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CEPTUPUKAT AHAJTU3A

Marepuan : 91711 ®dezam® kancynbl 400mr+25mr x 60
Cepwus : 1806981
PbIHOK : Pocewiickan depepauyums Konu4yectso/Ho.ynak. :9.750 WT
Ho.npeanucanua gna uccnenoBaHua : P.85187 [ara nponsBoacTea : 06/2018.
[NaTta aHanu3a :11.07.18. Cpok rogHoCcTH 1 06/2021.
MapameTpbl TpeGoBaHuA KavyecTBa PesynbTar
Onucanue - Kancynbl
Teepable, UWMNMHOPUYECKWE KenaTuHoBble kancynel Genoro ueeta, Ne 0.
- CoAepXuMoe Kancyn
MopolkooBpaaHas cMmeck, oT Benoro go noytn Benoro upeTa, AonyckaeTcs
Hanuyme KOHrMOMEPAaTOR, KOTOPbLIE NPY HAAABNMBAHWUW CTEKITAKHOW Nano4Komn
Nerko npespawarTcs 8 NopoLwoK.
BuayanbHbiia CooTteeTcTByeT
MoanuMHHOCTL - nnpauyeTtama X
BpemeHra yaepusanHns OCHOBHLIX NMKOB Ha XpOMaTorpamme UCnbITyemoro
pacTeopa [A0SKHEI COOTBETCTBOBATL BPEMEHAM YAEPXKMBAHUA COOTBETCTBYIOLLNX
MUKOB HA XPOMAaTOrpamme CTaHaapTHOro pacTeopa.
- UWMHHapWanHa
KavecTeeHHas peakuua ¢ pacTBOPOM NUKPUHOBOW KUCNOTI
BbinageHve ocagka xenToro useta.
- nupaueTama 1 unHHapmanHa TCX
OCHOBHbIE NATHA Ha XPOMATOrpaMMe MCNLITYEMOrO pacTBOPa NO NONOXKEHWIO U
WNHTEHCUBHOCTW OKPACKW JOMKHBI COOTBETCTBOBATL NATHAM HA XPOMATOrpamMmMax,
COOTBETCTBEHHO, CTAHAApPTHOro pacTeopa 1 mn 2. CooTtBeTcTBYET
Cpeansa macca coaepKumoro Kancyrbl 500,0 mr (o1 462,5 no 537,5 mr)
[® Xl
462,5 8375 mr 4947
OpHopogHocTh no Macce18/20 18/20 +7,5%, 2/20 £ 15 %
ro Xl
He Bonee 75 % 2.4
OpHopoaHocTe no macce 18/20
He MeHee 7,5 Yo -3,2
Pacnanaemoctb He Bonee 30 MUH
o Xl
He Bonee 30 MWH 9
lNocTopoHHWe NpumMeck unHKapuavHa BOXKX  eguHWYHas HemaeHTudmumpoBaHHana Npumecs
He 6onee 0,25 %
He Bonee 0.25 % 0,07
MocTopoHHwe npumeck uuHHapuavHa BOXKX  cymma npumecen
He Bonee 0,5%
He Bonee 0,5 % 0,1

