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% Pharmathen

Innovation inspired by life

CEPTU®IKAT AHANIBY

Koa: CoAQMOO1LEVESO0_MISTRAL_UA

Bepcia: 001

[Oarta: 29.01.2024
Nigrotysana: Xapa Bnaxy
PeueHsin: AnHa MepicTepaki
CxsaneHHa: Byna Yamocdariaj

KPAMMA/IKA, Tabnetku, BKpuTi nniekoeolo 060n10HKoI0, no 500 mr (IEBET)

[ata supo6Huyrea: 04-12-2023

Bupo6Huua cepia: 0306227
Cepin ADI: 1341572
Bupo6HuK:
3siT npo Bigxunenna: & HI
MNEPEBIPKA

Onuc

I0enmudpirayin

CepedHa maca

OdHopidHicme macu

OdHopidnicmb do308aHuUX
oduHuyb (eapiayia macu)

Bmpama npu sucywyeaHHi
Teepdicmo

Kinekicruii emicm

CynymHi domiwru ma
npodykmu dezpadayii

EnaumiomepHa yucmoma

PoznadaHHA

Po3yuHeHHA

l1denmudbikayia mumany
diokcudy

Idenmudpirayia xinoninosozo
Hosmoz0

3anuwKoBi po34UHHUKU

Pharmathen S A.

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

$®APMATEH C.A.

Tepmin npugartHocTi: 11-2026

Poamip cepii: 100 000 Tabn.
NocravanbHuk AdI:
MaxkysaHHA:

$®APMATEH C.A.

Cepin: 0401023

HbIONIEHA

O TAK (38im npo sidxunerHs dodaemebcs)

CREUUDIKALLA

HOBTOro KoNLOpPY, AOBracTi, ABoonyKAi Tabnetkn 6e3 gedekTis.
Poamipu: 19,4+0,1mm Ha 7,8+0,1 mm. ToBwmHa: 5,1+0,2 mm

I. BigHOCHWIA Yac YTPMMaAHHA Niky J/leBeTupaueTamy B pO34mHi
3pa3sKa Nno BiAHOWEHHIO 40 PO34MHY NOPiBHAHHA CTAHOBWUTb
RRT=1,0+0,1
2. YO-cnekTp cTaHaapTy Bignosigae Y®-cnekTpy 3pa3ka (BEPX -
KMK)

680,0 mr5 % mr
(646,0 - 714,0) mr

He 6inbLwe Hix 2 TabneTkn BiAXUAAIOTLCA 32 Macoto BinbL Hix
Ha 5% Bif, oTpUMaHoOI cepeHbLOT MacK
HopHa TabneTka He Mae BigxmneHb y maci Binbw Hix Ha 10% Big,
cepegHbLoi Macu

MNpuiimanbHe yncno (10 Tabnetok) < 15,0

He 6inbwe, Hix 4,0%
He meHwe, Hix 60N

95,0 - 105,0% Bia 3ansneHoi KinbKocTi

BEPX
NeseTupaveTtamosa KucnoTa < 0,10%
byab-AKa 0gMHUYHA gomiwka < 0,10%

Cyma gomiwok < 0,50%

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

Nonari anaparty |l, 50 06/xg, BignNoBiAaOTE YMHHIK pegakuii
Ph.Eur (BBOgATLCA S1, S2). % PO34MHEHOT PEHOBUHM:
Q=85% Bip, 3aABNeHOI KinbKoCTi 32 20 xB

YTBOPIOEThLCA YePBOHO-NOMapaHyeBuii Konip

3pasoK i cTaHAapT iAeHTHUYHI

CnupT eTnoeuit: He Ginblue, Hix 2500 mkr/TabneTry

PE3Y/IbTATHU

Bignosipae
7,8mm X 19,4mm X 5,1mm

1. No3uTueHMIA RRT = 1,0
2. Mo3nTHBHMIA

667,9 mr

MiH.: 641,0 mr
Makc.:711,7 mr
Bignoeigae

9,1

1,2%

164N
MiH.: 124N
Makc.:191N

97,2%

NeeetupaueramoBsa Kucnota: BDL

ByAb-AKa OAMHWUYHA AOMILLKA:
BQL(LOQ=0,005%)
Cyma gomiwow: 0,02%

BDL
02',17”-05,32"

98%
MiH.:93%
Makc.:108%

MNo3uTUBHMIA

MO3UTUBHKMIA

100 MKr

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Eva Markidaki

See the keywa

rds property of this PDF for mare infarmation.




