellow to
yellow color, with
debossing «120» on
one side
ldentity Retention time of the principal peak in the Complies
chromatogram of the test solution should differ from
that of the principal peak in the chromatogram of the
standard solution of febuxostat by not more than 2
%.
Average tablet weight 731 -831mg 774 mg
Dissolution in 30 minutes not less than 80 % (Q) of febuxostat of 101;102; 100;
the label claims. 99; 102; 101
Related substances
- decarboxylated derivative of Not more than 0.2 % 0.0%
febuxostat
- Impurity 1 Not more than 0.2 % 0.0%
- Any individual unidentified impurity Not more than 0.2 % <0.05%
- Total impurities Not more than 0.5 % <0.05%
Acceptance parameter for 10 dosage units £ 15.0; 29

Dosage uniformity

Acceptance parameter for 30 dosage units < 15.0;
and none of dosage units not less 0.75 M and not
more 1.25 M.
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Adenuric® (Febuxostat 120mg, film-coated tablets)

Batch no.: 18007
Manufacturing date: 06/2021
Expiry date: 06/2024
Test identity number: 30000207295; 30000208341
Analysis date: 06.07.2021
Material no.: 01401373
Number of packages (units): 8928
APl Febuxostat
AP| Manufacturer: Esteve Qiumica S.A., Spain (Cerla)
Parameter Requirement Result
Assay from 114.0 mg to 126.0 mg of febuxostat per a tablet 122.3 mg
(95 % — 105 % of the label claims)
Microbiological Purity
TAMC < 10°CFU/g <100
TYMC < 10° CFU/g <10
Escherichia coli Absencein1g Complies
Packaging 14 tablets per one contour cellular pack (blister) Conforms
made of PVC/PE/PVDC/aluminium foil
2 blisters along with the instruction for medical use
per a carton box.
Labelling 1. Primary packaging. In the blister the following
writing in Russian is made:
trade name of preparation with a warning mark ® AneHypuk ®
international non-proprietary name debykcocTat

dosage form

dosage

method of administration
batch number

«best before...»

invisible signs

2. Secondary packaging. In the carton box the
following writing in Russian is made:
name of the manufacturing company, country

MAH, country

trade mark of «BERLIN-CHEMIE/MENARINI» (by
Latin letters)

trade name of preparation with a warning mark ®
international non-proprietary name

dosage form

dosage

TabneTku, NoKpPbITbIE
neHo4HoMH 0BONoUKOf
120 mr

available

18007

06/2024

available

MenapuHu-®oH
XengeH TMBX,
lepmaHus
BEPNUH-XEMW AT,
epmanua

BERLIN-
CHEMIE/MENARINI
ApeHypuk ®
®ebykcocTart
TabneTok, NOKPbIThIX
nneHouHo 06onouKoR
120 mr
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Adenuric® (Febuxostat 120mg, film-coated tablets)

Batch no.: 18007
Manufacturing date: 06/2021
Expiry date: 06/2024
Test identity number: 30000207295; 30000208341
Analysis date: 06.07.2021
Material no.: 01401373
Number of packages (units): 8928
API: Febuxostat
AP!| Manufacturer: Esteve Qiumica S.A., Spain (Cerla)
Parameter Requirement Result
number of tablets per one pack 28
the assay of active substance per one tablet 120 mr
«Contains lactose» Copgepxur nakroay
storage conditions Mpu Temnepatype He
ebitue 25 °C
«Follow the instruction on the medical use, which is Cobniogate
inside the pack» MHCTPYKUMIO NO
NPUMEHEHUID
npefnapara, kKoTopas
Hax0AWUTC] BHYTPU
yNakoBekm
«Keep the drug out of the reach of children!» IlexapcraeHHoe
CpeAcTso XpaHuTe B
HEeAOCTYNHOM Ans
Aeveii mecrte!
«Adenuric» is a trade mark of Teijin Limited, Tokio, AneHypuK» TOBapHLIV
Japan» 3HaK 3aperMcTpupoBaH
KoMnaHuen TenamuH
Numuteg, Tokuo,
AnoHus
registration number Nn-003746
OTC-status Mo peuenty
batch number 18007
manufacturing date 06/2021
«best before ...» 06/2024
bar-code available
«For oral administration» Lns npuema sHyTPL
invisible signs available
Storage At temperature below 25 °C.
Sheilf life 3 years

Normative documentation: NM-003746-08101 9, N3m. Ne1.,

The product has been produced and tested according to GMP. The batch complies in all
parameters with the requirements of the specification.