[NocTopoHHWe npumeck nupauetTama BIOMX

MocTopoHHKue npumecy nupauetama BOMX

euHnYyHan HenaeHTuUMPOBaHHas NPUMECH
He Bonee 0,5%
He Bonee 0,5 Y%

Ccymma npumecem
He Bonee 0,5%
He Bonee 05 A

KonunyecTeeHHoe onpegeneHve nupaudetama X Ot 380,0 go 420,0 mr

380,0 420,0 Mmr/kan

He obHapyxeHo

He oBHapyxeHo
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MaTepuan : 91711 ®e3am® kancynekl 400mMr+25mr x 60
Cepus : 1806981
MapameTpbl TpeboBaHusa KavecTBa PesynbTaTr
KonuuyecTeeHHoe onpefenexHue uMHHapuanHa Cnekrpodotomerpus
Or 22,5 0o 27,5 mMr
225 275 Mmr/kan 251
OpHopoaHOCTh A03WpoBaHusa UnHHapuauHa  (CnektpodhotomeTpus)
Or1 85% 0o 115%
He Bonee 15 % 109
OQHOPOAHOCTE A03MPOBAHUA LIMHHAPKU3WHA
He MmeHee 85 % 95
Pacreopenue - uMHHapu3nH (CnekrpodoTomeTpusi)
He meHee 75 % (Q) 3a 45 muH
He meHee 80 Yo 98
Mukpobronorudeckasa yucTtora ['® Xll, kaTeropua 3 A CooteeTcTayer
Ynakoeka 10 kancyn B 6nuctepe. 6 BNUCTEPOB C UHCTPYKLIMIA NO NPUMEHEHWIO B
KapTOHHOW Nadyke. CooteetcTtayeT
XpaHeHve B CcyxoM 1 3alUMUIEHHOM OT CBETA MECTe Npw TemnepaType He Bbilwe 25°C. CooTteeTcTBYET
Cpok roaHoCTH 3 ropa CooTBeTcTBYET
OueHka PA3PELWLEHHO

TexHu4eckun copaboTHMK

KBanudurumporaHHoe nnuuo

J »wwééui‘nm

/)7 e NE wa,d, e ﬂaTa

( lvana Stamenkovic )
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Potpis:

Number/Version, E Document name
kel Batch Release Certificate
Prepared by, Date | Reviewed/Approved by ~ Date Ref doc
Potpis: 4\ oieesy o 1501 1g | POtRIST il e AV -LUAG - SOP.SKK.KP0O1

) Date | Document change confrof:

55826

Name of Product Phezam®
Strength / Potency 400/25mg
Dosage Form Hard Caps

Pack size and type

6x10 blister , 9.750 pcs

Country

Russia

Marketing authorization number

P N012828/01-121011

Batch number

1806981 / 1806685

Date of Manufacturing 06.2018.
Date of Packaging 01.07.18.
Expiry date 06.2021.
APl Manufacturing site: Piracetam
I Name Northeast General Pharmaceuticals
Felt R No.29, Shenxiliu Dong Road, Economic

Authorization number
Eudra GMP reference number or certificate of GMP
Compliance

Technological development

District, Shenyang, P.R.C. 110869

APl Manufacturing site:
" Name
Address
Authorization number
Eudra GMP reference number or certificate of
GMP Compliance

Cinnarizine

FDC LIMITED

Plot No 19&20/2 Roha Industrial Area
Village Dhatao

IND-402 116 Roha, Dist Raigad,
Maharashtra

n/a

Bulk Manufacturing site :
Name

Address
Authorization number
Eudra GMP reference number or certificate of GMP

FHI Zdravlje AD,
\VIajkova 199 ,16000 Leskovac, Serbia

515-04-09657/2017-11

Compliance MT/006/HM/2018

Packaging site : FHI Zdravije AD,
Name Viajkova 199 ,16000 Leskovac, Serbia
Address

Authorization number
Eudra GMP reference number or certificate of GMP
Compliance

515-04-09657/2017-11

MT/006/HM/2018

Copying of blank form is allowed
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Number/Version: Document name:

Authorization number

Compliance

Eudra GMP reference number or certificate of GMP

ZP.SKK.254/2.0 Batch Release Certificate

—Testing site : ‘ f
Name FHI Zdravlje AD,
Address lajkova 199 ,16000 Leskovac, Serbia

515-04-09657/2017-11
MT/006/HM/2018

Batch release site:
Name
Address

FHI Zdravlje AD,

Vlajkova 199 ,16000 Leskovac, Serbia

e Authorization number
e Eudra GMP reference number or certificate of
GMP Compliance

515-04-09657/2017-11

MT/006/HM/2018

Reference of Certificate of analysis

Refer to a separate CoA which must be dated,
signed and attached to this certificate

Artwork reference number / version
PIL

Label

Blister

Box

Pil AAAI1137
Label n/a
Blister/foil AAAGT7348
Box AAAG7349

Finished product Storage conditions

Do not store above 25° C

Deviation reference (where applicable)

n/a

Statement

| hereby certify that the above information is authentic and accurate. This batch of product have
been manufactured including packaging/Labelling and quality control at the above mentioned site(s)
in full compliance with the GMP requirements of the local Regulatory authority and with the
specifications in the Marketing authorization of the country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP

Name and position/title of person authorizing
the batch release

lvana Stamenkovic ,QP

Signature of person authorizing the batch
release

\;) / | R SIBEIIIV. N

Date of signature

[1.O% &

Copying of blank form is allowed
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