JIEPSKITTKCITY KBA.
AEPHKABHA CJIIYKBA 3 TIKAPCHKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM YV KMiBCBKII OBJIACTI

npocuekT Banepis JlobaHoBcLkoro, 51, M. Kuig, 031 10, ren/caxc: (044) 3 63-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK )
TPO SAIKICTH BBE3€HOr0 B YKpaiHy JiKapcLKoro 3acooy
22.09.2022 Ne 38113/22/10
___ACK-TEBA

(HafiMenyBaBHA MiKaPCHKOro 32000y 3TiAHO 3 PeeCTpPaLiftHAM NOCBIYEeH M)

T20/1eTKH KAIKOBOPO34HHHI 110 100 mMr 1o 10 Tabnerok B 6aicTepi; no 3 GuicTepu B
KapTOHHIH KopoOui B

((hopma BUITyCKY, [O3YBaHHSA, BUA MAKYBAHHS JTIKAPCHKOTO 3ac00Y)

Howmep peecrpauiiinoro nocsiauenus UA/14167/01/02 crpok ail peecrpauiiinoro noceingenns 01,01.2099

Cepia nikapeskoro 3acoty Ne 121020 KinbkicTe BBE3€HOIO Nikapchkoro 3acoby 31797
Bupobruk | 'BanKa'H'tjjap'M'mHynHHuﬂ.AT, bonrapis |
(HaliMeHyBanHA BUPOOH¥IKA HIKapCbKOro 3acoBy, KpaiHa MoXoKeHH)
Beeseno B Ykpaiity TosapucTBo 3 06Mexeno10 Bianosizaabuicrio "Tepa Yipaina',
igeHr. kop: 34770471

(HaiMeHyBanns Ta koA 3a CAPITOV ropuauunoi ocobu abo npiszsuie, iM's, 1o 6aTbKoBi
(hi3uyHOi 0COOH = MiANpHEMI, il MicLie IPOXKIBAHKA Ta peecTpauiifHuit HoMep 061iKoBOT
KapTKH MIaTHHKA NOXAaTKIB 200 cepis Ta. HOMEp NaciopTa)

TIporoxon BisyaikHoro komrpomo six 20.09.2022 N2 2357/9.

34 pesynkTaTamMM. HEPKABHOTO KOHTPOIIO BCTAHOBNEHO, N[O JIKAPCEKAN 34Ci6 BBEIBHO B VYKpalny 3
AOTPHMAHHAM BUMOT 3aKOHO/ABCTBA WIOAO 3afe3neueHis AKOCTI AiKapehKix 3acobis.
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bluepharma

Batch Release Authorization / Jo3sin Ha Bunyck Cepii’
Certificate of GMP Compliance / Ceptudpikar signosigtocti GMP
Name of the Product: / LEVICITAM, oral solution, 100 mg/ml, 300 ml in bottle Ne1 with dosing syringe
Haaga MpoaoykTy: in a carton box /

NEBILHUTAM, poduun opanbhiui, 100 mr/mn no 300 mn y dnakoHi: no. 1 (hnakoHy y
'KOMIJTEKT] 3 MIDHAM LLTIPYLIOM Y KaPTOHHIA YNaKoBLj

‘Strength / Potency: / 1 mi solution contains 100 mg of levetiracetam/
Cvna Aii / AXTUBHICTL 1 M pO34UHY MICTUTE NeseTupauetamy 100 mr
Dosage Form:./ -oral solution, 100 mg/ml /
Tikapcbka ®opma: - PO34UH opanbHUi, 100 MriMn N o
Package Size and Type:/ 300 ml In bottle with dosing syringe 10 ml in a carton box / )
Po3amip i TR ynakopxu: 'no 300 Mn y bnakoHi 3 MipHUM wnpuuom 10mn Y K8pTOHHik ynakoBsLi
Manufacturing Date: / 01.04.2022  Batch Number: / 22235
fdata supobunursea: Homep Cepii:
Expiry Date: / |
Tepmix npuaaTHOCTT: 04.2025 Quantity (in packs): 3.241
| KinbkicTb (B ynakoskax):
Bulk Batch Number: / 22235
‘Homep cepii “in bulk":
Country of Origin: / Kpaina-siupo6ruk: Portugal / Nopryranis
Marketing Authorization Number: / UA/11396/02/01
Homep PeectpadifHoro MoceigueHHs:
Importing Country: / KpafHa-imnoprep: ‘Ukralne / Yxpaina

Name, Address and License Number of Manufacturer(s): [ Hassa, agpeca i Homep nileHsii BUpoBHuka (-KiB):

