HAEPXKABHA CJIYXBA 3 IIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMU y m. KUEBI

npoe. Haaii Ceitnuunot, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BHUCHOBOK
Npo fAKicTH BBE3€HOro B YKpaiHy JikapchKoro 3acody
15.03.2024 Ne 13240/24/26
KPAMIIAJIIKA

(HaliMeHyBaHHA JIKapCLKOIo 3aco0y 3rifHo 3 peccTpalifiHuM NocBiAMeHIIAM)
Tab/1eTH, BKPATI MIiIBKOBOIO 06010HK010, 10 250 mr, no 10 Tadaerok y buicrepi; mo 3
GaicTepu y KapTOHHiH nma4ni

(popma BHNycCKy, NO3YBAHHS, BHI MaKyBaHH: JikapchKoro 3acoly)

Homep peectpauiiinoro nocsinuenns UA/18941/01/01 crpox aif peectpauitinoro nocsizuenns 10.09.2026

Cepis nikapcekoro 3acoby Ne 0401021 KinbkicTb BBE3eHOTO Jikapckkoro 3acoby 3171
BupabHuk ®apmared CA, 'peuist

(HaiimMenyBanis BupoGHHKa Nikapchkoro 3acoly, kpaiHa NOXOLKEHHS)
BaeseHo B Vkpaily ToBapHeTBO 3 00MEKEHOI0 BilMOBIAANBLHICTIO "BYCT ®APMA",

inenT. kon: 44107410

(nabimeHyBanns Ta koz 3a €IPIIOY ropunuunoi ocoby abo npissuuie, im'd, no GarskoBi
iznunoi ocobu - nignpremMus, i Micue NPoXHBaHHA Ta peccrpauiinuit HoMep 06niKoBOT
KApTKH NIaTHUKA NoAaTkKiB a6o cepis Ta nomep naciiopTa)

MpoTokon BisyaasHoro kontpomo sia 15.03.2024 Ne 914/12.

3a pesyabTaTaMi JIEPKABHOTO KOHTPOJIIO BCTAHOBNEHO, IO nikapcekmii 3aci6 BsezeHo B Ykpainy 3
JOTPHMAHHSM BUMOT 3aKOHO/IABCTBA LOJO 3a6e3reeHHs AKOCTI JiKgPChKUX 3ac00iB.

5

Mukona XOJIOJJEHKO

(nianuc) (initiany ra npissuie)
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CEPTU®DIKAT AHANI3Y

Kog: CoAQMOO1LEVE250_MISTRAL_UA
Bepcis: 001

Oata: 29.01.2024

Nigrotyeana: Xapa Bnaxy

Peuensia: Anna MNepicrepaki
CxsaneHHs: Byna Yamocdarigi

KPAMMAJIKA, Ta6neTku, BKpUTi NNiBKOBOIO 060/10HKOI0, No 250 mr (/IEBET)

[arta empobHuurea: 05-10-2023

Bupo6Huua cepia: 0305018
Cepia A®I:
Bupo6HUK:
3BiT npo sigxuneHHa: M HI

MEPEBIPKA

Onuc

Idenmucdpikayin

CepedHsa maca

OdHopidHicme macu

OdHopidHicme dososaHux
odunuys (sapiayia macu)

Bmpama npu sucywysarHi
Tsepdicme
KinokicHuli emicm

Cynymti domiwku ma
npodykmu dezpadayii

EHanmiomepHa wucmoma

PosnadaxHsa

PosyuHeHHA

19enmudpirayia mumany
diokcudy

10enmudpirayia 6apsHukie

IdeHmudpirayia xiHoniHosozo
#oemozo

3anuwkosi po3yuHHUKU

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

1340724-1340725
GAPMATEH C.A.

TepmiH npugaTtHocTi: 09-2026
Poamip cepii: 100 000 1a6n.
MoctauanbHUK ADI:

MakyBaHHA:

GAPMATEH C.A.

