N "ABORATOIRES BOUCHARA-RECORDAT]

S GROUP

6

UKRAINE
CEPTHO®IKAT AKOCTI
QUALITY CERTIFICATE

Fexcanis, TaGiersn mis poscmowxynauuﬁ Ne30
Hexalyse, tablets to be sncked No30

'- ﬁpafua ~ BHpoGuuk / Country of manufacturing:

®panuig / France
Peecrpauiiine mocpinuenas Ne UA/6005/01/01 JificHe Ho: HeoOMeXeHo
Registration certificate Ne UA/65605/01/01 Valid till; unlimited

Hiroua peosuna: 1 1abaeTka MicTHTS Ginorumouty 5 mr, isomumy rigpoxaopuny 5 mr, EHOKCOMOHY 5 MI
Active substance: 1 tablet containg biclotymol 5 mg, lysozyme hydrochloride 5 mg, enoxolone 5 meg

Jixapenka popma: TabreTeH pis PO3CMOKTYBAMASA
Dosage form: tablets to be sucked
Pozmip Ta T naxysawnn: no 10 Tabnerox ¥y Buricrepi; no 3 Gaictepu y kopobui
Size and type of packaging: 10 tablets in blister; 3 blisters in box

Cepin No 24132 Posmip cepil: 20 431

Batch No 24132 _ Batch size:; 20 431

JaTa supobuuurea: 04,2024 Mara 3axingennsd repminy npugatHocTi: 04,2026
Manufacturing date:04.2024 Date of expiry: 04.2026

Bupobanurae/ Ynaxoska/ Kourpons axocri/ Bunyck cepil:

Manufacturing/ Packaging/ Quality control/ Batch release:

JlaGopaTopii Bymapa Pexopaari, Oapx Mexarponix, 03410, Cenr Birxrop, ®pannis
Laboratories Bouchara Recordati, Parc M ecatronic, 03410, Saint Victor, France

Jinensist wa aupodunuTeo: N 2022 085 1

Manufacturing authorization: Ne 2022 085 1

Cepradikar signoeignocri GMP: 2022 HPF FR (72

Certificate of GMP compliance: 2022 IPF FR 072

AHJI: €eponeiichka DapMaKones, MoTouHe BuAaHks; MEKST Big 31.08.20172
AND: European Pharmacopeia, current edition; MQC from 31.08.2012

AHANIS/ HOPMA / PE3YJIbTAT /
ANALYSIS NORM RESULT
3oBHImBIE BUran / Appearance Tabnerxa cyitno-opanxesoro KONBOpY 3
HCBEIIMKIM BKDATUICHIMM, 3 THMOHHHM Bimmosinae /Conformes
CMAKoM, KPyIHoT QOPMHE 3 IIoCK0m0
TIOBEPXHCEO 31 CKOTTCHHMH KpasM /
Light orange tablets with small flecks with
lemon taste, round with a flat surface and
bevelled marpins
OnwopinnicTs macn / Weight uniformity
Cepenna maca / Average weight L2 1/g + 5% (1,14 - 1,26 r/g) 119 rfg ‘
Iupeigya:eni Bigxpnenus sig CepenHnOl
MacH / individual deviations of weight
>+ 5% He Gineiwe / not more 2 i3/0f 20 0
> £10% 0 iz/of 20 0 )
Oaunopixnicts smicTy / Unifermity of
| _content*
Bixnotumon / Biclotymeol Bimmosinae / Conforms He upopomuecs/ Not applicable
Jisomnty rinpexnopra / Lysozyme Biamosinae / Conforms * He niposoascs/ Not applicable
hydrocloride
Enoxconon / Enoxolone Binnosinae / Conforms He nposomuecs/ Not applicable
Laewrudirauis / Identification
Enorconon / Enoxolone Yac yrpeMyeanug Bixmosizae CTaHAApTY Binmopinae / Conforms
. / Retention time conforms (o standard
bixnoramon / Biclotymol Yac yrpumyranus pignosinac cTaunapTy Binnosijae / Conforms
{ Retention time conforms to standard
LABORATOIRES BOUCHARA-RECORDATI 5. A5 UNITE DE PROGUGTION
IMMEUBLE «LE WILSON» 5.A.5 AU CAPITAL DE 14 000 000 € PARC MECATRONIC
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o Jisomamy rizpoxaopun / Lysozyme Hosuremua peaxuis / Positive reaction Bignozinae / Conforms
hydrocloride
. Baprpux «opanxeso-nosTait S»* / Bianosimae eramnapry / Conforms to He mpopoanscs/ Nol applicable
Coloring agent “orange vellow §” standard