Menarini - Von Heyden GmbH

Qualified Person

24.08.2021

VA
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CEPTU®UKAT KAYECTBA

Apenypuk® (PebykcocTar 120 mr, TabneTky, NOKPbLITHIE nneHo4Ho 060M04KOM)

Ne cepuu: 18007

[ata uaroToBneHus: 06/2021

[laTa OKOHUaHUA CpoKa roAHOCTH! 06/2024

Ne cepTudmkara: 30000207295; 30000208341

[arta aHanu3a: 06.07.2021

Homep npoaykra: 01401373

obBeMm cepun (Konu4ecTeo ynaKkosoK): 8928

[eicTRytollee BeWecTBO: debykcocTar

MNpoussoguTens pevicTeyloulero sewecTaa: 3crese Kumuka C.A, Vicnanus {Cepna)

MNapameTp TpeboBaHue PeaynsTat

OnucaHue npogonrogarsie TabneTkn NoKpeITHIe npoaonroeateie TabneTkn
NrEeHo4HO 0BonouKoR OT CBETNO-KENTOro AO NOKpbiTHIE AneHouHoM
KEenToro LBeTa, C TUCHeHUeM «120» Ha 060M04KON OT CBETNO-
O[\HOM CTOpOHE. KEnToro 0 XenToro useTa,

¢ TucHeHnem «120» Ha oAHoN
CTOpPOHE.

NMoAanMHHOCTE Bpema yAepKMBaHUA OCHOBHOTO nvKa Ha CoorBeTcTBYET
XpOMaTOrpaMme UCnbITyemoro pacTeopa
[OMKHO OTNIMYATLCH OT BpeMEHN
yAepKvBaHNA OCHOBHOMO MiKa Ha
XpoMmarorpamme CTaHaapTHOro pacrsopa
cebykcoctata He Gonee Hem Ha 2 %.

CpepaHss macca TabneTkn 731 -831mr 774 mr

PacTeopeHue He menee 80 % (Q) debykcocTaTa 4epes 30 101;102; 100;
MUWH OT 3255BNEHHOT0 COAEPXaHNA 99; 102; 101

poacTBeHHbIE NpUMecH
- pexapBokcunupoBaHHoe He Gonee 0,2 % 0.0%
npowssoaHoe thebyrcocTara

- npumecs 1 He Gonee 0,2 % 00%

- nioBan eguHUYHAA e 6onee 0,2 % <0.05%
HeuaeHTUUUMPOBaKHaA NPUMECh

- cymma npumecent ve 6onee 0,5 % <0.05%
OpHOpOAHOCTE AO3NUPOBAHUA MapameTp NPUEMITEMOCTU ANA 10 eavHULL 29

noauposanus < 15,0,

MapameTp NPUEMNEMOCTH anna 30 eaudny
posuposaqns < 15,0 v Hu 0AHa U3 efvHuY,
[03MPOBAHNAS HEe MeHee 0,75M u He Bonee
1,25M

KonudecTBeHHOe onpeaenexue or 114,0 mr mo 1260 mr ¢pebykcoctata B 122.3 Mr
tabnetke
(95 % — 105 % OT 3aABNEHHOr0 coaepXanus)

Adenunic 120 RU - 004 Crpanuua 1 13 3
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CEPTU®UKAT KAYECTBA

AneHypuk® (PebykcocTat 120 wr,

Ne cepun:

[ata u3roToBNeHUA:

[ata OKOHYaHUA Cpoka roAHocTH:

Ne cepTucpukara:

[ata aHanu3a:

Homep npoayKra:

o6Lem cepun (KonuyecTso ynakoBOoK):
[NeiicTaylowee BEWeCTBO:

Mpon3soaUTEns ASUCTBYIOLErD peujecTsa:

18007

06/2021

06/2024

30000207295; 30000208341
06.07.2021

01401373

8928

debykcocTaT

TabneTky, NOKPbITbIE nneHouHol 0BonoYKoN)

Screse Kumuka C.A, Mcnanua (Cepna)

