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bluepharma

Certificate of GMP Compiliance / Ceprudixar signosigHocti GMP _
Name of the Product: / LEVICITAM, aral solution, 100 mg/ml, 300 ml in bottle with dosing syringe in a
Hasga Mpoayicry: carton box / )
NEBIUWMTAM, posyun opanbHui, 100 Mr/vn no 300 wn y hnakoni; no 1 dnakoHy y
KoMnaexTi 3 Mipsim WITPULIOM Y KaPTOHHIA yhaxosLi

Strength / Potency: / 1 ml solution contains 100 mg of levetiracetam/
Cuna At/ AxTueHicTs: 1 MR poaumHy MicTiuTs fiesevupaueramy 100 mr
Dosage Form: / oral solution, 100 mgiml
Nikapcoka Gopma: PO3YMH opankHui, 100 Mr/mn
Package Size and Type: / 300 mlin bottle with dosing syrings 10 miin 2 carton box /
Poamip i un ynakosxu: 110 300 mn y donakoni 3 MIpHUM LWnpULom 10Mn Y KapTOHHIA ynakoewy
Manufacturing Date: / 05.11.2024 Batch Number: / E1557
Hara supobruursa: Homep Cepii:
Expiry Date: /
TepmiH npupatHocTi: 11.2027 Quantity (in packs): / 3240
KinsxicTs (8 ynakoakax):
Bulk Batch Number: / E1557
Homep cepit “in bulk™:
Country of Origin; / Kpaiha-supoGhui: Portugal f Moptyrania
Marketing Authorization Number: / UA/11396/02/01
Homep Peecrpavjiinore MNoceigyerHs:
Importing Country: / Kpaina-imnoprep: Ukraine / Yipaina
Name, Address and License Number of Manufacturer(s): /' Hasua, agpeca i HOMEp niuensil supoGHUka (-xis):
Manufacturing and packaging: / Medinfar Manufacturing, s.A
BupoBruyreo ta NakyeaHHs: Parque Industrial Armando Marting Tavares, Rua Quteiro da

Armada No 5, Condeixa-a-Nova, 3150-194, Portugal
Ne FOO5/001/2023
MegiHdap MaHydhakTypinr, C.A.
HAYCTpianbHui napk ApmaHao Mapriuc Taeapec, Pya Oyteipo pa
Apmana Nes, Komeﬁma-aﬂoaa, 3150-194, NopTyranis
Ne FO05/001/2023
Analysis and batch release; / Bluepharma - Industria Famaceutica, S.A. 5. Martinho do Bispo,
Coimbra, 3045-018, Portugal
No F001/00412023 ¢
Ananiz va BHFIYCK cepii: Brydhapma - lHayerpia PapmaceraTika, C.A, C. MapTiteo gy Biwmy,
Koimbpa, 3045-015, Fopryranis
Ne FO01/004/2023
Certification Statement: / 3assg npo cepmudikavjio:
I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging / labeling 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 importing country. The batch pracessing,
packaging and analysis records were reviewed and found to be in compliance with GMP. I Liam niaTsepgxyr, Wo sulesasHaveHa
iHthopmayin ¢ ACCTOBIpHOIO Ta TovHoi. Us cepin 3podnena, sknioqaloun YNaKkoBKy/MapkyeanHa Ta KOHTPONb AKQCTI, Ha 3a3HaveHii Bue
AinbHKYI y noskf Bianoeigkocti 40 aumor GMP noxansrux KonTponioouux Cprauie, a Takow aj cneyucikauismu Peecrpauiiirore Hocke
kpaiiu-imnoprepa. fipoTokonu BHpoBHKUTER, yrakosky Ta aHanisy Gynu NepernaryTi T2 scTanoaneo signosigHics GMP

Person authorizing the batch release: / OcoBa, sika g€ 103BiN Ha Bunyck cepii:
Name: ¢/ Mpiseuiye: !