Manufacturing and packaging: / Farmalabor-Produtos Farmaceuticos, S.A. Zona Industrial de
Condeixa-a-Nova, Condeixa-a-Nova, 3150-194, Portugal

| No FO20/VIAFIMVI001/2013 /

BupoGauyTeo Ta nakysanHa: ‘®apmanabop-fipoayToc dapMacewTikae, C.A. 30Ha IHayLTRis
Kongeiwa-a-Hoea, Koxpeitwa-a-Hosa, 3150-194, Nopryranis
Ne FOZ20/V/AF/MV/001/2013

Analysis and batch release: / Bluepharma-industria Famaceutica, S.A. 5. Martinho do Bispo,
Coimbra, 3045-016, Portugal
No F001/002/2021 /
AHanis Ta BUnycKk cepii: Bnydapma - luayctpia PapmackioTika, C.A. C. MapTiHsio gy biwry,
Koimbpa, 3045-0186, NopTyranis
‘Ne F0O1/002/2021
Certification Statement: / 3asea npo ceptudikauiio; | | |
| 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 processing, packaging and analysis records wera.
reviewed and found to be in compliance with GMP. I Unm nipTeepaxyio, wo suiuesasnavena indopmans €
AOCTOBIPHOIC Ta TOWHOW. LIA cepia apobnena, BrniouaOMH YNAKOBKY/MEDKYBAHHA Ta KCHTPOMb AKOCTI, HA 3a3HAYEHIN .
BULLE AiNbHKUI ¥ NOBHIK ignosiaHocti ao sumar CMP nokasRux KosTponwourx Opranis, a Taxox ai cneyudikauinmu

PeecTpauidnoro- focke kpaixn-imnoprepa. MpoTokonx BupobHuuTBA, ynakoskn Ta asanisy 6ynu nepernnHyTi Ta
BCTAHOBNEHC BiANOBIgHICTE GMP

Person authorizing the batch release: / Oco6a, sika Aa€ A03BIN Ha BUNYCK Cepii:
Name: / Mpiseuwe: HOTLd TEREW) LELO Hupte

Position: / Mocapa: SuALhed peescn
Date: / fjara:

Signature: / Mignue: L& calofuzeze &h \O—ﬂ K.

Qualified Person signature does not include the verification of copes{finansiationy
0coba croTM niANUCOM HE MIATBEPAXYE KOPEXTHICTL Nepeknady TexdRreta winal '

Ukrainian, / YnosHoeaxena

&
In the event of any discrepancies or doubt between En Hd Ukgginian languliod versions, the English

language version shall prevail. / ¥ paai Syab-siKkux po3bfaheisn abo cym *" *‘ CiAMW aHrnificexo Ta

YKPATHCBLKOIO MOBaMW, NepeBaXHY CHiTy M3t BEDCIA aHIMIRCLKCE sy

e WSS, 7 %ﬁ | . 5 g .
Bluepharma Industrio Farmatdutica, S.A. Tet (#351) 239800 300 | LW STz 335 .t ? e m &
$&o Martinho da Bispo bluepharmaisbluephorma Ree: 0¥ _ — G ACer” miGNet
3045-016 Coimbro, Portugod ‘www.bluephormagroup.com ,tga«-ﬁ w \-mm
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bluepharma

Name of the Product: / LEVICITAM, oral solution, 100 mg/mi, 300 ml in bottle Ne1 with dosing syringe in a
‘Hasea Npoaykty: carton box / JIEBIUWNTAM, poaund opaneHdir, 100 mr/mn no 300 mn y dnaxowi; no 1

Certificate of Analysis / CepTudikat AHanisy

(PNAKOHY Y KOMMNNEKTi 3 MIPHAM LUNPULIOM Y KAPTOHHIN yNaxoBLi;