Cepin: 0401021

HbIOJIEH,

O TAK (38im npo sidxuneHHa dodaembca)

CTIELMOIKALIA

BnakutHoro Konbopy, Aosracti, Asoonykni Tabnetku bes
Aedekris. Poamipu: 13,840, 1mm Ha 6,7+0,1 mm. ToswmHa:
4,040,2 mm

|. BigHocHwMiA yac yTprmaHHA niky JleeeTupaueTamy B po3umHi
3pa3ska Mo BiAHOLWEHHIO 10 PO34MHY NOPIBHAHHA CTAHOBUTb
RRT=1,040,1

2. Y®-cnekTp cTaHaapTy Bignosigae YO-cnektpy 3paska (BEPX -

KIK)

340,0 mr+5 % mr
(323,0 - 357,0) mr

He Binblwe Hix 2 TabneTku BigXMNAOTLEA 33 Macoo Binbl Hix
Ha 5% Big cepegHbOi MacK

oaHa TabneTka He mae BigxuneHb y maci binbw Hisk Ha 10% sig

cepegHboOi Macu
MpuitmansHe umnecno (10 Tabnetok) < 15,0

He binbwe, Hix 4,0%
He meHwe, Hix 60N

95,0 - 105,0% Big 3aABNeHOI KiNbKOCTI

BEPX
NeseTupauetamosa kucnota £ 0,10%
Byab-aka oguHuyHa gomiwka < 0,10%

Cyma pgomiwok £ 0,50%

He 6inbwe, Hix 0,50%
He 6inbuwe, Hix 30 x8., y Bogi npu 37°C +1°C

Nonari anaparty ll, 50 06/xs, BignosigatoTb UMHHIK peakuii
Ph.Eur (BBogaTbea S1, S2). % po3urHeHOol peyoBUHM:
Q=85% Big 3anaBneHoi KinbkocTi 3a 20 xB

YTBOPIOETLCA YepBOHO-MOMapaHYEeBMIA KONip
3pa3sok i KOHTPOIbHI NAAMU BapBHUKIB IAEHTUYHI
3pazokK i cTaHAAPT iAeHTUYHI

CrmpT eTnosmit: He Ginbwe, Hixk 1500 Mkr/TabneTtky

PE3YNIbTATH

Bionosigae
6,6mm X 13,7mm X 3,9mm

1. MozwuTtmeHwmin RRT =1,0
2. NosntrBHMIA

341,5 mr

Miun.: 335,0 mr
Makc.:353,4 mr
Bionosigae

4,0

0,9%

132N
MinH.:120N
Makc.:153N

100,5%

Nesetupaueramosa kucnota: BDL
Bynb-Aaka oguHMuHa gomiwka: BAL
(LOD =0,005%)

Cyma gomiwok: 0,01%

BDL
03',20”-05',25"

98%
MiH.:97%
Makc.:99%

Mo3uTreHMIA
MNo3uTreHMIA
Mo3uTreHMIA

12 MKr/Tabnetky

Manufacturing sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Eva Markidala
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Mikpobionoziuna yucmoma

lepmemuunicme Baicmepy

lNaxysauHa

BidnosidanvHuli 3a
KOHMpOsb AKocmi

3aranbHa KinbKicTb aepobHMx mikpoopraHizmis: He binbue,
Hixk 1000 KYO/1r
3aranbHa KinbKicTb ApiMAKOBUX Ta NAicHABMX rpubis: He
binbwe, Hixx 100 KYO/1r
E.Coli: NMT 0 KYO/1r

MogiTpo- i BogoHenpoHMKHI Yepes 30 cekyHA. B 1% po3ymHi
MEeTWNeHOBOIO CMHLOTO, Nig Tuckom 160 mm p.cT.
KaptoHHa KopoSKa MicTUTb HeobXxigHy KinbKicTb BricTepis i3
Henposoporo binoro MBX/MNE/NBOX/antomixito 3 signosigHoto

KinbKicTio TabneTok Ta iHcTpyKuieto. Ha Hil HagpykosaHo
Cepis, MpuaatHui go.