4 Pharmathen

Innovation inspired by life

Mikpo6ionoziyna yucmoma

Fepmemuynicme 6nicmepy

MakyeaHHa

BidnosidanvHuii 3a
KOHMponb AKocmi

3araneHa Kinbkicte aepobHuUx mikpoopraHismis: He Binswe,
Hixk 1000 KYO/1r
3aranbHa KiNbKICTb APINAMKOBKUX Ta NAICHABMX rpubis: He
6inble, Hix 100 KYO/1 r
E.Coli: NMT O KYO/1r
MosiTpo- i BOAOHENPOHUKHI Yepes 30 cekyHA. B 1% po3ymHi
METWNIEHOBOrO CUHBLOTO, Nig TMCKom 160 mm p.cT.
KapToHHa Kopobka micTuTs HeobXiaHy KinbkicTk BaicTepis i3
Henposoporo Ginoro NMBX/NE/NBAX/anomiito 3 BignosigHotwo
KinbKicTio TabneTok Ta iHCTpyKUieto. Ha Hilt HappyKkoBaHo
Cepin, NpuaatHuid go.

Hikoc Kopaanic
MeHegsep 3 KOHTPOAI AKOCTI/YNnoBHOBaMeHa ocoba
®dapmateH C.A.
/Nignuc/ 01/03/2024

* BDL - Hmkue mexi suasneHHn / Below Detection Limit
BQL - Huxue KinbkicHoi mexi / Below Quantifiable Limit
LOQ - PiseHb KinbkicHoro eusHavenHn [/ Level of Quantitation
LOD - Mexa BuasneHHa / Limit of Detection
N/A - He 3acrocoeyerben / Not Applicable
ND - He suaBneHo / Not Detected

Pharmathen S A.

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

Koa: CoAQMOO1LEVESO0_MISTRAL_UA

Bepcia: 001

[Oara: 29,01.2024
Nigrotysana: Xapa Bnaxy
PeueHsin: AnHa MepicTepaki
Cxsanenun: Byna Yamocdarigi

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

FepmeTyHo

Bignosinae

Darta sunycky: 01-03-2024

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Eva Markidaki
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4 Pharmathen Koa: CoCQMOOTMISTRAL_UA

; ; vl Bepcia: 001
nnovation inspired by life Aara: 25.05.2021

CEPTU®IKAT BIANOBIAHOCTI

roOTOBOro NPOAYKTY
HA3BA NPOAYKLLI: KPAMMAIKA, Tabnetku, ekpurti nniekosoro o6onoHkoio, no 500 mr
NIKAPCbKA ®OPMA: TABNETKW CUNA Ali : 500mr/Tabn. NeseTupavueTtam
PO3MIP | TUN YNAKOBKUK: ¥nak x 3 bnicrepu x 10 Taba.
KINbKICTb: 1 830 YNAK
KPATHA-IMMOPT: YKPAIHA
PEECTPAI.I,IﬁHE MOCBIAYEHHA Ne: UA/18941/01/02
HOMEP CEPIi BULK: 0306227
®IHA/IbHWUIA HOMEP CEPIi: 0401023
OATA BUTOTOBJ/IEHHA: 04-12-2023 TEPMIH NPUAATHOCTI : 11-2026
BUPOBHHWYA AINTbHUUA 1a ii agpeca: G®APMATEH CA, [lepseHakioH 6, Mannini Attuka, 15351, Mpeujs
No GMP-ceptudikar / No MIA: 141425/ 21-12-2021 / 0000006501/22/1
f;;::::f;?mﬂOBwbHA AAHANE ®APMATEH CA, [lepseHakioH 6, Manniki ATTuka, 15351, Mpeuis
GMP-ceptudikar No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
:::3::::;:?::::'5:;:::"“ i G®APMATEH CA, [iepeeHakioH 6, Mannixi ATtuka, 15351, Mpeuin
GMP-cepTtudinar No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1