Manufacturing Date: / 01.04.2022 Batch Number: / Homep cepir: 22235
[ata snpobrnuTtea. |
Expiry Date: / 04.2025 Quantity {in packs): / 3.241
TepmiH npuaaTHOCTE: | KinbKicTe (8 ynakoskax): o
Bulk Batch Number: / 22235 Material No: / 815118300
Homep cepii “in bulk”; Homep Marepiany:
Tests / Specifications / Results /
[okaaHuky Cneuudikauin “Pes3ynbratu
Appearance / Onnc Clear and colourless solution / Complies /
[1po3opuria Ta HeabapBuwii poaunH Bianosinae
identification: / igenTudikauis:
Levetiracetam HPLC (C18) / 2.1, The assay method for Levetiracetam oral solution, is | Complies /
Nesetnpaneram BEPX (C18) specific and aiso serves as a proof of identity. The | Bianosinae
chromatograms of the test solution must agree with the -
chromatogram from the reference solution regarding to the
retention time of levetiracetam peak. / Ha xpomatorpami
BUNPOOYBAHOrO  PO3UYWHY, OTPUMEHOMO MPW  NPOBEAEHHI
BUNPOOYyBaHHA «KinbKiCHe BU3HAYEHHN», Yac YTPUMYBAHHS
OCHOBHOTO NiKd neseTupaneTama Mae. ChiBNagaTtv 3 YACOM
YTPUMaHHs OCHOBHOIO Mika neseTnpaLetrama Ha XpomaTorpami
PO3YUHY NOPIBHAHHA.
Levetiracetam HPLC (chiral) / 2.2. The enantiomeric purity method for Levetiracetam oral o
NeseTupaueram BEPX (xipankHa) | solution is specific and aiso serves as a proof of identity, | Complies /
The chromatograms of the test solution must agree with the | Bignosigae
chromatogram from the reference solution regarding to the
retention time of levetiracetam peak. / Ha xpomarorpami
BUNPODYBAHOrO  pO3uMHY, OTPUMAHOrO TpU fnPOBEAEHH
BUNpoOysanHa «EHATpIOMEPHA YUCTOTA», MAC YTPUMYBaHHS
OCHOBHOrO Nika neseTupaleTama Mae Cnisnafam 3 4acom
- YTPUMAaHHA OCHOBHOFO NikA NeBeTUpaueTama Ha XpomMaTorpami
PO3YUHY ROPIBHAHHKSR.

o 2.3 The chromatograms of the test solution must agree with
Propylparahydroxybenzoate the chromatogram from the reference solution regardingto | o
and the retention time of the propylparahydroxybenzoate peak | Complies /
Methylparahydroxybenzoate and the methylparahydroxybenzoate peak / Bignosiaae
HPLC / Ha xpomarorpami sunpo6yBaHOrO po3uuny, OTPUMAaHOrO npw
[iponinnaparigpokcnbeHsoar Ta  NPOBEAEHHI BANPOSYBaHHHA «KinbxicHe BUIHEHYEHHA

- MeTunnaparigpokcnbensoar KOHCEDBaHTIB»  dac  yTPMMYBaHHA QCHOBHUX  fniKiB
- BEPX _nponinnaparigpokcubexaoara Ta MeTURNaparigpokcnbeHsoara
MalTb CRIBNAAATH 3 YacOM YTPUMAaHHR OCHOBHUX [iKiB
nponinnaparigpoxcwbenacara Ta MeTunnaparigpoxcubeHsoarta
Ha XPOMATOrPaMi PO3YUHY NOPIBHSHHSA, BIANOBIGHO,
| pH 5,0-6,5 5,7
Uniformity of mass of delivered | Not more than two of the individual masses deviate from Complies /
-doses from multidose the average mass by more than 10% and none deviates by Bisnosigae

-KOHTe#hHepis

containers/
‘OaHopiaHicTE MacK 03, Wo
-BunyvalThes i3 Garavon0308mx.

more than 20% / He Ginbwe asox mac ivaueiayansHux fos
MOXe BIAXMNATUCH Bif CepefHLOT MacK 403, IO BUTAIVIOTLCH,
Ginbwi HiX Ha £ 10 %, woaHa maca IHAMBIAYENLHO! A03u He

1 MOXe BIgXnnaTuCs Big cepeaHnoi Macu BUNyueHUx no3 Ginbiu
HiX Ha .20 % R —.

Bluepharma Indtstrio Formacsutica, S:A.
580 Mortinho de Bispo
-3045-016 Coimbra, Portugal

Copital Social de-4,550.000 euros - Sadiadode Ardnima - NIPG/MAT. Cons. Reg. Corn; Coimbra BT 505 282 801

l Tel. (+357) 239800 300 | KB BRI

bluepharmadbluepharma¥i %afga i}ﬂﬂ* A

I -www.bluepharmagroup.mm
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bluepharma

Certificate of Analysis / CepTudikar Ananisy

Name of the Product: /  LEVICITAM, oral solution, 100 mg/ml, 300 ml in bottle Ne1 with dosing syringe in a