Hikoc Kopaanic
MeHe}ep 3 KOHTPOIO AKOCTI/YNOBHOBaMKeHa ocoba
®apmateH CA.
/Niénuc/ 01/03/2024

* BDL - Huxue mexi euasneHHn / Below Detection Limit
BQL - Huxue KinbKicHoi mexi / Below Quantifiable Limit
LOQ - PiBeHb KinbKicHoro susHadeHHa / Level of Quantitation
LOD - Mea BuasneHHa / Limit of Detection
N/A - He 3acTocoByeTbca / Not Applicable
ND - He suasneHo / Not Detected

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Koga: CoAQMOO1LEVE250_MISTRAL_UA

Bepcis: 001

Oata: 29.01.2024
Nigrotyeana: Xapa Bnaxy
Peuensia: Anna MNepicrepaki
CxsaneHHs: Byna Yamocdarigi

TAMC: <10 KYO/1r
TYMC: <10 KYO/1r
E.Coli: BigcyTtHa

lepmeTMyHO

Bignosigae

[ata sunycky: 01-03-2024

Manufacturlng sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Eva Markidala
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CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NMPOAYKLII: KPAMMNANIKA, TabneTkn, BKpUTi NniBKoBOIO 060/10HKOMO, No 250 mr
NIKAPCbKA $OPMA: TABNETKK CUNA Ali : 250mr/Tabn. Nesetnpaueram
PO3MIP | TUN YNAKOBKM: ¥Ynak x 3 Bnictepu x 10 Tabn.

KINbKICTb: 3171 YNAK

KPATHA-IMMOPT: YKPAIHA

PEECTPALJIMHE NOCBIAYEHHA Ne: UA/18941/01/01

HOMEP CEPII BULK: 0305018

®IHANBHWIA HOMEP CEPII: 0401021

OATA BUTOTOB/IEHHA: 05-10-2023 TEPMIH NPHUAOATHOCTI : 09-2026
BUPOBHUWYA OINTIbHMUUA Ta ii agpeca: SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMka, 15351, Mpeuja

No GMP-ceptudirar / No MIA: 141425/ 21-12-2021 / 0000006501/22/1

,[l,lﬂbHMLlﬂ EANORIAANBHASAAHANIS SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMKa, 15351, Mpeuja

Ta ii agpeca:

GMP-ceptudikat No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1

BMPOBHWK, BIANOBIAANBHWUIA 3A
MNAKYBAHHA Ta ioro agpeca:
GMP-ceptudikat No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
BMPOBHWK, BIANOBIAANBHWUMA 3A
BUNYCK CEPII 1a iioro agpeca:
GMP-ceptudikat No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1

HOMEP CEPII API: 1340724-1340725 / HbIO/IEHA,

Hutoneng NlabopeTopis flimites AinoHuua-1, Ci. Ne: 347, 473, 474, 490/2
[Lopora Beepabragpaceami Temnn,

Cenuuie bonTtananni, 'ymmagigana Manaan, paiod Cadrapeaai —502313

SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMKa, 15351, Mpeuja

GAPMATEH CA, [lepeeHakioH 6, Mannini ATTMKa, 15351, Mpeuja

BUPOEBHUWK A®I Ta ioro agpeca:

TenaHraHa, IHajn.

PE3Y/IbTAT AHANI3Y: CepTudikaTt aHanisy roToBoi NpoayKuii 40AaETbCA.
KOMEHTAPI / 3AYBAMEHHA: -N/A-
BIAXWEHHA: O TAK B HI

KinbKiCTb JOKYMEHTIB, L0 A04aKThCA:

LUnm A niaTeepayto, Wo 3a3Ha4veHa iHbopmalja € 4OCTOBIPHOIO Ta TOYHOIO.

3anucK cepiiHoi 06pobKK, YyNakoBKK Ta aHaniay Bynu nepernAHyTi Ta BU3HaHI BigNoBiAHMMMK A0 BuMOr HanemHoi BUpobHMYoi MpakTUKK
(GMP).