BUPOGHMK, BIANOBIAANBHUIA 3A
BUNYCK CEPIi Ta iforo agpeca:

GMP-ceptudikar No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
1341572 / HBIONEHA

®APMATEH CA, [lepeeHakioH 6, Mannixi ATtuka, 15351, Mpeuis

HOMEP CEPII API:

Helonena NabopeTtopis Nimiteg, OinsHuuua-l, Ci. Ne: 347, 473, 474, 490/2
Jopora Beepabragpaceami Temnn,

Cenunwe BoxTananni, lymmagigana Mangan, paitoH Canrapepgi — 502313
TenaHraHa, IHain.

BMPOBHUK AdI ta ioro agpeca:

PE3YNIbTAT AHANI3Y: Ceptudikart aHanisy rotoBol NpoAyKLUIi AOAAETLCA.
KOMEHTAPI / 3AYBAMEHHA: -N/A-
BIAXWNEHHA: O TAK HI

KinbKicTb AoKyMeEHTIB, WO A0[a0TLCA:

Lium A nigreepayio, WO 3a3HadveHa iHpopmauia € AOCTOBIPHOIO Ta TOYHOI.

3anucwy cepiitHoi 0BpobKKM, YNaKoBKKU Ta aHanisy 6ynM nepernAHyTi Ta BU3HaHI BiANOBIgHMMU A0 BUMOT HaneHoi BUpobHUYOI MpaKTUKK
(GMP).

Lia cepis npogyKTy, BKAO4aoumn Al Byna BUroTOBNEHA, BKAOYAKOYM YIAKOBKY Ta KOHTPOb AKOCTI Ha BULLE3a3HAYEHUX iNAHKAX, ¥ NOBHIK
BignosigHocTi Ao Bumor GMP Ta Bumor micuesmx PerynaTopHux OpraHis, a Takox Ao cneuudikauiil AiueHsii Ha npoaa, i BUNyLLeHa.

Im'a

YnoeHoBa)keHa ocoba: Hikoc Kopganlc

MeHepxep 3 KOHTPOAKO AKOCTI/YnoBHOBa)eHa ocoba
dapmaren C.A.

/Nignuc/ 01/03/2024

Nignuc
YnoeHoBaMeHOi ocobu:

Aara 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 site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
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Code: CoAQMOD1LEVES00_MISTRAL_UA