MNapameTp TpeboBanue PesyneTar
MukpoBuonoru4eckas 4ucToTa
O6uyee KonuuecTso aapobHbIX He Gonee 10° KOEe 11 <100
MMUKPOOPraHu3moB
O6uiee KONUYECTBO APOXOKEBBIX He 6onee 10° KOEB 1T <10
1 NnecHesbIx rpuGos
Escherichia coli Otcytcteue B 11 OTcyTCTBYIOT
YnakoBka Mo 14 TaBNeToK B KOHTYPHYIO AYEAKOBYIO CooTBeTCTBYET
ynakosky (Gnmcrep) u3 NBX/N3/MBOX/donera
anMUHNEBast.
Mo 2 6nucTepa C MHCTPYKUMeR No NPUMEHERNIO
B KapTOHHOW Nadke.
MapKkvpoBKa 1) MNepeu4Han ynakoska NexkapcTBEHHOTO
npenapata. Ha Gnvctepe Ha pycckoM A3bike
yKa3blBawT:
TOproBoe HauMeHoBaxue npenapara ¢ Anerypuk ®
npe,nynpenwreﬂbﬂoﬁ mapkupoBkoi ®
MEXAyHapoAHOE HENATEHTOBAHHOE debykcocTar

HauMeHoBaHue
nekapcTBeHHyo Gopmy

NO3UPOBKY

cxemy npuema

HoMep cepuu

roaeH ao

HesuavMbliA 3HaK 3aWnTel

2. BropuyHas ynakoska. Ha KapTOHHOM navke
Ha pYCCKOM ASbIKE YKa3blBa0T
HauMeHoBaHue (pUpMbl-NPOUIBOAN-TENA,
cTpany

BnaaensLa perncTpaunoHHoOro
yAoCTOBEpPEHUS, CTpaHy

norotun «BERLIN-CHEMIE/ME-NARINI» (Ha
naTtuHuue)

TOproBOE HavuMeHoBaHue npenapara ¢
npenynpe.nwranbuoﬁ mapkupoBkoi ®

TabneTku, NOKpbITLIE
nneHouHol 060N04KON
120 mr

umeeTcs

18007

06/2024

nmeeTcs

MeHapuHu-GoH XedaeH
rm6X, Mepmanus
BEPJIVH-XEMU AT,
Fepmanua

BERLIN-
CHEMIE/MENARINI
ApeHypuk ®

Adenuric 120 RU - 004
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CEPTUD®UKAT KAYECTBA

AgpeHypuk® (Pebykcoctat 120 Mr, TaBrneTk1, MOKPLITLIE NNEHOYHOM obonoukoi)

Ne cepum: 18007
[arta uiroroBneHus: 06/2021
[ata oKOH4Y3aHWUA CPOKa rogHOCTH: 06/2024
Ne ceptudukara: 30000207295; 30000208341
[ara aHanuaa: 06.07.2021
Howmep npoaykra: 01401373
oBbem cepum (KONUYECTBO YNAaKOBOK): 8928
DencTByiollee BellecTBO: debykcocrar

Mpoussoaurens AecTBYIOLIEr0 BEWECTBA:

3creae Kumuka C.A, Ucnawnua (Cepna)

MNapameTp TpeboaHue Pesynbrar
-MewayHapoaHOe HenaTeHTOBaHHOe Debykcocrar
HauMeHoBaHue
nekapcTaBeHHyo Qopmy TabneTok, NoKpPbITbIX
NNEHo4HOR 0GoNoYKO

A03UPOBKY 120 mr

KOnu4yecTeo TabneTok B ynakoeke 28

cofepxaHue AeiCTBYOLWEro BellecTsa B 120 mr

ofHoii Tabnetke

«CopepxuT nakTosy» CopepxuT nakrosy

YCNOBUA XPaHEHWA Mpu TeMnepaTtype He Bbiwe
25°C

«Cobnioaats MHCTPYKUMIO N0 NPUMEHEHMIO Cobriofate UHCTRYKLMIO M0

npenapara, KOTOpas Haxo4UTCA BHYTPU npyMeHeHWIo npenapara,

YNakoBku» KoTOopas HaxoauTcs BHYTPU
ynaxkoBku

«/lekapcTeeHHOE CPEACTBO XPaHUTL B NekapcTBeHHoe cpeacTeo

HeQoCTYNHOM ANs aeten mecrte!» XpaHuTb B HEJOCTYNHOM
AnA netei mecre!