Position: / Mocaga: R \’
Release date; / fata BUNycky: 20,12,2024 -))\(;,"\\)‘U -
Signature: / Nignue: L

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English language version shal)
prevail. / ¥ pasi Oyab-rymx posﬁimﬂoc-reﬁ_farjo GYMHIBiB Mik sepciauy aHrnificokow Ta Y¥paitchKol MoBamy, fNepesaxty cuny Mae sepcin
aHrnilicskon Mosow, :
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Bluephermo Indastria Formacdutieq, 5.4, Tel. (+351) 239 800 300 + Fax {+251) 239 8OO 374
S¢o Martinhe do Hrspo {Chumada para a eds fixg nacionall

I045-015 Crumbara, Port.ignl i Shiephammazbluephorme.pt
1 w'.'.'w.bluaphmmcgroup.com
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Certificate of Analysis / Ceptudpikar AHanizy

Name of the Praduct: /
Hazga Mponyxry:

KOMIITEHTI 3 MIDHUM WnpuuoM ¥ KapTOHHIIA yrnakosyj

Manufacturing Date: / 05.11.2024 Batch Number: / Homep cepii: E1557

Hara BUpPOOHUL|TBAa:

Expiry Date; / 11.2027 Quantity (in packs): / 3240

Tepmit npugaTHocri: Kinekicts (B ynakosxax):

Bulk Batch Number: / E1557 Material No: / 80223910

Homep cepii “in bulk": Homep Marepiany:

msts ! Specifications / Results /
NoxazHnkm Cneumdikavis Pesynurath
Appearance / Onuc Clear and colourless solution / Complies !
Tpo3opun BeabapeHuit posumn Bignosigae

Identification; | ipentudhikauis:

Levetiracetam HPLG/
lleseupayetam BEPX

Levetiracetam HPLG /
Nesetvpaueram BEPX

Propylparahydroxybenzoate and
Methylparahydroxybenzoate HPLC/
l'lponinnaparinpokcuﬁeHaoaT i
MeTnnAnapariapokcubenzoaT BEPX

2.1, The assay method for Levetiracetam oral solution,
is specific and also serves as a proof of identity. The
chromatograms of the test solution must agree with
the chromatogram from the reference solution
regarding to the retention time of levetiracetam peak. /
Ha xpomarorpami Bunpobysaxoro PO34MHY, oTpHmaHaro
NP NPoBeAeHHi BUNPoGYRaHHs «KineKkicHe BUIHAYEHHsY,
HaC yTPUMyBaHHA oOcHORHOrO niky neseTupaveTamy
MOBUHEH cniBnagaTth 3 wacom YTOUMYBaHHA QcHoBHOro
niky neeeTupaueTamy Ha XpomaTtorpamMi - poasuny
nopisHAKHRA.

2.2. The enantiomeric purity method for Levetiracetam
oral solution is specific and also serves as a proof of
identity. The chromatograms of the test solution must
agree with the chromatogram from the reference
Solution regarding to the retention fime of
levetiracetam peak. / Ha XpomaTtorpami Bunpobyeakoro
PO3YMHY, oTpumaHoro npw NPoBeRenHi BuNpoBysantg

2.3 The chromatograms of the test solution must agree
with the chromatogram from the reference solution
regarding to the retention time of
propylparahydroxybenzoate peak and
methylparahydroxybenzoate peak/

Ha Xpomatorpami eunpoGysatioro PO3uuKY, oTpuMaHoro
ApWU nNposegeHHi Bunpobysamrn «Kinbkiche BU3HaYeHHa
KoHCepBaHTiB»  yacy YTPUMYBAHHA  OCHOBHMX nikim
nponinnapariqpoxcuﬁensoaw i
Me‘rwnnaparmpoxcuﬁensoaw NOBKHHI  chismapgat 3
Yacamuy YTPUMyBaHHS OCHOBHUYX mikie
nponinnapari,qpoxcuﬁemoa‘ry i
Memnnapari,qpoxcwﬁemoary Ha xpomartorpami posuuHy
NopiBHAHHS, sianoeigHo.

