UCB Pharma SA « Ch amin du Fories t B-1420 Braine-fAllcud (Balgique)

Fabricator’s/Manufacturer’'s batch certlﬂcate for

druglmedlcmal products exported to countries

under the scope of a mutual recogmtuon Ajreement (MRA)

NAME OF PRODUCT : NOOTROPIL®

COUNTRY OF MANUFACTURER : BELGIUM

MARKETING AUTHORIZATION N°:
STRENGTH : 800 MG

DOSAGE FORM : Film-coated tablet
PACKAGE SIZE : 30 (16x2) tablets
BATCH NUMBER : 380499

BATCH SIZE : 6.923 EA
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UA/0054/04/02

- TYPE : blister
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Results of analysns “Attached certificate of analysis
CBmments/remarks o | NA

Certification statement :

| hereby certify that the above information is authentlc 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 Authonty and with the specifications in the

Marketing Authorisation of the importing country. The batch processing, packaging and analysis records

were rewewed and found to be m compliance with GMP.

. Braine-L 'Alleud,
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18 AUG. 202

IN[)USTHIAL PHARMACIST
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Jean-L.uc.De 4?;; PharmD. PhD

Site Qualified Person UCB Pharma SA Bramef _

Director QA Pharma Manufacturmg




UCB PHARMA S.A.
CHEMIN DU FORIEST 1420 BRAINE-L'ALLEUD BELGIUM
Tel :+32 2 386 21 11

CERTIFICATE OF ANALYSIS
NOOTROPIL® 30 {(15X2) TABLETS, BLISTER WH UA

Batch number: 380499

Product Code: 51-5922-38

Destination Country: Ukraine

Registered Storage Condition: No special storage conditions
Manufacturing site: BE, UCB PHARMA SA, BRAINE

Complies with the required specifications as shown hereafter :

Test Specification Result

Analytical results related to Drug Product
Appearance White oblong scored on both sides film coated tablets  Complies
marked N/N on one
side.
Average mass About 880 mg 871 mg
Uniformity of mass Percentage deviation : 5 % of average mass Conmpligs
Disintegration Not more than 30 minutes 5 min
Water content Not more than 1 % 0 %

Dissolution Q = 75 % within 30 min. Performed Periodically
Identification of Piracetam by HPLC Positive Complies
Identification of Piracetam by IR Positive Complies
Identification of Titanium dioxide Positive (If tested) Performed Periodically
{E171)
Assay of Piracetam 800 mg per tablet 97 .9 &

Limits ¢ 95.0 % = 105.0 %
Degradation products:
Specified identified: Not more than 0.20 % <RL (0.10) %
2-pyrrolidone-N-acetic acid

Any unspecified Not more than 0,10 % <RL (0.10) %

Total (specified and unspecified) Not more than 0.30 % Not Quantifiable %
Microbiological quality:

TAMC Not more than 1000 CFU/g Performed Periodically
TYMC ” Not. more than 100 CFU/g Performed Periodically

Escherichia coli Absence/g Performed Periodically

Certificate statement

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured including quality control,

in full compliance with the GMP requirements of the local Regulatory Authority and Marketing Authorisation. The batch processing and analysis
records were reviewed and found to be in compliance with GMP.

Manufacturing Date: (DD.MM.YYYY) 04.05.2023 'On Behalf of

Expiry Date: (DD.MM.YYYY) 30.04.2027 SITE QUALIFIED PERSON : JEAN-LUC DE KEYSER

This is an electronic signature

Released by: EVELYNE CARLIER
AUTHORIZED PERSON

Release Date: (DD.MM.YYYY) 18.08.2023

Version: 01 Page : 1 of 1 NN,

LIMS Lot Num:157435 (UA)

Created on: (DD.MM.YYYY)
18.08.2023
SAP Inspection lot; 040000190517



Jlororun _
IOCE ®apma C.A.Uemin a0 @opiect,B-1420 bpaine n° Anneya,(benbris)

CeprudikaTt naprii BUpoGHHKA HA JIKAPCLKI 3ac00H , IO EKCNOPTYIOTHCS A0 kpath, SKi Mianaga0Th
mig giro Yroaun npo B3acmHe Bu3Hanusa (MRA)

[ ‘Haiimenysanns Ipoxykra Hootporis
Kpaina-BHpoOHUK beneris
Pecctpaniiine nocBigyeHHst Ne UA/0054/04/02
Cuna Qiy/akTUBHICTD 800 mr
Jikapebka dopma TabneTk, BKPUTI [1J1IBKOBOIO

| 000JIOHKOIO
Po3mip nakyBaHHS 30 (15x2) Tabnerok
THn nakyBaHHS osicTep
Cepis Ne 380499
Posmip cepii 6923 y.

HaliMenyBaHHs Ta ajfpeca BHPOGHUKA — BUPOOHHYON XiIbHML, HOMeED JTineH3i

YuacTok Homep JineHsii

IOCE ®apma C.A. 194H
Yemid gro dopiecr,
B-1420 Bpaine-n’ Anneya,

benbrig e o —
Pe3ynbTaTy aHal3y Ceptudikar aHanisy 10Ja€ThCs
KomenTapi/Pemapku N/A

3asBa npo cepTHdikanio: _ _

1{uM s 3acBifuyro, 0 HaBEAEHA BHIIE iHpopMaLig € JIOCTOBIPHOIO T4 TOYHO0. J{aHa cepist ikapcskoro
3ac00y, Gynia BUpoOJIeHa, BKIKOYAIOUH aKyBaHHs/MapKyBaHHs Ta KOHTPOJIb AKOCTI Ha BHILIE3a3HAUYEHIH(HX)
IinbHULI(X) Y MoBHiM BigmosigHoCTi 3 BUMoraMu GMP, BCTaHOBJIEHUMH MICLIEBUM PEryJIATOPHUM OpPraHoM,
a TaKoX BiTOBiAHO 10 cnenudikamii, o MicTATECS y peecTpalifHOMy TOCkE KpaiHH-iMIopTeEpa.
TIpoToxony BUpOOHHMLITBA, NaKyBaHHs Ta aHasi3iB 0yJ0 NeperisHyTO Ta BCTAHOBJEHO BianosiaxicTs GMP.