«AREeHYpUK» TOBaPHBIN 3HAK 3aperucTpuposan  AZLEHYPUK» TOBAPHbI 3HaK

komnaduen TengxuH Numuten, Tokuo, 3aperncTpupoBaH

AnoHua» KoMmnaHuen TenauH
Numuten, Tokuo, AnoHus

PEerucTpaunoHHLIN HoMep JIN-003746

YCnosua oTnycka Mo peuenTy

HOMEp cepuun 18007

Aary UaroTosneHus 06/2021

roaeH Ao 06/2024

LUTPUX-KOZ, vMeeTca

«[ins npuema BHyTPb» Ans npuema BHyTpbL

HeBuauMbIi 3HaK 3alwmThl umeeTcsa

XpaHeHue MNpu TemnepaType He Bhiwe 25 °C

Cpok rogHocTtn

3 roga

Hopmatushas nokymentauus: J1M-003746-081019, Uam. Net.

MpoayKT Gbin M3roTOBNEH M UCNLITAH B COOTRETCTBUM ¢ GMP. MapTus cooTBeTCTBYET No BCeM
napameTpam ¢ TpeGoBaHUAMM cneuupukauum,

YnonHomoyeHHoe nuuo

Menarini - Von Heyden GmbH

 Bpeapen, 24.08.2021

Zi
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M 00O bepann-Xemn/A. MeHapuuu

IOATBEPK/IEHUE COOTBETCTBHUS

Ne T1C-18007
Toproroe HauMeHOBaHUe Anenypuk®
Mesx1yHapoJHOe HenaTeHTOBaHHOE HAUMEHOBAHUE @ebykcoctaT
(TpyNIHMPOBOYHOE HIIH XHMHYECKOE)
JlexapcTeeHHas dopma TabNeTKH, OKPBITHIE TJIEHOYHOH
060J104KOM
Jo3upoBka 120 mr
Popma BeIyCcKa 14 wr. , Gnuctepst (2 wr.) , nayku
KapTOHHEIE
Homep cepuu (naprumn): 18007
O6weM cepun(naprin) 8 928
JlaTta npousBojcTBa 01.06.2021
["ogeH 1o 01.06.2024
Hanmenosanne wu  agpec  mpouseomurens (¢ | IpousBoautens ~-MenapuHu-®oH
YKa3aHUEM CTaJUii IPOU3BOCTBA) Xedinen I'm6X, I'epmanns (Leipziger

Strasse 7-13, 01097 Dresden, Germany)

Beinyckaommii KOHTpoJIb KavecTBa-

Menapunu-®on XelneH I'm6X
Jepmanus

(Leipziger Strasse 7-13, 01097 Dresden,

Germany)

Howmep 1 1ata perucTpanimoHHOTO YA0CTOBEPEHHS JITT-003746 ot 20.07.2016
(nara nepeopopmienust 08.10.2019)

Homep u 1ata HOpMaTHBHOH TOKYMEHTALMH JITT-003746-081019, u3mM.Nel

HanmeHnoBauue " azpec aepxkatens | bepnun-Xemu Al 'epmanus

PErUCTPALIMOHHOTO YA0CTOBEPEHHS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimumii JokymeHT noarsep:kiaer:

-JlaHHBIH JIEKAPCTBEHHbIA npenapar cooTBeTcTBYeT 61-03 «O6 obpalueHuH NeKapCTBEHHBIX
CPEICTB...»;

-CepHs JICKApCTBEHHOTO IpenapaTa COOTBETCTBYET TpeOOBAHMAM, YCTAHOBJIEHHBIM IPH €ro
rocy1apCTBEHHOMN PerucTpaLuu

B

e

==Cokonos B.JI.  20.09.2021
HCh) (nara)

000 “Bepnun-Xemu/A. MeHapuHu”

Opuauuecknia agpec: Poccus, 123317, r. Mockaea, FMpecHexckan HabepexHas, g. 10
Movrosbin agpec: Poccun, 123317, r. Mocksa, NpecHexckan HabepexHan, . 10
TenedpoH: +7 (495) 785-01-00, chakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