Compiies /
Bianosigae

Complies /
Bianosigae

Complies /
Bianosigae

H

5,0-6,5

9,7

Uniformity of mass of delivered
doses from multidose containers/
OanopiguicTs mMacy £03, Wwo
ButaratThen is baratonoaosmx
kOHTeRHepiB

L

Not more than two of the individual masses deviate
from the average mags by more than 10% and none
deviates by more than 20% ! He 6Ginbwe ABOX Mmac
IHAYBIAYaNBHIX H03 MOXYTL BigxXUnaTUCE Bio cepenmbof
Macu fos, ujo BUTAFAIOTLOR, BiNblu HiX Ha + 10 %, »ogHa
Maca iHaveigyanwHoi HO3W He mone BigxunaTHcs Bif
Cepeansol Macy gos, wo BUTAraloTLCA, Binblue Wik Ha +
20%

Complies /
Bigroeinae

Bluophorma Inddstrio Farmacdutica, 5.4,
Sdo Martinho go Bispo
3045-01% Coimbrg Parugal

Tet. {+351) 239 BOO 300 - Fox (+351) 239 800 374
{Chamada para g rede fixa nacional)

bluephorma\élbluephurmo »t
vewnw.bluepharmagroup.com
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LEVICITAM, oral solution, 100 mg/mi, 300 m| in bottle with dosing syringe in a carton
box / NEBILMTAM, PO34NH opanbHufA, 100 mrfmn no 300 mn y thnakoui; no 1 thnakony y
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bluepharma

Certificate of Analysis / Ceprudikar AHanizy

Name of the Product: /

L
Haassa Mpoayxry: JIEBILIMTAM, poaumn opanbHui, 100 mr/mn no 300 mn Y

MIDHAM LWRpUUOM Y KapToHHIR ynaxosyi

Manufacturing Date: / 05.11.2024 Batch Number: / Homep cepir: E1557
Hata BupoBHuyTea;

Expiry Date: / 11.2027 Quantity (in packs); / 3240
Tepmit Npuaarhocri: Kinkicrs (a ynakoskax):

Bulk Batch Number; / E1557 Material No: / 80223910

Homep cepii “in bulk™:

Howmep MaTepiany:

EVICITAM, oral solution, 100 mg/ml, 300 ml In bottle with dosing syringe in a carton bm_(f
thnaxoki; no 1 chnarkony y komnnexri 3

OavHnuKg Hesifgoma fomiluka

Sum of impurities /

He Ginbwe 0,10 %

Tests / Specifications / Results / T
MoxasHukm Creumtpikauis PesynbTaty

Related substances / Cynposigni NMT 0.15 %/ £0.05%

Aomitin He 6Ginbiue 0,15 %

Impurity A / Qomiwka A

Single unknown impurity / NMT 0.10 %/ 50.05 %

EHaHTiomMepHa “4uetoTa (famiwka D)

He Ginkuwe 0,5 %

Cyma nowmitox NMT 0.5 %/ S0.1%(s 0.05 %)
He Binsure 0,5 %
Enantiomeric purity {Impurity D} / NMT 0.5 % ND/ e susiBneno

3aranbHa KinbkicTs aepobHux
MikpoopraHiamia (TAMC)

Total combined yeast / mouild
count {TYmC})/

3aranbha KinbkicTs Apixaesuy i
nniceneenx rpuGis (TYMC)

E, Coli{

Escherichia coli

He Binkwe wix 102 KYOfmn
NMT 101 CFU / mif
He Ginbie Hix 101 KYOimn

Absence in 1 mi/
BigcyTtHiots 8 1 M

Assay Levetiracetam / 95.0 % - 105.0 % of the labeled amount of Cot1aN202 / 100,8%
Kinekicre auanayenng 95.0 % - 105.0 % sin 3asBneHol Kinkkocti CaHiaNaOa
ﬂeaempaue‘ramy

Assay of preservatives/

Kinskiche sushayewnus KOHCEpBaHTis

Propylparahydroxybenzoate 80.0 %~ 110.0 % of the labeled amount / 100,1 %
ﬂponinnaparigpoxcmﬁer-lsoa‘r 90,0 % - 110,0 % BiA 38ABNEHOT KimukocT
Methylparahydroxybenzoate I 90.0 % — 110.0 % of the labeled amount / 98,3 %
Me‘rwnnapariﬂpoucnﬁeﬂaom 90.0 % — 110.0 % Big_3asiBneHol KinbKocTi

Microbiology*/

MikpoBionoriyna yncrora*

Total Viable Aerobic Count {TAMC) | NMT 102 CFU iml/ Not performed/

He nposoaunocs

Not performed;
He nposogunocs

Not performed/
He npoeoauriocs

* — After the manufacturing of n-batches of
performed periodically in one of ten batches or at least onhce a
NOIUTUBHIX pesynbTarTig, KOHTPONL Gyfie 3
AECATH NapTii abo He pigwe OAHOro pazy