LA cepia npoayKTy, BKAKoYatoun ADI, Gyna BUroToBAeHa, BKAKOYAOUM YNAKOBKY Ta KOHTPOb AKOCTI HA BUWE3a3HAYeHUX AiNAHKAX, Y NOBHIN
sianoeiaHocTi Ao BMmor GMP Ta BUmor micueBux PerynATopHux OpraHie, a TakoxK Ao cneurdikauii niueHsii Ha Npoaax, i BUNyLLLEHA.

Im'aA

YnosHoBaeHa ocoba: Hikoc Kop,qanic

MeHea3Kep 3 KOHTPO/IO AKOCTi/YNoBHOBa}eHa ocoba
dapmareH C.A.

/Midnuc/ 01/03/2024

NMignuc
YnosHoBaMeHoi ocobu:

HOata sunycky: 01-03-2024

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f+30 210 6666 749

Manufacturing srte Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Eva Markidala



Code: CoAQMO01LEVE250_MISTRAL_UA
Version: 001
’ Pharmathen Date: 29/01/2024

Innovation inspired by life Prepared by: Hara Vlachou
Review: Anna Peristeraki

Approval: Youla Chamosfakidi

CERTIFICATE OF ANALYSIS

CRAMPALIKA(LEVET)TABS 250mg f.c. tablets

Man. Date :05-10-2023 Expiry Date : 09-2026 Pack Lot :0401021
Manuf. Lot : 0305018 Batch Size :100.000 Tabs
Active Ingredient Lot : 1340724-1340725 Active Ingredient Supplier: NEULAND
Man. Site: PHARMATHEN S.A Pkg. Site: PHARMATHEN S.A
Deviation Report: M NO [0 YES (the deviation report is attached)
Controls Specifications Results
Blue, oblong, biconvex tablets with no defects Dimensions: -
Appearance 13.8+0.1mm x 6.7:0.1mm Conforms
Thickness: 4.0:0.2mm 6.6mX13.7mmX3.9mm
1.The relative retention time of Levetiracetam peak in the
sample solution in relation to the reference solution is 1. Positive RRT=1.0
Identification RRT = 1.0+ 0.1
2.UV spectrum of standard correspond to UV spectrum of 5=
sample 2. POSltIVC
(HPLC - PDA)
340.0mg + 5%mg
Ayesdssoms (323.0 -357.0)mg el
Not more than 2 tablets deviate in mass more than 5% of Min:.335.0mg
; ; the reported average mass obtained Ny
Uniformity of mass No tablets deviate in mass more than 10% of the average Max:333.4mg
mass obtained Conforms
Unifi o(r;'gg \?’fa gzst?g:)umts Acceptance Value (of 10 tablets) < 15.0 4.0
Loss on drying NMT 4.0% 0.9%
132N
Hardness NLT 60N Min: 120N
Max:153N
Assay 95.0 - 105.0% of the stated amount 100.5%
HPLC Levetiracetam acid: BDL
Related :::stances Levetiracetam acid NMT 0.10% Any single impurity:
: Any single impurity NMT 0.10% BQL(LOQ=0.005%)
Degradation products Total NMT 0.50% Total: 6.01%
Enantiomeric purity NMT 0.50% BDL
Disintegration Max. 30 min in water at 37°C £ 1°C 03°.20°- 05°.25”
Apparatus |l paddles, 50rpm,
Comply with Ph.Eur current edition 98%
Dissolution (introducing 51,52) Min:97%
% Dissclved: Max:99%
Q=85% of the stated amount in 20 min
Identification of Titanium
Dioxide Red-Orange colour is produced Positive
Identification of Dyes Sample and reference spots of colorants identical Positive
identif ’m:;:ﬂ ;{ Quinoline Sample and standard similar Positive
Residual solvents Ethanol: NMT 1500pg/tablet 12pg/tablet

Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f+30 210 6666 749
Manufacluring site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583

www.pharmathen.com

Prepared by: Eva Makridaki
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Code: CoAQMOO1LEVEZ50_MISTRAL_UA
Version: 001