‘Hassa fMpoayxty: carton box / JIEBILIUTAM, posunx opanbiuid, 100 mr/mn no 300 mn y dnakoni; no 1
(PnakoHy y KOMNNexTi 3 MipHUM LINPULOM Y KAPTOHHIA ynakoeLli
Manufacturing Date: / 01.04.2022 Batch Number: / Homep cepii: 22235
HaTta supobHnyrsa:
Expiry Date: / | 04,2025 Quantity (in packs): / 3.241
TepMix npuaaTHocTi: KinekicTb (B ynaxosxaxy: N
Bulk Batch Number: / 22235 Materiai No: / 815118300
‘Homep cepii “in bulk™:. 3 o Homep Mavepiany: | o
Tests / Specifications / Resuits /
[NokasHK®Ku Cneuucpikania Pe3ynsTaTt
Related substances / CynyTHi NMT 0.15 %/ ND/ He
AOMILLIKW He 6incwe 0,15 % BussneHo
Impurity A/ Jomiwxka A |
NMT 0.10 %/
Single unknown impurity / He Ginbie 0,10 % 1 <0,05 %
OpMHYHa HeBiaoma AOMILUKE
NMT 0.5 %/ )
Sum of impurities / He 6inbuse 0,5 % <0,05 %
Cyma aomitox e )
Enantiomeric purity (Impurity D)/ | NMT 0.5 % <0,05 %
EnanTioMepha yuctora ([lomitka D} | He Ginbwe 0,5 %
Assay Levetiracetam / 95.0 % —- 105.0 % of the labeled amount of CsH14N202 / 101,5 %
KinkbKkicHe BU3HAUEHHR 95.0 % — 105.0 % Big aassnenol kinbkocti CsH1sN2O2
NeseTrpauetama
Assay of preservatives/
KinbxicHe BU3HaueHHA KOHCEepBaHTIB
Propylparahydroxybenzoate 90.0 % - 110.0 % of the labeled amount/ 100,1 %
[paninnaparigpokcnbensoat 190,0 % —110,0 % Big 3asBnEeHoO KINLKOCTI
Methylparahydroxybenzoate / -90.0' % - 110.0 % of the labeled amount / 99.8 %
MeTunnaparigpoxcubeHsoar 980.0 % — 110.0 % six 3an8HEHOT KINBKOCTI
Microbiclogy* /
Mixpobionoriuna uncrora*
Total Viable Aerobic Count (TAMC)/ | NMT 102 CFU / mi / <50 CFU/mi
3aranbxa Kinbkicte aepobHnx He Ginbiue nix 102 KYO/mn I KYQimn
- MikpoopraHiamia (TAMC)
Total combined yeast / mould 1 NMT 10* CFU / mt/ <5 CFU/ml /
count (TYMC) / ) | He 6Ginbwe Hix 10" KYO/mn KyO/mn
3aranbHa KinoKicTs ApixaKesuxi. |
nniceHesux rpubis (TYMC)
-E. Coll / Absencein 1 ml/ ABTUnea/
Escherichia coli BiacyrhicTt 8 1 mn i

* — After the manufacturing of n-batches of the product, if positive results are obtained
monitored. This test is performed periodically in one of ten batches or at least once 2 yeag;
—Cepiil npanapary, npu OTPUMAaHHI NO3UTABHIKX peaynsTarie, koHTpons Gyae sgificHiopaTvcs B byl
BunpoGyRaxHs NPOBOAUTLCHA NEPIOAVYHO B OAHIN i2 AeCATH naprii abo He pigwe ogHoro pasy Hu i

Person authorizing the batch release: / HAQLIA TEATIA NERD NUAT =
Oco6a, Aika Aae A03BIN Ha BUNYCK cepii: AR o
Name: / [pissnLe:;

Position: / NMocaga: X)) \\ < PQ_U)O’F) _ -
Date: / [lava: ' . Ry 5 MOAAL
Signature: / Mignne: &\k\m&)}.«l | ]\1012-

Qualified Person signature does not include the verification of correct translation into Ukrainian. / YnosropaXeHa
ocoba ceoim nignucom He nigTRepaXYE KOPEKTHICTb Nepeknany TeKcTy Ha yKpaiHChKy MOBY.

In the event of any discrepancies or doubt between English and Ukrainian language versions, the English
language version shall prevail. / Y pasi Gyab-Axux poabixsocTed . abo CYMHIBIE MDK BEpCIAMM aHFNIACLKOKD Ta
Y(DEIHCbKOIO MOBAMMW, flepeBamHy CUNYy Mat BEPCIA aHrNINCLKOI MOBOID.

Bluspharma Indastria Farmaocdutica, S.A. I Tel. {+351} 239 800 300 | Fax {+351) 239 800.333 N * #-& M .' - - ¥

saeo Martinho do Bispo ’ bluepharmagbluepharma.pt. * 6 2ICer” RICNG R

3045-016 Coimbrg, Portugal : ‘www.bluepha up. ' » o &
g W pharmagroup.com " \-Mm e
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