Person authorizing the batch release: / L
OcobBa, sxa aac n03sin va Bunyck cepir;

Name: / Mpisaniye:
Position: / MNocapa:

AiftCHIOBATHEA B PeXumMi Moy
Ha pik

the product, if positive resulits

0

C -}_}\h \\‘LU A

Release date: / Aara aunycky: 20,12,2024

Signature: / fliznuc:

in the event of any discrepancies or doubt between English and Ukrainian language versions,
prevail. / ¥ pazi Gyab-skux poabixHocred aso cywlmiaig: M sepciamu
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HIAIACEKOI0 MoBOI,

Bluepharma Inddstrig Farmaciutica, 5.4.
$60 Marinho do Bispa
3045 0% Combrg, Portugal

|
:

AHINIACHKO0 Ta YRPATHCLKOW

Tell.\(+351) 239 800 300 - Fax (+351) 239 BOO 374
aracty pars o edo fixa neclonal)

blue arma.sbluepharma.pt
www.bluephmmugroup.com

Capital Soaial de 4.550.000 puras, - Socwdade Andrima - NIPG : MAT, Cons. Rog. Com. Caumbira PT 506 232 80n

are obtalned, the contro! will be
year/ Nicna BrpoBHuLTEa N —cepii np
Topuhry. Lie BUMpoBysanna NPOBOYNTE

Z\j&*n

monitored. This test is
enapary, npu oTpuMathii
CA NEPInANYHO B ogHIl iz

the English language version shall
MOBaMK, nepesaxHy cuny mac BEpCia
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AEPIKABHA CJIYIKEBA 3 JIII{APCI)KI:IX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMMU V KHUIBCBKIT OBJIACTI

npos. Ceitmuusol Hagii, 3, m.Kuiz, 02099, Ten/taxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kop CHOPHIOY 37078774

BHUCHOBOKXK
Npo SIKICTH BBE3EHOro B Yxpainy jgixapcsroro 3acoQy

10.02.2025 Ne 4190/25/10

JEBIIUTAM

(uafiMenynarnn MKAPCLKOTO 3ac06Y 3rimo 3 pecerpauiiting nocsinuen s
PO3UH opanbyui, 100 mr/vu no 300 Y daaoni; mo 1 (aaxony y kommrerri 3 MIpHIM
IMNPHIOM y KAPTOHHIH ynaKopyi

(thopma BHIYCKY, RO3YBAiIHA, BUA DAy Danks Jtikapehkorg 3acofy)
Homep peecrpauiitioro nocsinuernng UA/] 1396/02/01 ctpox it peecTpauiinoro nocsiguenus 01.01.2099
Cepia nixapeikoro sacofy Ne £1557 Kinexicrs peezenoro nikapcekoro sacoGy 2304

Bupobuux Bnydapwma - Inpyerpia DapmaceloTika, C.A,, Nopryranis

(naiisenypanng BHPOOHHKA NikapesKoro 3acoby, xpafia NOXOHIKCHHT)

Brescuo n Vipainy Tosapnerso 3 06mesen o BiAnoBinanLuicrio "ACIHO YKPATHA",
inewr. won: 42274733

(uaiivenypanua ta koX 3a CAPIIOV lopray«io! 0cobu abo ApisBuiLe, ix'e, no barsron; pizwetoy
0CoGH - minnpHeMs, i Micue NPOMKHBANAA TA peccTpaliiinmi HoMep oGitikonol kaprien nrarimie
nonarxis aGo cepis Ta HOMECD maciopTa)

Mporoxen sisyansnoro wonrpoo six 05.02.2025 n 0293710,

32 pesynpraramu ACPIABHOrO  KOHTPONID DCTRHOBIEHO, MmO Aikapchiuii  3acif BBE3CHO B  VYkpainy 3
HOTPDHMAaHHIM BHMOr 3akoHonABCTRA Mof0 3aBestievenns sxocri nikapebrux 3acobip,

Onsra €PLOMEHKO

(ninnuc) (iniuiany ta npizsuue)
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