B.0.YIIOBHOB&XKEHOT 0co0OU
18 cepnus, 2023 poky
E.Carlier

[Tigmnuc

YrnosHoBaxxeHa ocoba Ainanku JOCBh ®@apma C.A. bpaine
HupexTop 3 sKocTi (hapMaLeBTUHUHOIO BUPOOHHITBA




Jloroturir

Cepist nomep

Kpaina-imnoprep

YMoBH 30epiranusn:

Bupobuuk:

IOCB ®apma C.A. Yemin mo Popiect,B-1420 Bpaine n’ Anneyn,(benbris)

Tel.+3223862111

Ceprudikar ananizy

Hootponin® 30 (15x2) Tabnetku, 6micrep WH UA

+ 380499

+51-5922-38

YKpaiHa

1 He NoTpebye criewiabHUX YMOB 30€epiranHs

: Beneris, FOCB ®apma CA, Bpaine

.. .'

Bianosizae BUMoraM crieLiMikaLii Ak 3a3HaUEHO HIKYIE:

TecT

(apMaLEeBTHYHOFO MPOAYKTY

Onuc

Cepenns maca:
OanopigHicTs Macu

Posnaganus

Bona
PosqﬂHHiéTB;__
Inenrundikauis:
Mipaueram (BEPX)
ITipaueram (14)

Turauy auoxcun (E 171)

KinbkicHe BUSHAYEHHS: nipaueTaMm

2-nuppositoH-N-oUTOBOT KHCIOTH

HeineHTH(DIKOBaH] MPOAYKTH pacrany

CyMa npOoAyKTiB pacnany
MikpobionoriyHa yucToTa

CyMa GakTepilt
(TAMC)

Cyma rpu0iB
(TYMC)

E. Coli

Bepcia: 0] __
LIMS Lot No: 157435 (UA)

Creundiranis Pe3y/bTaTH

Jlosracri TabneTku, BKpUTI IIIiBKOBOIO.  Bianosigae
000IOHKOO 01J10T0 KOJIBODPY, 3 PHCKOKO

3 000x OokiB; Ha OfHOMY Ooui

TabJIeTKN HaHeCeHu M BIAONTOK «IN» 110

00HBI CTOPOHU BiJl PUCKU

Bing 880 mr 871 mr
TMpouentre BigxuneHus: 5% Bin Binmosinae
CpeaHbol MacH

He 6inbie 30 xB 5 xB

He 6inpmie 1 % 0%

Q=75% uepes 30 xB ITpoBOAWTLCA NEPIOANYHO
TlosuTuBHA Bianosigae

ITosuTHBHA Bianosinae

TIo3uTUBHUH (AKLIO TECTYETHCA) [TpoBOAUTLCS TIEPIOAUUHO

800 mr Ha TabneTky 97.7%

JlimiT: 95,0% - 105,0 %

He 6unbiue 0,20 % <RL(0,10) %

He 6insie 0,10% <RL (0,10)%
He 6inswe 0,30% S He Bu3navaerscs %

He Ginsie 1000 Kyo&e/

BigcyTHicTs B 11

Cmasopenuii 18.08.2023
SAP incnexyia cepis 040000190517



Jlororuir
IOCE dapma C.A. Uemin mo ®opiect,B-1420 bpaine 1’ Anneyn,(bensris)

Tel.+3223862111

Ceprudikar anaisy

Hootpomin® 30 (15x2) tabnetku, 6ricrep WH UA

Cepist Homep : 380499

Kox npoaykry : 51-5922-38

Kpaina-ivnoprep Vipaina

YMoBu 30epiranusm: T He .nm;pe'ﬁye crielialbHAX YMOB 36epiraHHs

Bupobuuk: + bensrisa, FOCb ®apma CA, bpaine

3asBa npo ceprudikauiro:

Llum 1 3acBiguyro, Mo HaBeAeHa BHLIE iHGOpMAaLLs € JOCTOBIPHOK Ta TouHOW0. JlaHa cepis Jiikapcbkoro 3acoby,
Oyna BupoOeHa, BKIOYAIOYH KOHTPOJIb SIKOCTI ¥ MOBHIN BIAMOBIAHOCT 3 BUMoraMu GMP, BcTaHOBJ/IEHHMH
MICLEBUM PEryasTOpHUM opraHoM. IIpoTokosii BUpoOHHUTBA Ta aHaJII31B OYJIO NMEePErJIsIHYTO Ta BCTAHOB/IEHO
BianoBigHicTe GMP.

Jlarta BHFOToéneHHﬂ:_ 04.05.2023
[TpuaarTHuit no: 30.04.2027

OneKTpOHHHMI mignuc
Bunanuii; Evelyne Carlier __
YnoBHOBaXkeHa ocoba
Jlata sunycky: 18.08.2023
Bin imeni YnosHoBaxxeHo1 ocobu ainbHUL: XKau-Jlrok e Kedzep

TTianuc

LIMS Lot Ne: 157435 (UA) SAP incnexyis cepis 040000190517