Kinpkicie BH3navenns / Assay

Enoxconor / Bnoxolone 5ur/ mg = 5% (4,75 - 5,25 mrv/ mg) 5,06 mr/ mg
. BiicJJOTHMOJl / Biclotymol 5wmr/ mg £ 5% (4,75 — 5,25 wmr/ mg) 4,93 M1/ mg
7 JlizouumMy Fixpoxiopua / Lysozyme 5 Mr/ mg £ 16% (4,50 — 5,50 M1/ mg) 4,8 mr/ mg
bydrocloride -

KumeﬂTépi / Comments:
* Tecr nposonarses | pas Ha 10 cepilk. / Test is performed once for 10 batches,

BHCHOBOK: Pe3yabLTATH BiANOBIZAOTL HOPMAM cmennirauir
Congclusion: results confirm 16 norms of specification

Hum a saceiguyio, mo wapeiena Bme indopmauia e pocrosiprow Ta Tounoio. Mo cepiro mpoayxnii Gyao
Bupobaeno (BKIOYAI0UN UAKYBENHS/MAPIYBALNA) Ta DPOBegeHD KOHTPOAE 1i ARecTi Ha BwnelazHavenii
MALHUNI Y OBRIH BiADOBITHOCTI 3 BUMOTAMY GMP, neTanoBACHUMH MicueBHM PErYJISATORHEM OPraHOM, & TAK0K
BianoBino no cneundivaniii, mo mictaThen Y peccrpanifinomy gocoe. TlpoToxann BUDOGHHUTRA, MAKYEAHNS Ta
aHaAi3iB §yJI0 NCPErIIANYTO TA BCTAHORIEHO Binnosignicts GMP. /I hereby certify that the above information 1s true
and accurate. This series of products were produced (including packaging/labeling) and held quality control of the above
section in full compliance with the requirements of GMP, established by the local regulatory authority and in accordance

with the specifications of the registration dossier. Protecols of production, packaging and analysis were reviewed and
established compliance with GMP.,

HPI3BBULILE TA IIOCAJA OCOBH, HKA HINIAC OCOBY, KA
BUJTAJTA O3B HA BUITYCK CEPIi / BUIATIA JO3BLI HA BHITYCK
NAME AND POSITION OF PERSON

TATA IMIJITICAHHS /
DATE OF SIGNATURE

CEPII
WHO GAVE THE PERMIT FOR BATCHIES SIGNATURE OF PERSON
RELEASE WHO GAVE THE PERMIT FOR
BATCHES RELEASE

Laboratoires BOUCHARA RECORDATI w0
Head of Quality Control Danis LOUGNON . 13 0 -
Resper:aie Adjoint Contrdle Qualité
FParc Mécatronic
03410 SAINT-VICTO

Laboratoires BOUCHARA RECORDATH"
o : Fradéric BOSLE "
The qualified Person Pharmacie e Qualité

Catronic 1 3 JUIN 252’}

JlaGoparopii Bymapa Pexopaari,

MNapic Mexarponir, 03410, Cenr Bikrop, ®panuin.
Laboratories Bouchara Recordati,

Parc Mecatronic, 03410, Saint Victor, France,

Signature and stamp
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