Date: 29/01/2024

Prepared by: Hara Vlachou

Review: Anna Peristeraki
Approval: Youla Chamosfakidi

Total Aerobic Microbial count: NMT 1000 cfu/1g TAMC:<10cfu/lg
Microbial contamination Total Yeast and Mould Count: NMT 100 cfu/1g TYMC:<10cfu/lg
E.Coli: NMT 0 cfu/1g E coli: Absence
: ; Air and water tight after 30 sec. in 1% methylene blue :
QARLSTRr tightiass solution, 160 mmHg pressure Tight
Cardboard box contains the appropriate number of blisters
P : of opaque white PVC / PE / PVYDC/Aluminium with the
ackaging Conforms

appropriate number of tablets and an instruction leaflet
and is printed with Lot, Exp.

Responsible for
Quality Control

Ni o {73

Pharmathen S.A.

Release Date :01-03-2024

Y Copy,,, PT0ay;
2, Ira) is
H RMArHEI“ S“l,—.f—p

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f

+30 210 6604 583
www.pharmathen.com

Prepared by: Eva Makridaki




’ Pha‘rmathen Code: CoCQMOOTMISTRAL_UA

Innovation inspired by life Version: 001
Date: 25/05/2021

CERTIFICATE OF CONFORMANCE

B FOR FINISHED PRODUCT
| NAME OF PRODUCT: CRAMPALIKA(LEVET)TABS 250mg f.c. tablets
| DOSAGE FORM: TABLETS STRENGTH: 250mg/TAB Levetiracetam
PACK SIZE AND TYPE: BTX3BLISTERX10TABS
QUANTITY: 3.171 BT
IMPORTING COUNTRY?: UKRAINE
PRODUCT MA No: UA/18941/01/01
BATCH NUMBER BULK: 0305018
BATCH NUMBER FIN: 0401021
MANUFACTURE DATE: 05-10-2023 EXPIRY DATE: 09-2026
MANUFACTURING SITE PHARMATHEN SA
| name & address 6, Dervenakion str., Pallini Attiki, 15351, Greece
GMP-certificate No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
ANALYSIS SITE name & PHARMATHEN SA
address 6, Dervenakion str., Pallini Attiki, 15351, Greece
GMP-certificate No / MIA No: 141425/ 21-12-2021 / 0000006301/22/1
PACKAGING SITE name & PHARMATHEN SA
address 6, Dervenakion str., Pallini Attiki, 15351, Greece
GMP-certificate No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
RELEASE SITE name & PHARMATHEN SA
address 6, Dervenakion str., Pallini Attiki, 15351, Greece
GMP-certificate No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
BATCH NUMBER OF API: 1340724-1340725 'NEULAND
| APl MANUFACTURER Neuland Laboratories\L'Lmited Unit-1, Sy. No: 347, 473, 474. 490/2
. NAME AND ADDRESS: Eﬁiﬁﬁﬁiﬁ?ﬁz‘f@”&ﬁﬂiiﬁ?ﬁﬁm Mandal, Sangareddy District - 502 313
Telangana, India.
RESULT OF ANALYSIS: Certificate of analysis of finished product attached.
| COMMENTS/REMARKS: -N/A-
| DEVIATIONS: aYEs ¥INO
L Attached number of documents: s

| hereby certify that the above information is authentic and accurate.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

This batch of product, including API, has been manufactured, including packaging and quality control at
the above mentioned sites in full compliance with the GMP requirements and the local Regulatory
Authority and with the spec%caﬁp‘ps of the Marketing Authorization and is released.

Name of Qualified Person: '-'""’J‘-' Xe
Q H C.W‘P.l" ."”
Signature of Qualified Person: JHATHE

Date of Release 01-03-2024

Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str.,, 153 51 Pallini, Athens Greece, t +30 210 6604 300, f +30
210 6604 583

www.pharmathen.com
Prepared by: Eva Makridaki
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