& LABORATOIRES BOUCHARA-RECORDATI

GROU
UKRAINE
CEPTHG®IKAT SAKOCTI
QUALITY CERTIFICATE

A{’wden, Tabnerku 1o 400 mr, Ne 30
Abufene, 400 mg tablets Ne 30

Kpailna-supofunk/ Country of manufacturing:

@pangin/ France
Peecrpaniiine nocsigyenss UA/S5702/01/01 Hiitene go: neobMexeno
Registration certificate Ne UA/5702/01/01 Valid 4ll: unlimited

Airoyi peyopuan: 1 Tabnerka micruTes feTa-ananiny 400 mr
Agtive substances: | tablet contains beta-alanine 400 mg

Jdixapenxa dopMa @ Tabaerin
Dosape form : tablets

Posmip ta THR nakyBauns: no 15 Tabaerox y Gnictepi; no 2 Gaicrepn y kopo6ui
Size and type of packaging: 15 tablets in blister; 2 blisters in box

Cepin Ne 23279 Poamip eepil: 23 827

Batch Nt 23279 Batch size; 23 827

Jata BupoGunnTaa: 30.08.2023 JlaTa 3akindenus Tepmity npraaTHOCTI: 08.2026
Manufacturing date: 30.08,2023 Date of expiry: 08.2026

Bupotuunreo/ Yinaxoska/ Kontpons agoeri/ Bunyck cepii:

Manufacturing/ Packaging / Quality control/ Batch release:

JlaGapaTtopil Bymrapa Pexoppati, [Tapx Mexarponix, 03410, Cenr Bixrop, @panuin
Laboratories Bouchara Recordati, Parc Mecatronic, 03410, Saint Victor, France

Jliuensis Ha sapobunnTeo: Ne 2622_085_1
Manufacturing authorization: Ne 2022 085 1

Cepradirat signoitnocri GMP: 2022_HPF_FR_072
Certificate of GMP compliance: 2022 HPF FR 072

AHJ;: Caponeiicnia Papmakones, noToune Buaanus; MKS six 22.06.2012
AND: European Pharmacopeia, current edition; MQC from 22.06.2012

AHAI3/ HOPMA / PE3YJILTAT /
ANALYSIS NORM RESULT
TabneTky 6i10T0 KOXEOPY i3 CKOIIEHUME KpasMy/ Bigmosinae / conforms
Onne / A .
e Appearance White tablets with chamfer

Cepenna maca / Mean mass 0,741 - 0,819 r/g - 0,786 /g

OnnopinnicTs macu /

Uniformity of mass

>+ 5% <2 0

>+ 10% BigcytHl/ none BipcyTHI/ none

Posnaganus / Disintegration < 15 XBUNHH /minutes : 8 xuunrnE /minutes

CriitricTs 1o

po3aaBIIOBAHHA/ >3 kr/ kg Biamogifpae / conforms

Crushing strength

TnenTudircauis 6eva-ananiny

(TIHX)/ XpomartorpaMa Binnosinae cranaapty/ NO3UTYBHA / positive

Identification of beta-alanine Chromatogram conforms to standard

(TLC) _

Kinexicuwnii ananis dera-

anaminy (8 1 T26/.)/ 0 .

Assay of beta-alanine (in 1 tabl) 04001/ g+ 5% (0.380r- 0420 D) 04141/ g
LABORATOIRES BOUCHARA-RECORDATI S.A.S UNITE DE PRODUCTION
IMMEUBLE «LE WILSON» S.A.S AU CAPITAL DE 14 000 000 £ PARC MECATRONIC
70 AVENUE DU GENERAL DE GAULLE  Localaire-Gérant de BOUCHARA-RECORDATI 03410 SAINT VICTOR
92800 PUTEAUX, France N® SIRET 448 777 920 00035 TEL. (33) 04 7003 7900
TEL. (33) 01 45191000 R.C.S. NANTERRE FAX (33) 04 7003 78 90
FAX (33} 0147 560246 N°TV.AFR 59 448 777 920
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& LABORATOIRES BOUCHARA-RECORDATI

ZROUPR

MixpoGionoriuuna uaerora/ 3aramsRe THCIIO KATTCIJATHAX AEPOOHHX
Mierobial count* MikpoopraHizMis/
Total aerobic count: He HpoBOAHBCA/ not
Gaxtepii < 10° B 11/ bacterias < 10°in 1 g applicable
HE IPOBOTMBCA
rpubie <108 11/ fungi<10%inl g not applicable
HE NPOBOANBCA
BijicyTHiCTE E. Coli B I r/ absence E. Coli in 1 g not applicable
Komenrapi/ Comments;

* KOHTPONKETECA HA KoxHill 10-if cepil.
Test is performed once for 10 batches.

BHCHOBOK/ Conclusion
Pe3yabraTd BiATOBINAKOTE HOpMaM cnexndixanil
Results conform to norms of specifications

Oum m 3aceizuyw, mo HaBeneHa Buine injopmanin ¢ noctopipHo Ta Toumoio. Mo cepito nponyenif Gymo
BHPOGIIEHO (BKIOYAKYH NaKYBaRHSA/MAPKYBAHER) TA NpoOBEACRe KOHTponbh T AkocTi HA BHINEIAsHAYeHid
ALMLHHLI Y noBHIH BiznoBiaHoCTi 3 BUMoramn GMP, scTaHOBICHHME MiCHEBHM Pery/STOPHIM OPTANGM, 8 TAKOX
BiANOBINHO 10 cneuudikaniii, w0 micTaThes ¥ peecTpanifizomy xocke, IFpoTokoan BApoGHRUTEA, NAKYBAHNA TA
aBAJi3iE 6y/10 NepPerAsHYTO Ta BETaROBJECHO BinmoBianicTs GMP. / 1 hereby certify that the above information is true
and accurate. This series of products were produced (including packaging/labeling) and held quality control of the above
sections in full compliance with the requirements of GMP, established by the local regulatory authority and in accordance
with the specifications of the registration dossier. Protocols of production, packaging and analysis were reviewed and
established compliance with GMP,

IPI3BHINE TA MOCAJIA OCOBH, AKA NIAIIC OCOEY, AKA JATA NINNFCARHSA /
BHJIAJIA JO3BLT HA BUILIYCK CEPII/ | BHAAJA AO3BLI HA BUIIYCK | DATE OF SIGNATURE
NAME AND POSITION OF PERSON CEPI
WHO GAVE THE PERMIT FOR BATCHES SIGNATURE OF PERSON
RELEASE WHO GAVE THE PERMIT FOR
BATCHES RELEASE

Kepinssk sigaiay 3 wontpoan axocsi
Head of Quality Conirol Laboratoires BOUCHARA RECORDAG

i § 0L A Denis LOUGNON
- Responsabie Adjoint Sontrdle Qualite

P Parc Mécatronic -
Keaaipikosana ocoba 03410 SAINT-VICTOR
The gualified Persor
Laborstoires BOUCHAR gcoaom
F .

e L 4
~Iabopatopit Bywapa Pexopaari, o'l Qu&m
Hapi Mexarponik, 03410, Cenr Bisrop, @panuis. HAR£10 SAINT-VICTOR
Laboratories Bouchara Recordati,

Pase Mecatronic, 03410, Saint Victor, France, Y |

18 0cT, 2023

Hidauc e neqama
Sigrature and stamp
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