% Pharmathen e

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

roval: Voula Chamosfakidi

CERTIFICATE OF ANALYSIS

— o — . L ———

'CRAMPALIKA (LEVET) 500mg f.c. tablets

Man. Date : 04-12-2023 Expiry Date :11-2026 Pack Lot :0401023
Manuf. Lot :0306227 Batch Size :100.000 Tabs
Active Ingredient Lot :1341572 Active Ingredient Supplier:NEULAND
Man. Site: Pharmathen S.A Pkg. Site: Pharmathen S.A
Deviation Report: [ NO [J YES (the deviation report is attached)
Controls Specifications Results
| ' Yellow, oblong, biconvex tablets with no defects =
Appearance Dimensions: 19.4+0.1tmm x 7.8+0. 1mm Conforms
Thickness: 5.1+0.2mm 7.8mX19.4mmX5. lmm R
1.The relative retention time of Levetiracetam peak in the (
sample solution in relation to the reference solution is 1. RRT=1.0
’ Identification RRT = 1.0 + 0.1
ﬂ 2.UV spectrum of standard correspond to UV spectrum of 2. Positive
i sample (HPLC - PDA)
r Average mass 680.0mg + 5%mg (646.0-714.0)mg 667.9mg
[ —— s nee] taree T Vi i
‘ ¥ No tablets deviate in mass more than 10% of the average atx. T
mass obtained Conforms
Uniformity of dosage units
(Mass Variation) Acceptance Value (of 10 tablets) < 15.0 %1
Loss on drying NMT 4.0% 1.2%
164N
Hardness NLT 60N Min: 124N
Max: 191N
Assay 95.0 - 105.0% of the stated amount 97.2%
el HPLC Levetiracetam acid: BDL
ke :;’d“”"“’ Levetiracetam acid NMT 0.10% Any single impurity:
; Any single impurity NMT 0. 10% BQL(LOQ=0.005%)
Degradation products i .
| Total NMT 0.50% Total: 0.02%
Enantiomeric purity NMT 0.50% BDL
Disintegration Max. 30 min in water at 37°C £ 1°C 017 =g 32"
Apparatus Il paddles, 50rpm, 08%
: x Comply with Ph.Eur current edition e
Dissalution {introducing 51,52) Mm'93("’f
% Dissolved: Q=85% of the stated amount in 20 min Max:108%
ldenti'ﬂm;;gzigfe'ﬁtamum Red-Orange colour is produced Positive
—— — | i
Identij 'm:::ﬁ;{ Quinoline Sample and standard sirnilar Positive
Residual solvents Ethanol: NMT 2500pg/tablet 100 pg
Microbial centamination Total Aerabic Microbial count: NMT 1000 cfu/1g TAMC:<10cfu/lg

Pharmathen S.A.
Headguarters: 44 Kifissias Avenue, 151 25 Marousi. Athens Greece, t +30 210 6604 3001 +30 210 6568 749
Manufacturing site-Registered seat: 6 Dervenaldon str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583
www pharmathen.com
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CDdE": CoAQMOO1LEVESOO_MISTRAL_UA
<4 Pharmathen mE

Innovation inspired by life Prepared by: Hara Vlachou
Review: Anna Peristeraki
Approval: Voula Chamosfakidi
Total Yeast and Mould Count: NMT 100 cfu/1g | TYMC:<10cfu/lg
E.Coli: NMT O cfu/1g B coli* Absenice

Air and water tight after 30 sec. in 1% methylene blue Tioli
solution, 160 mmHg pressure it
Cardboard box contains the appropriate number of blisters
of opaque white PVC / PE / PVDC/Aluminium with the Conf
appropriate number of Lablels and an instruction leaflet ONIOEMS |
and is printed with Lot, Exp.

Blister tightness

Packaging

i
Responsible for . 0. W Release Date :01-03-2024
Quality Control %y, %o oloz2e2 o
”;4,9!"4&0,'0.50} '
4!4)&'5‘#.,4&04&

Ga
84 "0

Pharmathen S.A
Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 8666 749
Manufacturing site-Registered seat: £ Dervenakion str., 153 51 Pallini, Athens Greece. t +30 210 6604 300, {
+30 210 6604 533
www .pharmathen.com

Prepared by: Eva Makndak
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Innovation inspired by life

< Pharmathen

Code: CoCQMODTMISTRAL_UA

Version: 001
Date: 25/05/2021

CERTIFICATE OF CONFORMANCE

FOR FINISHED PRODUCT

"TiKME OF PRODUCT:
DOSAGE FORM:

‘ PACK SIZE AND TYPE:
QUANTITY:

IMPORTING COUNTRY:
PRODUCT MA No:

| BATCH NUMBER BULK:
BATCH NUMBER FIN:

| MANUFACTURE DATE:
MANUFACTURING SITE

‘ name & address
GMP-certificate No/ MIA No:
‘ ANALYSIS SITE name &
address

GMP-certificate No / MIA No:
PACKAGING SITE name &

‘ address

GMP-certificate No/ MIA No:
‘ RELEASE SITE name &
address

! GMP-certificate No/ MIA No:
BATCH NUMBER OF API:

‘ APl MANUFACTURER

‘ NAME AND ADDRESS:

CRAMPALIKA (LEVET) 500mg f.c. tablets
TABLETS STRENGTH: 500mg/TAB
BIX3BLISTERX10TABS

1.830 BT

LUKRAINE

UA/18941/01/02

0306227

0401023

04-12-2023 EXPIRY DATE: 11-2026
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021 / 000000650 1/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021 / 0000006301/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021 / 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021 / 0000006501/22/1

1341572 /NEULAND

Levetiracetam

Neuland Laboratories Limited Unit-1, Sy. No: 347, 473, 474, 490/2

Veerabhadraswamy Temple Road,

Bonthapally Village. Gummadidala Mandal, Sangareddy District - 502 313

Telangana, India.

RESULT OF ANALYSIS: Certificate of analysis of finished product attached.
| COMMENTS/REMARKS: -N/A-
O YES F NO

‘ DEVIATIONS:

. ________ Atlached number of documents:
| 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 specifications of the Marketing Authorization and is released.

Name of Qualified Person: o, Y,
“opy, oy
Signature of Qualified Person: ’994 Co, 4'0"_
o !/Gﬁf%}o{‘%%&'
Date of Release: 01-03-2024 g/“ ~d < ;‘5‘9@."
Pharmathen S.A 4 Qo

Headquariers: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Menufacturing site-Registered seat: 6 Dervenakion sir., 153 51 Pallini, Athens Greece, 1 +30 210 6604 300, f +30

210 6604 583
www.pharmathen.com
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JEPKABHA CJIYAKBA 3 JIKAPCBKHUX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npoe. Hanii Ceitnuanoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua, Kon CJIPTIOY 37079053

BHCHOBOK
Nnpo fAKicTHL BBE3eHOro B YKpainy JikapcbKoro 3acody
15.03.2024 Ne 13242/24/26
KPAMITAJIIKA

(nakimMcHyBan g nikapeekoro 3acofy 3rijHo 3 peccrpauifnum mocnigueninm)
Tabierky, BRKPHTI ILTIBKOBOK 0GoaoHK00, Mo 500 Mr; no 10 Tabaerox y Gaicrepi; no 3
faicrepu y kKaproHHii mayumi

(popma nuNyCKY. 103yBAHHA, BHA NAKYBaHHS Tikapchkoro 3acaly)

Homep peectpauiiitioro nocsinuerns UA/18941/01/02 crpok nii peectpauiiinoro nocsiadenns 10.09.2026

Cepis nikapcbkoro 3acoby Ne 0401023 Kinbkictb BBe3eHOro mikapeskoro sacody 1830
BupoBHHK @apmaten CA, I'pentis
(HalMemnypanns BupoGHrKa hikapebkoro 3acoBy, kpaiia noXomEHHN)
Bneseno B Ykpainy TosapucTBo 3 00mMekenow BinnmosinanbuicTio "BYCT @APMA",
inent. kon: 44107410

{maiiMenysanns ta ko 3a EJIPIOY wopuauiHol ocodu abo npizsuiie, iM', 1o Darekoni
tpizmunoi oLoGu - niAnpreML, 1T MiCIE NPOKHBAHHS Ta peceTpalliiiih Homep ofnikosoi
KAPTKY NIATHHKE nogaTkis afio cepis Ta HOMep naciopTa)

MpoTokon Bizyamsyoro kenrpeso sia 15.03.2024 N 914/14.

3a pe3yNbTaTamMM [AEPHABHOTO KOHTPOMIO BCTAHOBIEHO, IO nikapcekuii  2acié BeeseHo B VYkpainy 3
JOTPHMMAHHHAM BUMOI 3aKOHOJARCTRA LIOAO 3a0e3neycHHA AKOCTI NIKapebKUX 3acobie.

e

Muko:sia XOJIOJIEHKO

(mianuc) (inittiasm a npizaAie)
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